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Important

e Copyright for this Operation Manual belongs to EIKEN CHEMICAL CO., LTD. and Hitachi High-Tech
Corporation. Use, reprinting, duplication, and modification of its contents in part or in whole without
permission is strictly prohibited.

e The content of this Operation Manual and system specifications may be changed without notice in

order to make improvements.

e For technical support, please contact EIKEN CHEMICAL CO., LTD. (hereinafter referred to as the

"manufacturer") via https://www.eiken.co.jp/en/.

e We are not responsible for any damages or the like if the system is not used in accordance with this

Operation Manual.

e Any serious incident that has occurred in relation to the system shall be reported to the manufacturer

and the competent authority.

e In vitro Diagnostic Medical Device Regulation 2017/746

e EN 61010-1 : Safety requirements for electrical equipment for measurement,
control, and laboratory use Part 1: General requirements.

e [EC 61010-2-101 : Safety requirements for electrical equipment for measurement,
control, and laboratory use - Part 2-101: Particular requirements for in
vitro diagnostic (IVD) medical equipment.

e EN 61326-1 : Electrical equipment for measurement, control, and laboratory use.
EMC requirements. General requirements.

e EN 61326-2-6 : Electrical equipment for measurement, control, and laboratory use.
EMC requirements. Particular requirements. In vitro diagnostic (IVD)

medical equipment.
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Introduction

Prior to reading this Operation Manual

OC-SENSOR Ceres is a mobile discrete method fully automated fecal occult blood analyzer (hereinafter
referred to as the “system”).

The system and its Operation Manual are meant for doctors, clinical laboratory technicians, and those
who have received specialized education or training in test procedures that use diagnosis systems outside
the body.

Read this Operation Manual carefully prior to use, in order to use the system properly.

Note that using the system in a manner not described in this Operation Manual or under conditions outside
the system specifications could negatively impact the system’s safety and performance.

Be sure to use the system according to the instructions in this Operation Manual.

All serious accidents occurred in connection with the system need to be reported to regulating authorities

of the countries in which the manufacturer, users, and/or patients live.

Operation Manual organization

This Operation Manual consists of the following chapters:

Introduction : Describes the organization and notation of this Operation
Manual, as well as Safety Precautions for using the system.
Chapter 1  Overview . Gives an overview of the system, including measurement

principles and analysis flow, as well as the names and
functions of each part.

Chapter 2 Basic Operation : Gives an overview of initial settings prior to use and basic
operation of the system.
Chapter 3 Applied :  Describes advanced operation of the system, such as
Operations searching, recalculation, output, deletion, and accuracy
control of the test data.
Chapter 4  Prep Functions  : Describes preparatory functions such as priming.
Chapter 5 Maintenance : Describes inspections and maintenance procedures users

should follow in order to safely use the system, maintain
performance, and discover malfunctions and the like as early
as possible.

Chapter 6  Settings : Gives details on initial settings for operating the system.
Chapter 7 Error Handling  : Explains how to read the error screen.
Appendix . Explains data processing, analysis operations, printing

examples, and errors.

Index/Glossary
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Prior to reading this Operation Manual

Introduction

Operation Manual Notation

This Operation Manual explains matters that must be followed in order to safely use the system, prevent

danger to the user and others, and prevent damage to property.

B “Warnings,” “Cautions,” and “Requests”

. Indicates the possibility that improper use of the system will cause death or
A Warning poSSIOL I T TpTOP Y

severe personal injury.

. Indicates the possibility that improper use of the system will cause personal
/\ Caution POSSIDITY T THPTOD Y b

injury or damage to property.

Indicates something the user should do to prevent damage or degradation to
/\  Request ¢ P geordse

the product and to use the system efficiently.

Severe injuries:

Slight injuries:

B Symbols

Caution symbols:

Prohibition symbols:

Instructional symbol:

Injuries that result in permanent damage or which require long-term hospitalization or outpatient treatment.
Examples include loss of eyesight, injury, burns, electric shock, fractures, poisoning, and infection.
Injuries that do not require long-term hospitalization or outpatient treatment.

Indicate that users should use caution.

A A L A

Attention Biohazard  Electrical shock Pinching hazard

Indicate prohibited actions.

O ®

o Disassembly
Prohibited prohibited

Indicate instructions users must follow.

Required
B Other notations
: Describe related supplementary notes.
{ 1}: Indicate something that can be operated, such as a tab or a button on the screen.
[ 1: Indicate the name of a screen, or settings that require selection or input.
(= Indicate reference locations.

NN1-1741 Rev.1
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Safety Precautions

Be sure to read this section before using the system.

Installation precautions

Power supplies and cords

A Warning
¢ Do not connect the power cord to an extension cord or an adaptor plug.
® e Do not connect or disconnect the power plug with wet hands.
¢ Do not damage or alter the power cord.
L e Do not apply excessive force to the power cord.
Prohibited . .
¢ Do not fasten the power cord using metal fixtures or the like.
¢ Do not use power cords other than that provided.
Failure to observe this precaution may lead to electric shock or fire.
A Warning
e Make sure that the system is grounded.
0 Failure to observe this precaution may lead to electric shock.
Required
e Connect to the appropriate power supply.
o Power supply voltage: 230 V AC
; Frequency: 50/60 Hz
Required

Power consumption: 630 VA or lower

Socket: The power plug uses a protective earth terminal.
Use a fixed power socket (electrical outlet for medical use) that is correctly
grounded.

Failure to observe this precaution may lead to electric shock or fire.

NNI1-1741 Rev.1



Installation precautions

Installation conditions

A Caution
e Use indoors.
0 o Install and store at locations not exposed to water.
e Avoid harmful effects that can result from barometric pressure, atmospheric
Required temperature, humidity, poor ventilation, sunlight, dust, saline matter, or air
including sulfur.
e Install in a location that is flat and free of vibration or impact.
e Install in a location other than a chemical storage area or in a location free
from gas emissions.
o The installation location must be horizontal.
A Caution
e Do not move the system.
0 This system should only be installed or moved by a maintenance person who has been certified
by EIKEN CHEMICAL CO., LTD.
Required e Use a platform that can support the weight of the system. Make sure that the

platform is stable.

If the system falls, it could cause unexpected injury.

e Install the system in a location with plenty of space, so as to not hinder
operation or maintenance.

(The maximum height when the safety guard is opened is approx. 90 cm. Therefore, the height
from the floor to the ceiling must be 100 cm or higher.)

(See the following drawing for the installation spacing.)

1

10 cm or more

63 cmy

L

20 cm or more 36 cm 20 cm or more
* Dissipated heat : 542 kcal/h or less
* Sound power level : 64 dB(A) (Benchmark)
*All units are operated and measured according to ISO 3746:2010

¢ Do not place the system near the exhaust ports of heating and cooling
equipment.
Failure to observe this precaution may lead to erroneous analysis result.

NN1-1741 Rev.12
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Installation precautions

Safety
Precautions

I Environmental conditions

A Caution
e Adhere to the following environmental conditions:
0 Usage conditions Temperature: 15 - 30 °C
(Within £ 2 °C change during testing)
Required Altitude: 20 - 80 % (no condensation)
Height of 2,000 m or less

*Pollution degree 2*

Over-voltage category II*

Storage conditions Temperature: -10 - 50 °C
Humidity: 10 - 90 % (no condensation)

Transport conditions Temperature: -10 - 50 °C
Humidity: 10 - 90 % (no condensation)

Items marked with “*” are standard conditions based on EN 61010-1

I EMC (Electromagnetic Compatibility)

A Caution
0 e This equipment is not intended for use in residential environments and may not

provide adequate protection to radio reception in such environments.

e This equipment is designed for use in a PROFESSIONAL HEALTHCARE
Required FACILITY ENVIRONMENT. It is likely to perform incorrectly if used in a

HOME HEALTHCARE ENVIRONMENT. If it is suspected that performance is

affected by electromagnetic interface, correct operation may be restored by

increasing the distance between the equipment and the source of the interface.

e The electromagnetic environment must be evaluated before operating the

device.

¢ Do not use this device in proximity to sources if strong electromagnetic radiation

(e.g. unshielded intentional RF sources), as these can interfere with proper

operation.

vi NN1-1741 Rev.12



Installation precautions

Security Safety

Precautions

A Caution

Observe the following to prevent leakage or falsification of data.

0 ¢ To avoid unauthorized access, restrict the operation of the system to
authorized personnel only.
e Use a properly routed network configuration so that the device cannot
Required connect to the Internet.
e When using the device for LAN communication, connect only to computers
that have been confirmed to be safe.
e Conduct cybersecurity assessments regularly to ensure an appropriate level
of data security.
¢ Do not use personally identifiable information for sample IDs and patient
IDs. Instead, use anonymized IDs for management.
e Malicious software or hacker attacks can compromise the functionality of
your equipment. Network security measures for the system connected to the
device should be implemented at the facility.
- Protect all devices and services used in your facility from malicious
software and unauthorized access.
- Implement measures to prevent unauthorized attacks from external
networks, etc., in the system to which the device is connected.
e Regularly protect your data by storing it on external media. There is a
possibility of data corruption due to cyber attacks, disasters, etc.
e Please review your users and passwords regularly.
e Check the USB flash drive in advance for viruses and make sure that no
viruses have been detected.

Failure to observe this precaution may lead to infection by computer viruses.

Failure to observe this precaution may lead to leakage or falsification of information.

NN1-1741 Rev.10 ..
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Installation precautions

Safety
Precautions
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Safety
Precautions

Usage precautions

Work and operation precautions

A Warning
e Wear protective gear when handling the samples, reagents, washing
solution, and test cells.
o After using the system, wash hands thoroughly.
Biohazard Failure to observe this precaution may lead to infection from samples.
e Dispose of drainage after using the system.
e Make sure that drainage does not leak into the area surrounding the device
when detaching the drain tank hose.
Biohasard e Make sure the drain tank is empty prior to using the system.

Failure to observe this precaution may lead to infection from samples.

e Be careful of sample splattering when removing sampling bottles from a
rack.
e Be careful of sample splattering when disposing of measurement cells.

B

Biohazard Failure to observe this precaution may lead to infection from sample.

e Do not disassemble the system.
¢ Do not remove any of the system’s exterior parts.

@

Failure to observe this precaution may lead to electric shock.
Disassembly
prohibited

>

Electrical shock

¢ Do not spill any samples or reagents inside the system.
e Do not touch the system with wet hands.

%,

Failure to observe this precaution may lead to electric shock.

Prohibited

¢ Do not mix the washing solution with acid washing solution.

Failure to observe this precaution may damage the operator’s health.

%,

Prohibited

NNI1-1741 Rev.10 .
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Usage precautions

Safety
Precautions A Caution

e Correctly connect the purified water/washing solution bottle, drain tank,
and each hose.
e Periodically monitor the accuracy control function.

&

Required Failure to observe this precaution may lead to false diagnoses.

A\ Caution

¢ Do not connect to any device other than a USB stick.
For details of recommended items, contact the manufacturer.

e Manage external media appropriately. Check for computer viruses before
Required use.

&

Failure to observe this precaution may lead to infection from a computer virus.

A\ Caution

¢ Use only reagents that have not expired.

Failure to observe this precaution may lead to false diagnoses.

&

Required

A\ Caution

o [f the reagent refrigerator becomes abnormally hot, dispose of the stored
reagents.

&

Failure to observe this precaution may lead to false diagnoses.

Required

A\ Caution

o If the lid of the reagent refrigerator becomes wet, promptly wipe it with
a clean cloth.

&

Failure to do so may result in contamination or mold growth.

Required

A\ Caution

¢ Do not turn off the power while testing.
¢ Do not turn off the primary power switch until the system shut downs
completely.

©

Required Failure to observe this precaution may lead to a damaged hard disk or loss of data.

A\ Caution

e Use the designated sample cup.
¢ Do not reuse measurement cells.

©

Failure to observe this precaution may lead to false diagnoses.

Required

A\ Caution

¢ Do not touch the touch panel with wet hands.
Failure to observe this precaution may lead to system breakdown.

&

Required

NNI1-1741 Rev.11



Usage precautions

Safety
Precautions

Maintenance and inspections

A Warning

e Wear protective gear when performing maintenance and inspections.
@ e The tip of the nozzle is sharp. Use caution when handling it.
e The tip of the puncture needle is sharp. Use caution when handling.

Biohazard Failure to observe these precautions may lead to infection from the samples.

A Request

e Inspect the system before starting operations each time.
® Check that there is no water leakage.
® No devices other than the designated ones should be connected.

® The environmental conditions are satisfied.

A\ Request

o [f the system has not been used for some time, check that the system
operates properly prior to use.

A Request

o [f system failure is suspected, do not touch the system, and do not attach a
failure notice or other notification. Immediately contact the manufacturer or
a legal representative.

Disposing of drainage and waste

A\ Warning

e Dispose of drainage and waste (reagent containers, reaction containers,
@ sampling bottles, sample cups, and measurement cells) appropriately by
following the facility safety management procedures and the instructions of
the person in charge of infectious medical waste management.
(Some examples of infectious medical waste include reagent containers, reaction

Biohazard

containers, sampling bottles, sample cups, and measurement cells.)

e Refer to the usage instructions attached to the reagent for information on
how to dispose the reagent containers and drainage.

e Contact the manufacturer or your legal representative when disposing the
system.

e Wear protective tools when disposing.

Failure to observe this precaution may lead to environmental pollution.

NN1-1741 Rev.10 .
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Safety .
Precaution Caution labels and where they are affixed

The following caution labels are affixed to the system.

Understand where the caution labels are and what they mean before using the system.

i NN1-1741 Rev.10



Identification plate

Safety
Precautions

Drainage tank

Caution Label Meaning

Keep out of operational range during system operation.
Failure to observe this precaution may lead to injury.

Do not handle drainage with bare hands.
Failure to observe this precaution may lead to infection and pollution.

(Fan)
Do not touch the fan while it is operating.

Failure to observe this precaution may lead to injury.

(Connecting port)
Connect only permitted device.
When any device other than those permitted is connected, the system may experience

erroneous operation.

Primary power switch and system switch

O Primary power switch OFF

| Primary power switch ON

( I > System switch

Identification plate

Identification Label (DRAFT)
OC-SENSOR Ceres

@ MV5K00 (01) 04987026355214

el
@] eokokkRokokok ok

(21) sropprrses

AC VOLTAGE ~100-240 V
FREQUENGCY  50/60 Hz c € ﬁ
MAX POWER 630 VA —
WEIGHT 43 kg E]il https://www.eiken.cojp/en/ifu

Advena Ltd.
Tower Business Centre, 2nd Fir., Tower Street, d YYYY-MM-DD

Swatar, BKR 4013 Malta
d @ EIKEN CHEMICAL CO,LTD.  MADE IN JAPAN

46 Kanda Surugadal, Chirede-ku, Tokyo, 191-0062JAPAN  P-32-QC90-CE 1B

AN
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== Chapter 1 Overview

This section describes the general outline and the configuration of the system, “Mobile discrete method Fully

automated fecal occult blood analyzer (fecal occult blood test) OC-SENSOR Ceres”

1.1 Features of OC-SENSOR Ceres

@ The OC-SENSOR Ceres (hereinafter called “the system”) features automatic sample dilution, a

wide test range, countermeasures against carryover, prozone judgment, and more.

@ The system is always cooling the reagents. Therefore, samples can be tested anytime.

1.2 Application

The system measures the objective material in the sample or hemoglobin in feces by detecting changes in

transmitted light by latex agglutination reaction.

1.3 Measurement Principles

Latex agglutination turbidimetry

An antigen-antibody reaction is a specific reaction that occurs between an antigenic determinant and the
active group of an antibody. The amount of bonding depends on the concentrations of the antigen and
antibody.

A latex agglutination reaction is the clumping of antigen- or antibody-sensitized polystyrene latex particles
caused by an antigen-antibody reaction. Light is passed through the reaction liquid to measure changes in

the intensity of the transmitted light beam. This method, used by this system, is called “latex turbidimetry.”
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1.4 System Configuration

Before using the system, check the configuration.

Name Qty Remarks
Main body Mobile discrete method Fully 1 set
automated fecal occult blood analyzer
(OC-SENSOR Ceres)
Accessories @ Software package
» Software program 1 set Installed on the hard disk
@ Racks
+ Sample rack 1 box 2 pc/box
- STD and QC rack 1 box 1 pc/box
(@ Tanks and bottles
* Purified water bottle (Purified Water) 1 500 mL bottle
+ Washing solution bottle (Wash 1 500 mL bottle
Solution)
* Drain tank 1 5 L tank
- Beaker 1
- Replacement bottle for purified water 1 500 mL bottle
@ Others
- Power supply cable 1
- Barcode labels for racks 3 pc “01-10,” “11-20,” “91-100"
- Bottle and tank labels 1 set Already attached to the bottles and
tanks
- Sample cup 1 bag
* Thermal roll paper lroll | W:58mm/D:40 mm
* Binding band Spc
Documents - Operation Manual 1

NN1-1741 Rev.12
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1.4 System Configuration

B Accessories (sold separately)

Name Product code Quantity Remarks
DISPO-11 M-5K12 1 box 55x20 pe
B Option
Name Quantity Remarks
Handy barcode reader 1 pc/box Used to read the calibrator and QC barcodes.
2D code reader replacement kit 1 pc/box
340 nm detection kit 1 pe/box Used when developing a new item
600 nm detection kit 1 pc/box Used when developing a new item
800 nm detection kit 1 pc/box Used when developing a new item

NN1-1741 Rev.6




Number of cycles (T)

1.5 Test Flow

The test flow of this system is as follows

R1 reagent dispense

!

Sample dispense

!

Mix @

!

R2 reagent dispense

l

Mix @

!

Test

Test

Test

The reagent nozzle dispenses R1 reagent to the test cells.

The sample nozzle dispenses the sample to the test cells.

The mixer mixes the liquid in the test cells.

The reagent nozzle dispenses R2 reagent to the test cells.

The mixer mixes the liquid in the test cells.

The transmitted light is measured in each cycle after the second cycle.

The required time for one cycle is 40 seconds.

NN1-1741 Rev.1
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1.6 System Specification

Basic specifications

Name

Specification

Measurement principles

Latex turbidimetry method

Method

Discrete method, random access method (max. 3 items)

Test mode

1-step rate

Samples

Feces

Processing capacity

Up to 90 tests/hour (40 seconds per cycle)

Sample setting

20 samples: 10 samples x 2 racks

Sample container

OC-Auto Sampling Bottle 3 (EIKEN CHEMICAL proprietary bottle)
Sample cup (A20)

Calibration curves

Automatic generation of calibration curves

Retest

Automatic re-test function

Dilution re-test function (x10, x20, x100, x200, x400)

Reaction cuvette

Five disposable cuvettes (5 x 11 reaction cells)

Sample dispensing

Sampling nozzle with liquid level detection sensor and nozzle cleaning
function

Sample dispensing range

0, 3-21 pL (0.1 pL unit)

* For protocol settings, please set dispensing volume specified by the manufacturer.

Reagent dispensing

Sampling nozzle with liquid level detection sensor and nozzle cleaning
function

Reagent dispensing range

0,30-210 pL (1 pL unit)

* For protocol settings, please set dispensing volume specified by the manufacturer.

Mixing

Mixer rotating system (with cleaning function)

Barcodes

Rack barcodes/Sample barcodes and Reagent barcodes

Prozone check

PRC method, RBC method, OR method

Check reagent blank

Detection using A1 value check, DA1 value check

Reagent loading capacity

3reagent sets (R1, R2) and 2 sample diluent buffers
Hemoglobin, Calprotectin

Cooling system

Peltier cooling system surrounding reagent storage area (working for 24
hours)

Thermal insulation system

Reaction table, Silicone rubber heating System

Light source

LED (wavelengths: 660 nm, 340 nm,* 600 nm,* 800 nm*)

*: Optional wavelengths.

Detector Photodiode
Operation control/data Multiple CPU configuration with internal network
processing

External connections

RS-232C, Ethernet

Sample dispensing accuracy

CVO0.5 % or less at 10 uL

Reagent dispensing accuracy

CV0.5 % or less at 30 uL

Security

Whitelist
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1.6 System Specification

Name Specification
Inputs Color LCD (8.4 inch) touch panel, barcode reader
Outputs Thermal printer (58 mm wide thermal paper)
Integrated hard disk
External media USB connection
Dimensions Approx. 360 mm x 625 mm x 545 mm (W x D x H)
Weight Approx. 43 kg
Power ~100-240 V 50/60 Hz 630 VA

The dimensional tolerance is +/- 10 %, and weight tolerance is +/- 10 %.

B Sample barcode specification

Type Number of digits Check digit Remarks
Modulus 10/3 weight
Modulus 16
NW-7 5-17 Modulus 11
(including start and stop characters) Modulus 10/2 weight
7 check DR
Weighing modulus 11
Loons
ITF 6- 15 Modulus 10/3 weight
IND 2 of 5 6- 15 None
COOP 2 of 5 6- 15 None
CODE39 5-15 Modulus 43
(Including start and stop characters)
JAN 5-15 Modulus 10/3 weight
CODE128 5-15 None
QR 6- 50 None
Data Matrix 6- 50 None 2D code reader
PDF417 6- 50 None (optional)
GS1 DataBar 6- 50 None
Omni-directional

B Usable life

Eight years (self-certified [based on manufacturer data]) from start of use (installation)

NN1-1741 Rev.12
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1.7 Reagents Used by the System

Refer to the attached documents for reagents used in this system.

B Reagents for hemoglobin testing

Product name Product code Package
2x6mL
OC-SENSOR FIT (for OC-SENSOR Ceres) V-PHO1
2 x20mL
OC-FIT Calibrator (for OC-SENSOR Ceres) V-PHO02 6 x 1 mL (concentration in 6 levels)
OC-FIT Control LV1 V-PH53 2x5mL
OC-FIT Control LV2 V-PH54 2x5mL
OC-FIT Control LV3 V-PH59 2 x5mL

B Common

Product name Product code | Package

OC-SENSOR Sample Diluent V-PHOS 2 x 20 mL

B Reagents for calprotectin testing

Product name Product code Package
2 x 8 mL
OC-FCa Reagent (for OC-SENSOR Ceres) V-PH09
2 x 15mL
OC-FCa Calibrator V-PHI2 6 x 1 mL (concentration in 6 levels)
OC-FCa Control LV1 V-PH13 2 x 5mL
OC-FCa Control LV2 V-PH14 2 x5mL
OC-FCa Control LV3 V-PHI15 2x5mL
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1.8 System Dimensions

NN1-1741 Rev.1

36 cm

63 cm

@ @

i

Top view

36 cm

55 cm

R
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Front view
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1.9 Names and Functions of Parts

1 1.9 Names and Functions of Parts

Overview

1.9.1 Exterior Parts

(5) Thermal printer

(9) Bottle compartment
(Wash, Purified water)

(3) Safety guard

(6) Control panel

(1) Primary power switch

(8) Power cord

XIeTTat media port

10
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Washing solution bottle
(Wash Solution)

1.9 Names and Functions of Parts

@ Purified water bottle @ Drain tank (Drain)
(Purified Water)

Name

Function

(D Primary power switch

When turning on the primary power switch, the system is powered on. Usually,
keep the system power on.
Switch OFF Switch ON

—

After turning on the primary power switch, cold storage of the reagent starts when
the application starts up.
When turning off the primary power switch, cold storage of the reagent cooler is
turned off.

System switch

When turning on the system, the application starts, and the reaction table
temperature is controlled.

Safety guard

The cover to prevent accidents during the system operation. It is automatically
locked during the system operation.

Rack lane cover

The cover to prevent accidents during the system operation. It is automatically
locked while using the rack.

Thermal printer

Prints setup conditions, test results, error messages, or other data.

Control panel
(Including the touch panel)

Shows operation screens and analytical results. Operate by directly touching the
screen.

External media connector

The external media to save the test data is connected.

Power supply cord

The power cord for this system.

O®E|l @@ ® © ©

Washing solution and purified
water setting section

Section to set the washing solution bottle and the purified water bottle.

Washing solution bottle
(Wash Solution)

Fill with wash solution.

@) Purified water bottle
(Purified Water)

Fill with purified water.

(2 Waste liquid tank(Drain)

The wasted liquid is stored from the sample nozzle, reagent nozzle, and mixer.

NNI1-1741 Rev.9
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1.9 Names and Functions of Parts

1

Overview

1.9.2 Internal Parts

(8) Reagent dispensing pump (9) Sample dispensing pump

(10) Sample nozzle

(11) Squeezing system
(4) Overflow cell

) for sample
I %
5
(3) Pun

(7) Mixer

cturing system

(12) Barcode reader
(inside the cover)

(13) Cell batch\
replacement N
tool

(4) Overflow cell
for mixer

(6) Reaction table

(5) Reagent nozzle

(14) Reagent cap tray

(4) Overflow cell
for reagent

(2) Reagent refrigerator
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1.9 Names and Functions of Parts

Name

Function

@ Rack lane

Rack setting location. Up to two racks can be set.

@ Reagent refrigerator

Reagent (20 mL special container) location. The temperature is
always kept at 9 to 15 °C.

(® Puncturing system

Punctures the double aluminum seals on the sample bottle.

@ Overflow cell (OF)

For sample nozzle

Washes the sample nozzle inner and outer walls with purified

water and washing solution. Waste liquid is sent to the drain tank.

For reagent nozzle

Washes the reagent nozzle inner and outer walls with purified
water. Waste liquid is sent to the drain tank.

For mixer

Washes the mixer needle with purified water and washing
solution. Waste liquid is sent to the drain tank.

(® Reagent nozzle

Dispenses the reagent.

(6) Reaction table

Location of the antigen-antibody reaction and photometry.

@ Mixer

Mixes the sample and the reagent.

Reagent dispensing pump

Absorbs and flushes samples.

© Sample dispensing pump

Absorbs and flushes samples.

Sample nozzle

Dispenses samples.

@ Squeezing system

Raises the sample level in the sampling bottle.

1 Barcode reader

Reads barcodes on reagent bottles and racks.

@ Cell batch replacement tool

Used to replace test cells in a batch.

Reagent cover storage place

Used to store the reagent cover.

NN1-1741 Rev.1
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1.9 Names and Functions of Parts

14

1.9.3 Accessories and Others

(O Sample rack (light blue)

@ STD and QC rack (blue)

Name

Function

@ Sample rack

@ STD and QC rack

Holds sample bottles and sample cups.
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Chapter 2 Basic Operation

2.1 Basic Screen Operation

This section describes the functions provided on the [MENU] screen, as well as the buttons on the screen
and their basic operations.

2.1.1 [MENU] screen and functions

On the [MENU] screen, functions (a) through (h) can be performed.

Start analysis Create CC graph

Set reagent

Set reagent

@ ——

[MENU] screen

Analyze Starts analyzing. Sets conditions to start analyzing.

Set reagent Sets the reagent. The barcode is automatically read.
Touching {Set complete} ends the setting of the reagent.

Create CC Creates CC. Checking and editing CC are also available here.

Process data  Performs “Process data” or “Process quality control.”
To open the [Process data] screen, a password is required (if a password was set).

Prep functions  Performs prep functions (Initialize, Prime, Cleaning).

Maintenance  Performs inspections, replacement parts check, and maintenance.

EE0EE 8 388

Settings Performs “System setting” and “Protocol setting” for the system.
Close Turns off the system. After touching this button, the system switch automatically turns off.
ID Used to log in.

After log-in, the ID of the operator who logged in is displayed.

1

(@)
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2.1 Basic Screen Operation

2.1.2  Screen Configuration and Button Operations

This section describes the [Buttons] and [Tabs] on the screen and how to enter settings.

B Screen configuration

a—»

Assay [ Retest [ QC process [ Set reagent [ Replace cell I 2

Operator I0:22Z22  MainVer.1.40 Ger.1.17 LAE 1 LANE 2 Basic
e [ EE Operation
Sample barcode| @YES  ONO

huto retest  OON @ OFF
Measurenent node @ Assay (O Retest

Unused
@ Used

@Detection error Dil. retest O
Uninstal led @

Unmeasured

5 | Measuring @

3 Retesting @

: LJJLJ Neg. ©
FC

78  Washool P.water OR/PRC/RBC

FOBT  FOBT a
lot001  Lot0D1  Lot021  Samp dil. Pos. ®
Err®

([COOO00C0000

Start | Test settina |t e |}

XX l09/11/2021 103101) ——— C

[Assay] screen

Tabs

Tabs are used to select functions. Tabs are provided at the top of the screen.

Buttons

Buttons are used to perform processes.
At the bottom of the screen, buttons corresponding to the selected screen are
displayed. ([Run/Cancel], [Register/Cancel], [Close], etc.)

(= Page 18 “m {Continue} buttons”

Status bar

Displays the message and the date and time.

NN1-1741 Rev.1
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2.1 Basic Screen Operation

B {Continue} buttons
A {Continue} button for close/start is provided on the Time course data range change screen, and

{Continue} for close/register is provided on the Test setting screen. In this section, the [Time course data

range change] screen and [Test setting] screen are used as examples.

[Time course data range change] screen

2

Basic
Operation [Time course datarange change |

When {Continue} is touched, a dialog box opens

S

AB
Max Value |[~ 111 b

Min Value 0 =

Cycle

[ 5 continee |

X 26/08/221 103925

Time course data range change

A
Max Value [ 111 =

Min Value | i =

Cycle

Start?
1 Dialog box
— - = Cont inue
T b /032022 60867

{Cancel}: Closes the dialog box.

{Discard}: Aborts the process and returns to the previous screen (in this case, the [Time course data range change] screen).

{Start}: Executes the process (in this case, the time course range is changed).

18 NNI1-1741 Rev.1



2.1 Basic Screen Operation

[Test setting] screen

Touching the {Register/cancel} button opens a dialog box

Test setting.

1 2 3
- FOBT | )
Basic
L EBT]  Of Wore] OC Feal Of SHb Operation
= None 1 [E[ None ] E[ None I [E[ Nope ]
[T[ Neme ] EL None 1
[1's~ continue
[T [xx osr11/2021 [10:34:51
1 2 &
~ FOBT |
B[ FOBT ] E[ Home ] O[ FCa ] [ Mome ]
[ Hone ] E Nene ] E[ HNone ] 0L Hone ]
ol Register?
, < Dialog box
— Cancel Discard Register
[ ['[xx [25/03/2022 [16:0%:29

{Cancel} : Closes the dialog box.

{Discard} : Aborts the registration of settings and returns to the previous screen. (In this case, the [Assay]

screen or [Output settings] screen.)

{Register}: Registers the settings (in this case, the analysis items are registered.)

NN1-1741 Rev.1 19



2.1 Basic Screen Operation

B Entering a setting

This section describes how to enter, insert, and delete numbers.
([MENU] - [Settings] — [Protocol Settings] — [CC Protocol])

CC protocol[FOBT]

| Page | |r Paga 2
i
2 1 Replicate ﬁimes] ‘
Basic
Operation

Replicate
I 3 [times]

N P PN VO I P PO P P P A Numeric
P I P R P O P DV P keypad
Cance | I 0K |

1

|Im3ut range is 1 to 10. 0 ﬁ
e

[T xx [26/0872021 [10:44:36

[CC Protocol] screen

Entering a numerical value

(D Touch the entry field (a). The numeric keypad opens.

@ Touch the numeral buttons (b) to enter a numerical value.

@ Touch {OK} or {enter}. The numeric keypad closes, and the number is entered in the entry field.
@ To cancel the entry, touch {Cancel}. The numeric keypad closes.

Inserting one character

(D Touch the entry field (a). The numeric keypad opens.
@ Use {«} and {—} to move the cursor to the desired position to enter a character.

Deleting one character

(D Touch the entry field (a). The numeric keypad opens.
@ Use {«} and {—} to move the cursor to the desired position to enter a character.

@ Touch the {del} key.

When an asterisk (*) is entered, the value of the corresponding item can be omitted.
Entering “*” is not available for some settings. Check the available range by checking the status bar
at the bottom of the numeric keypad.
Entering characters from the keyboard is the same as entering numbers from the numeric keypad (next
page).
Switching between capital letters and small letters is available by touching [A/a], and entering symbols

is available by touching [Sign].
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2.1 Basic Screen Operation

B Radio buttons and check boxes

Radio buttons and check boxes are used to select one or several conditions when setting the condition

items.
e —
rSawpIe barcode ‘ ® YES NO Decode accord tines ‘ 10 2
e © Basic
Duplicated check ‘ CHES @ NO Operation
kBarcode reader type ‘ ® 10 20
Barcode to be used (up to 4 types can be selected simultaneously)
3 CODE39 [ [NDZof5 E0R )
@ ITF | [E[CODET28 VDD::-a Hat 1 d
[ENK-7 [HC00P20f5 [EIPDF4IT
[ JAN 681 D
I @ Continue
[[[ Pox 2670872021 [02:4z:18.
[Samp barcode settings] screen
c Radio button ) Used to select only one item.
d Check box [ Used to select one or more items.

Search word settings

Osae 0 ] ]4—- (&

O No. |

MRank Na I— . .

" Switches between capital letters
amp.

| T |~ and small letters

Keybord uugggggujzg//
'_I x_l 1_| z_IDDD Shifts to entering symbols
A VI P VI P P P P P P

‘Input range is 50 digits (max) using alphanumeric and symbols.

[l

[Search word settings] screen

Entering characters

@ Touch the entry field (e). The keyboard opens.

@ Touch the keyboard keys to enter text value.

@ Touch {OK!} or {enter}. The keyboard closes, and the entered value appears in the entry field.
@ To cancel the entry, touch {Cancel}. The keyboard closes.

NN1-1741 Rev.1
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2.1 Basic Screen Operation

B Seclecting from a pull-down window

A pull-down window is used to select one item from the provided list.

: [FOBT]

2 1 [More]
\b Samp /L protocol i o [Feal

Jnufacturer use only

Basic Sawp/0C Test condition sdly © [None] | E%C%St;é::z cetiings of
. % o [None]
Operation ¢ INGE]
o [None]
0 [Nonel

\D CC protocol

Necessary state for §TD test

| Back up I festore | Pript It Menu I

[ [ [x os/11/2021 [r0:37:09

[Protocol settings] screen

Inputting characters

@ Touch [ ¥]|. The pull-down window opens as shown above.

@ Ifthe desired item is not displayed in the selection list, find the item by scrolling with |[[¥ ]| and [4]].
@ Touch the desired item in the selection list.

@ To cancel the entry, touch outside the pull-down window. The selection list closes.
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2.1 Basic Screen Operation

2.1.3 [Analyzing] Screen and Functions

When touching {Start} on the [Analyze start] screen, [Retest] screen, [QC process] screen, or [Create CC]
screen, the [ Analyzing] screen opens.

The following functions can be performed from the [Analyzing] screen.

a 2

e J Ana 5
b ——» [Mainter.1.40 Ger.1.17 LANE 1 LANE 2 Basic
Sannle No. ,—] [T Vaiting [§] Operation
Sanple barcode (@ @l O
Auto retest (01 (O]
Measurenent mode| (@ O 8
C ‘. £Xpectea ena tTime O
o 1 min O f
®Used K
@Detection error Dil. retest O O
g Uninstal led
S Unmeasured O
i B . gt
me (2 [ UU eredld (O
L ! Neg.
FOBT ~ FOBT  FCa 7 B  Washsol P water OR/PRC/REC Q
lof001  Lof001  Lot021  Samp dil. Pos. ®)
Err S—)
s
| | \ d |l Assay end |
RR 12021/09/08 |16:32:01
Analyzing] screen
a  Title Displays the test mode.
Initial test, retest analysis : Testing
Retest, automatic retest : Retesting
QC test : QC testing
CC create : CC creation
b Operator ID software  The D of the operator who is currently logged in is displayed. The system software
version . .
version is also displayed.
¢ Cell information The cell use status is displayed.
d  Reagent information e reagent used in the measurement is displayed.
Rack info The sample setting lane status is displayed.

When the rack is drawn in, the display changes from “Replaceable” to “Using.”
For the using lane, replacement of the rack and setting a new rack are not available.

f Sample information e process status and measurement result for each sample are displayed.
If the rack is replaced during the analysis, QC process, or CC creation, the result will
not be reflected.
After dispensing the last sample, the remaining time until the system stops will
be displayed.
While sample dispensing continues, the time display does not change.

g End schedule time
(min)

NNI1-1741 Rev.1
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2.1 Basic Screen Operation
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Basic
Operation

Analyzing
MainVer.1.40 GVer.1.17

LANE 1 LANE 2
Yaiting

Sample No. 1 —
Sample barcode (@) V& (@)0) (-\ O
Auto retest (0] @ OFF (-‘ O
Measurement mode (@) /=cx ORet ('\ O
Expected end time
DUsed (\ O
Unused U o (@) O
@ Used I (-\
@Detection error Dil. retest O O
Uninstal led @
Unmeasured & O
Measurins &
I . . Retesting & O
<ol (O
FOBT FOBT FCa Wash sol  P. water OR/PRC/RBC
R R Y C N@)
Err ® —
[ | m tssay end |

[ [[RR [2021/09/08 [16:32:01

[Analyzing] screen

<«—h

h Buttons

{Connect}

When the connection with the external computer fails and communication is shut

down, {Connect}is displayed. Restart the connection by taking the following

procedure.

(D Remove the cause of the connection failure.

@ Touch {Connect}.

* The connection restarts, and any data which was not output is output.

When the analysis is ended using {Assay end}, transmission ends even if there

is data which was not output. In that case, specify the range of the measurement

data on the [Test data] screen.

{Assay end}

Ends the testing.
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2.1 Basic Screen Operation

2.1.4 [Set reagent] Screen and Functions

After logging in, the [Set reagent] screen opens.

R1 reagent, R2 reagent, and sample diluent are set in the reagent refrigerator.

The reagent can be set on the {Set reagent} tab on the [Create CC] screen.
Be sure to remove the reagent cap before executing the test.

Assay Retest QC process Set reagent

Operator 1D:77777 MainVer.1.40 GVer.1.17

Pos.1 FOBT R1 reag

Pos.2 FOBT R2 reag

Pos.3 FCa RI1 reag
Reagent barcode I

Pos.4 FCa R2 reag
Reagent barcode |

Replace cell

Purified water

[E] Manual input [E] Manual input [E] Manual input
Test: 96 Test: 127, !
. Lot. 001 Lot. 021
CC detected l CC detected l CC detected l
Exp. date 31/12/2021 || Exp. date 31/12/2021 |y Exp. date 31/12/2021 Reset I

Pos.5 FOBT R1 reag
Reagent barcode I

Pos.6 FOBT R2 reag
Reagent barcode I

os.7 Sample dil. A

Reagent barcode I

AR

s.8 Sample dil. B
Reagent barcode I

‘Washing sol

[ Manual input

Test: 118
Lot. 001
CC detected l

[ Manual input

Test: 125
Lot. 001
CC detected |

Exp. date 31/12/2021

Exp. date 31/12/2021

[IManual input

Vol.: 20000
Lot. 001

Exp. date 31/12/2021

[ Manual input

i

Exp. date 31/12/2021 |

Vol.: 20000
Lot.

001

Cow |

l Test setting It. Menu I

[[xx [os/11/2021 [10:41:48

[Set reagent] screen

a Reagent information

Paring condition

Paired R1 reagent and R2 reagent are displayed in different colors.
There are three colors: bluem, purplem, and greenm.

Reagent barcode

The reagent barcode can be edited manually.

When edited, the check box for “Manual input” will be selected (m). When the

check mark is removed, the barcode returns to the previous barcode.

(% Page 39 “<Entering a reagent barcode using the numeric keypad>"

Manual input and editing are available only when the user is logged in using an
administrator ID, or when the operator control is “No.”

}I(\:Ig g%?‘:ted} When there is a CC for the reagent lot, “CC detected” is displayed.
When there is no CC, “No CC” is displayed.
Touching this button displays the CC.
‘When there is no CC, the test cannot be started. In that case, create a CC.
Exp. date An expiration date is displayed.
When there is a sample condition error, it is displayed here (expired, volume
shortage, etc.).
Test/Vol. The sample volume is displayed with a graphic and a numerical value.
(The displayed number of tests correspond to the use count.)
Lot.

Displays the sample lot.

NN1-1741 Rev.1
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2.1 Basic Screen Operation

|[ Assay [
Operator 10:7777Z MainVer.1.40 GVer.1.17

Reagent barcode |

Retest [ QC process [ Set reagent [Replace cell

Pos.2 FOBT R2 reag
Reagent barcode I

Reagent barcode |

[E] Manual input

Test: 83
Lot.  001]
CC detected I

[E] Manual input

Test: 96
Lot. 001
CC detected I

[E] Manual input

Test: 127
Lot. 021]
CC detected I

Exp. date 31/12/2021

2

Reagent barcode |

Exp. date 31/12/2021

Reagent barcode I

Exp. date 31/12/2021

.7 Sample dil. A

Reagent barcode |

o [E] Manual input
Basic

g Test: 118
Operation l i
CC detected I

[E] Manual input

Test: 125
Lot. 001
CC detected I

Exp. date 31/12/2021

Exp. date 31/12/2021

[JManual input

Vol.: 20000
Lot. 001

Exp. date 31/12/2021  Exp. date 31/12/2021

| close 1]

[ Test setting [t Menu Je—— ¢

[ X oor11/2021 [10:41:48

[Set reagent] screen

b Washing solution/Purified water information
Remaining volume Remaining volume Remaining volumes of the washing solution and purified
water bottles are displayed graphically. When the sensor detects zero volume,
“Empty” is displayed.
{Reset} This is used after replacing the washing solution or purified water bottles.
Touch {Reset} and {Close} to reset the volume display for the bottles.
¢ Buttons
{Close} Touch this after completing the reagent setting.
The system reads the barcode and updates the statuses of the reagent
refrigerator/washing solution and purified water bottles.
{Test setting Sets test items.
(== Page 198 “6.1.7 Data output — [Test Setting]”
{Menu} Returns to the [MENU] screen.
d Tabs

Moves to other screens.

If {Close} is not touched after setting a reagent or editing a barcode, the screen cannot be changed using the tabs

or buttons.
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2.2 Starting the System

Start the system by turning on the switch.

B Ceres

Mobile discrete method Fully automated fecal occult blood analyzer

Starting. Please wait.
Main version 1,40

G version 1.17

‘2u/ouy2021 [omsroz

[Startup] screen

INFORMATION

CLOSE

Replace the purified water with the washing solution

Replace from purified water to washing solution.

After the replacement, press [Close] button.

KERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR
[ CLOSE 1: Close error display

[Message] screen

LOGIN

D PASSHORD

Enter Operator 1D

User list

Change password | . LOGIN / LoGOuUT

X 28/o8/2021 103245

[LOGIN] screen

Check that the primary power
switch is on.

If the system is not on, turn on the
primary power switch.

Turn on the System switch.

* The startup screen opens.

If “Exchange buffer and wash sol
to P. water” were set to “Yes” in the
previous shutdown of the system,
the message screen opens. Set the
washing solution bottle.

(D Remove the washing solution bottle
filled with purified water.

@ Pour the washing solution into the
washing solution bottle.

(@ Touch the {Close} button.

* The [LOGIN] screen opens.

When “Operator mode” is set to “No,” the [Set reagent] screen opens.

NN1-1741 Rev.1
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2.3 Logging In

To use all functions of the system, logging in is required.
After the ID information is entered on the [LOGIN] screen, the operator can log in to the system. The ID of
the operator who logged in is displayed.

2 Enter an operator ID.
Basic
Operation (DTouch the operator ID field.

— Number of registration available: Number of

operator IDs which can be additionally
registered.

{User list}: The list of registered operator IDs is
displayed.

User list ‘ Change password | . LOGIN / LoGoUT:

[LOGIN] screen

Entering an operator ID is also available by selecting from the {User list}.
(= Page 30 “m User list”

@ Enter an operator ID and touch
- ‘ {OK} or {enter}.

* The keyboard dialog closes.

( )

PSR VN PR PR P PN P VS R i P
A VS P P VA P P VS P P
PR VP P P | v
e Ao Lo s fo fz 1o |6 fo ||
1 7 Y P ) P P

‘mput range is 20 digits (max) using alphanumeric. =
Ut

[ ox [26/08/2021 [11:04:00

D

Enter a password.

(D Touch the password entry field.

28

I P VI VI S VR S P P P
R S P PSS VI P

= | linput range is 20 digits (max) using alphanuner io.
U

ouT

[T Dasoaraor t:oa0n.

( )
R P P P /P A O S e @ Enter a password and touch
e L L E 00 T e e | {OK} or {enterj.

* The keyboard dialog closes.
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foan

1D |Zz727

PASSHORD  [jexexx

User list

Change password Il LOGIN / LoGOUT ]

[T [26/08/2021 [11:05:59

foan

User list i

1D |zzzzz

Improper operator 1D

PASSHORD | xxxxx

0K?

Cancel I B Discard

LoGoUT | LOGIN I'

LOGIN / LOGOUT

[ o /032022 f1673:35

NN1-1741 Rev.10

2.3 Logging In

Touch {LOGIN/LOGOUT}.

2

Basic
Operation

Touch {LOGIN}.

* The user is logged in to the system. The
[Set reagent] screen opens.

{Cancel}: Closes the dialog box.
{Discard}: Returns to the [MENU] screen
while keeping the current logged in/out
condition.

{LOGOUT}: Logs out. The screen returns
to the [MENU] screen.

{LOGIN}: Logs in.

29



2.3 Logging In

B User list

On the [LOGIN] screen or “User account setting” of the System setting, selecting an operator ID from the

User list is available instead of entering an operator ID.

Touch {User list}.
2 * The [User list] screen opens.
Basic
Operation jul] PASSHORD |
Enter Operator 1D
I User list I I | Change password l‘ LOGIN / LOGOUT |
[ XX [26/08/2021 [10:32:45

[LOGIN] screen
From the displayed list, touch an

operator ID to login.
Select operator 10
72721 [ [ )
KKK [ [ .
‘ | | {Close}: The screen returns to the previous
yser
: screen.
kanri ‘ ‘
[ [ [
\ \ \
\
t  Close
e
The operator ID is displayed.
(%" Forthe procedure to enter the
password, see page 28 “2.3 Logging In.”
1D [22777 PASSHORD
User list Change password I . LOGIN / LoGoUT |
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2.4 Initial Settings

Before using the system for the first time, initial settings are required.
The initial settings are roughly divided into “System settings” and “Protocol settings.”

For both settings, touching {Settings} on the [MENU] screen displays the corresponding screen to make

each setting. This section describes the outline of the system settings and the protocol settings. 2
Basic
For detailed operating procedures, see “Chapter 6 Settings” on page 182. Operation

When the user is logged with an administrator ID, or when “No” is selected for “Operator mode,” settings cannot be changed.

2.4.1 System Settings

MENU Ceres Touch {Settings!.

~

Create CC graph

Start analysis

o’ Prep functions :|:

:
i 10: 22222 |

[ System settings BroTocoIEeiines Touch the button for the item to be

I ) l set.

‘_”) Sample barcode ‘J Rack No. settings ‘_”J Config
Sapl barcod inforaton S.botte Rack Mo- settines Bate ond s, Sl Ko * The corresponding setting screen
setting start up, Passvor

i opens. (See the next page.)

sl sl sl

") Data output ) Output format ") User account
Destination, online Output format infornation User infornation

setting registration/deletion

sl - sl

") Language setting ") Operator mode
Switching display lansuage Operator node

Back up Restore Print T Menu l

XX [26/08/2021 [09:4:15
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System settings

Protocol settings

by o I - I .
‘_‘J Sample barcode ‘J Rack No. settings ‘J Config
a .
Sample barcode infornatior S.bott le Rack No. settings Date and tine, Sanple No. at
setting o ‘ start up, Pasevord +—C
registration
b \
-
i i it
d —p ") Data output ") Output format ") User account
f
Destination, online Output format information User infornat on ——
setting registration/deletion
€
—
‘b [F tti ’b Operator mod
anguage setting perator mode
g—»
Switching display language Operator mode
h
Back up II Restore I Print lt Menu l' 1

T T XX |26/08/2021 |09:48:15

i J

[System settings] screen

a  Sample barcode Set conditions for reading sample barcodes.
Rack No. settings Register racks for new and former sampling bottles.

¢  Config Set the date and time.
Register a password.
Select the purified water supply method and waste water drain method.

d Data output Select a data output destination.
Select formats for the printer output, external media output, and online output.
Set the online communication control.
Set the analysis items.

e  Output format Select the output format.
Select items for the printer output and online output.
Set the output items and output order for external media.

f User account Register, change, and delete the IDs of the operators who can log in to the
system.

g Language setting Switch the system display language.

h  Operator Switch the system operator mode.

mode

1 Back up Save the system settings and protocol settings to external media.

] Restore Restore the system settings and protocol settings saved on external media.

k  Print Print the system settings.

1 Menu Return to the [MENU] screen.
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2.4 Initial Settings

2.4.2 Protocol Settings

Bl Touch {Settings}.

MENU Ceres
- ",

L~

Create CC graph

Create CC

=Tz

)
9

o)

Start analysis

Close

#ﬂ!ﬂ
Protocol settings

System settings r
iy sl : sl -
") Sample barcode ") Rack No. settings ") Config
Sanple barcode information S.bottle Rack No. settings Date and time, Samnle No. at
setting start up, Password
registration
sy sl sl
") Data output ") Output format ") User account
Destination, online Output format information User information
setting registration/deletion

\b Operator mode

Iy =
‘_KJ Language setting
Operator mode

Switching display language

Prit |t Mew |

| Bk [ Restore |

System se S
90 : [FoBTI[ V]

‘!J Manufacturer use only
Common test state settings of
sanp/0C/CC create

Protocol settings

JJ Samp/QC protocol
Samp/0C Test condition settings

'U CC protocol
Necessary state for STD test

e e
[T1xx [26/08/2021 l0s:42:30

NN1-1741 Rev.1

Touch the {Protocol settings} tab.

Touch the button of a setting item.

* Corresponding setting screen
opens. (See the next page.)

2
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2.4 Initial Settings

| System settings Protocol settings
a——>» | 90 : [FoRTI[ V]

VIJ Samp/QC protocol ‘]J Manufacturer use only
b —p Sanp/QC Test condition settings ggxz%c%zl;;::g settings of < d
Basic
Operation — > sl CC protocol
p ¥ —J Necessary state for STD test

Fentore Print L Menu |<—e

[ [xx [26/08/2021 [02:4%:30

Protocol Settings screen

a  Testitem Select the test item to be set.
b Samp/QC protocol Set the test conditions used when measuring samples/QC samples.
¢ CC protocol Set the conditions used when creating a CC.

d  Manufacturer use only Set the common conditions necessary for measuring samples, QC

samples, and STD samples (for maintenance).

e Menu Return to the [MENU] screen.
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2.5 Daily Operations

This section describes the flow of daily operation and the operation procedures.

25.1

Flow of Daily Operations

Complete the initial setting of the system before starting operations.

Perform the startup inspection

Startup
Inspection

3

Check that the primary power switch is on

System

. 2

startup

Start the system

-

Login

-

Preparation

before the

test

Set the reagents

—

-

Set the purified water and washing solution

-

Check initial settings

(Check when the setting is

-

C

Set the printer sheets

& Page Xl

(Normally, the primary power switch is ON.)

(= Page?27

(= Page 28

|

< Page 37

—
q

(= Page4l

(= Page 3l
changed.)

(= Page 44

-

(=¥ Page 46

Set the drain tank

-

(== Page 47

Create the CC

.

(== Page 58

NN1-1741 Rev.10

Set the samples

-

To the next page.

2
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2.5 Daily Operations

€L

Test start Open the [Assay] screen (= Page 60
Set the test conditions (= Page60
2 Start analyzing (Initial/Retest/QC) (= Page 60
Basic
Operation Testing
<When necessary> Add samples (= Page70
Rack information (= Page73
Test finish Ending the analysis (= Page75
End
Abort
Automatic stop

Inspection Replace the cells (= Page78

and *

cleaning Clean various sections (# " Pages 84 and 170

Daily
Weekly
Monthly
System Shut down the system (4~ Page 89
shutdown * * The System switch automatically turns off.
Process the drain tank (== Page9l
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2.5 Daily Operations

2.5.2 Setting the Reagent

R1 reagent, R2 reagent, and diluent are set in the reagent refrigerator.

A maximum of three sets of reagents can be set for one item.

A Warning
Wear protective gears (gloves, goggles, etc.) when handling the reagents. 2
Failure to observe this precaution may lead to infection from the reagents. Basic
Biohazard Operaﬁon

The reagents can also be set in the {Set reagent} tab on the [Analyze] screen or [Create CC] screen.

Touch {Set reagent}.

graph

Create CC

3¢ Maintenance

Set the reagent bottles into the
reagent refrigerator.

(D Open the safety guard.

A
v
o

A
)

=

~—
]
-
o

S
Y

=
=
=

o

~—
<
-
<
=
)
=

=%

@ Open the reagent refrigerator
cover.

NN1-1741 Rev.1
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2.5 Daily Operations

(® Remove the cover of the reagent
bottle to be set.

@ Remove the reagent bottles
currently set. Set the new reagent
bottles in the proper positions.

Set R1 or R2 reagents in Pos. 1 to 6.
Set the diluent in Pos. 7 and 8.

2

Basic
Operation

Top view

~
|

QA

J }i"}’ ‘I / ’
= :’;: :é\ “ ‘I:‘.‘
-y J

NS/
\F‘/ { ® Set all reagents and close the

reagent refrigerator cover.

® Close the safety guard.

Preparation before the test

(Condition that the safety guard is
closed.)
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2.5 Daily Operations

A\ Caution

- After setting the reagent bottles, close the reagent refrigerator cover and the

safety guard.
Required

Failure to observe this precaution could result in a reagent nozzle contacting the cover.

IS S e T <Entering a reagent barcode using the
Operator 1D:ZZZZZ  MainVer.1.40 G¥er.1.17

numeric keypad>
(D Touch {Reagent barcode}.

* The numeric keypad opens.

Pos.1 FOBT R1reaa |Pos.? FOBT R? reaa |Pos.3 FCa Rl reaa
| Reasent barcode
(B[ ¥anual input

Pos.4 FCa R? reaa

Reagent barcode

(] Hanual input

Purified water|

Reagent barcode
(& Hanual input

(& Manual input

Test: 83 Test:  96)l || Test: 127} Test: 116} ..
mh s s o] | @ Check the 24-digit barcode on the
CC detected CC detected CC detected CC detected
Bip. date 31/12/2021 (| Bep. date 81/12/2021 || B date 81/12/2021 || Bo. dafe 311272021 | Reset | reagent bottle. Enter the first 23

digits (exclude the last digit, the
check digit) using the numeric

Pos.5 FOBT R1 reaa |Pos.6 FOBT R2 reaa MPos.? Samole dil. A

| Reasent barcode || _Reasent barcode |

fanual” input [TWanual“input

Pos.8 Samole dil. B

Reagent barcode ||

Reagent barcode

(& Hanual input

Test: 118 Test: 125 | vol: 20000 Vol.: 20000 keypad
Lot. 001 Lot. 001 Lot. 001 Lot. 001
6 detected 06 detected || | @ Touch {OK} or {enter}.

Exp. date 31/12/2021 | Exp. date 31/12/2021 | Exp. date 31/12/2021  Exp. date 31/12/2021 [ Reset i

* The numeric keypad closes.
[[oe ] Test seting [£ e | * A check mark is placed in the [Manual

ox loa/11/2021 [10:4t:48

input] check box.

{Reagent barcode} becomes active only when the user is logged in with an administrator ID or when the
Operator mode is set to “No.”

Assay Retest QC process Set reagent Replace cell Touch {Close}

Operator ID:ZZZZZ MainVer.1.40 GVer.1.17

* The reagent barcode is automatically read.

Pos.1 FOBT R1reag [Pos.2 FOBT R2reag [Pos.3 FCa R1reag
Reagent barcode ||| Reasent barcode [|f Reagent barcode |
[ Manual input [E anual input [E Manual input

Pos.4 FCa R2 reag

Reagent barcode_| % . . .
T The reagent information is updated.

Test: 0 Test: 127 Test 116 * If the reagent barcode could not be read on
Lot. 001 Lot. 021 Lot. 021 .
o0 dstected || |0 5 testen | o0 dotected | the first attempt or if the reagent bottle was

Exp. date 31/12/2021 || Exp. date 31/12/2021 || Exp. date 31/12/2021 Reset I

not set, the reagent barcode will be read
Pos.6_FOBT R2 reag . .
Reagent barcode || _Reagent barcode | Reasent barcode | multlple times.

[E Manual input [Manual input [ Manual input

-
wn
5]

~—
5]

=
~—
5]
L
=

S
5]

=]
=
=)

-

-
«
L
]
="
5]
S

A

Manual input

This may take longer to complete the

Test: 118 Test: 125 Vol.: 20000 Vol.: 20000 .
Lot 001 Lot 001 Lot 001 tot. 001 reagent set than a single successful read.
CC detected | CC detected || |

Exp. date 31/12/2021

Exp. date 31/12/2021 | Exp. date 31/12/2021  Exp. date 31/12/2021 [ Reset ;

= Test seﬂinglt. Meru |

Check the reagent information
(barcode, pairing condition, etc.)

{CC detected}: Displays CC.
{Test setting}: Sets a test item.

(= Page 200
{Menu} :Returns to the [MENU]

If there is no CC for the set R1 and R2 reagents, “No CC” is displayed. In that case, create a CC.
Pairing indicates the condition in which R1 and R2 reagents in the same lot in the same test item are set as a pair.
After the reagent barcodes are read, the system automatically conducts pairing.

Do not open the reagent refrigerator cover while reading the reagent barcode. If the cover is opened, reading the
barcode fails, and an error (ERR#2-103) is output.

Expired reagents are not tested.

NN1-1741 Rev.11 39
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A Request

Reagent barcode configuration

The barcodes on the reagent bottles are 23-digit ITFs (excluding the check
digit).
When entering a barcode, follow the configuration below.
KKKAABBCRYYMMDDXXXNNNNNM (barcode)
KKK: 3-digit manufacturer code (026)
AA: 2-digit item code (01 to 99)
90:FOBT 53:FCa
BB: 2-digit product code (01 to 99)

C: 1-digit bottle capacity (1: 20 mL)

R: 1-digit reagent type (1: R1 2: R2 3: diluent)
YYMMDD: 6-digit expiration date (YYMMDD)
XXX: 3-digit lot number (000 to 999)

NNNNN: 5-digit bottle number (00001 to 99999)
M: Check digit

Switching between a reagent bottle and a diluent bottle is as follows.
Reagent
Before the first dispensing of each sample, compare the reagent test number and the number of sample

replications. If the number of reagent tests in use is too small, a shortage is judged, and the bottle

automatically changes. The detailed conditions for the bottle change vary for each reagent lot number.

Measurement In case of the same lot number | In case of different lot numbers
Sample (retest) The bottle changes.
QC The bottle changes. The bottle does not change.
CcC The bottle does not change.

It will not switch to a lot for which CC was not created. Set the reagent of the lot for which a CC has been
created.
Note) If the reagent test number becomes “0” due to trouble such as a detection failure of the reagent liquid level,
further loading of the samples stops. Instead, the measurement results for the samples for which dispensing has
completed are output.

Diluent

Bottles are switched automatically. However, if the liquid amount in a bottle becomes zero while

creating the diluent system, the detailed conditions for the bottle change depending on the reagent lot

numbers.
In case of the same lot number In case of different lot numbers
The bottle changes. The bottle does not change.
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2.5 Daily Operations

2.5.3 Preparing Purified Water
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S
<
[=9
[
S
=9

NN1-1741 Rev.1

Fill the purified water bottle with purified water.

A Request

Always use the provided purified water bottle.
Always dismount the bottle from the system, and then refill it.
Always check that the bottle is sufficiently filled.

Purified water bottle size: 500 mL.

Loosen the purified water bottle lid
(white). Remove the hose.

Dismount the purified water bottle
from the system.

Drain remaining purified water
from the bottle.

Refill the purified water bottle.

Set the purified water bottle at the
right-hand side (“Purified water”)
of the purified water installation
system.

Insert the hose into the purified
water bottle opening. Close the
bottle lid.

41
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2.5.4 Preparing Washing Solution

Pour washing solution diluted to 3% into the washing solution bottle.

A\ Request

Before using the system, always check that the washing solution is sufficient.

Always use the attached washing solution bottle (accessory).

Always remove the bottle from the system before refilling the washing

solution.
A Warning
< Wear protective gear (gloves, goggles, etc.) when handling the washing
solution.

Biohazard

Washing solution bottle: 500 mL.

Loosen the washing solution bottle lid
(yellow) and remove the hose.

Dismantle the washing solution bottle
from the system.
Drain the remaining washing solution
from the bottle.

Dilute the washing solution to a 3%
concentration.
D Pour 15 mL of washing solution
(undiluted) into the washing solution bottle.
@ Pour purified water into the bottle to
bring the total washing solution amount to
500 mL.

Set the washing solution bottle on the
left side (washing solution) of the
washing solution/purified water setting
area.

Insert the hose into the washing
solution bottle opening. Close the
bottle lid.

Washing solution without an indication of “(undiluted solution)” is the washing solution diluted to 3%.
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2.5 Daily Operations

2.5.5 Washing Solution and Purified Water Settings

Ceres

Assay

Pos.1 FOBT R1 reag
Reagent barcode I

Start analysis

Set reagent

Set reagent

Retest

Pos.2 FOBT R2 reag

Process data

'ID:ZZZZZ |

QC process

Operator 10:7ZZ7Z  MainVer.1.40 GVer.1.17

Pos.3 FCa Rl reag

Set reagent

- N\

L~

Create CC graph

O

Replace cell

Pos.4 FCa R2 reag
Reagent _barcode I

Purified water

Manual input

iy
Lot. 001

6 detected |

Test: 83|

5 B
[@Hanual input

3. s
| Test: 116
Lot. 021 )
06 detected |

Exp. date 31/12/2021

Exp. date 31/12/2021

Exp. date 31/12/2021

Exp. date 31/12/2021 Reset

Pos.5 FOBT R1 reag
Reagent barcode I

Pos.6 FOBT R2 reag
Reagent barcode I

Pos.7 Sample dil. A
Reagent barcode |

Pos.8 Sample dil. B
Reagent_barcode I

Washing sol

[E Manual input

=
Test: 118
Lot. 001

=
6 detected |

[ Manual input

]
Lot. 001

C
o6 detected |

Test: 125

[¥anual input
—

= I
Vol.: 20000
Lot. 001

Exp. date 31/12/2021

Exp. date 31/12/2021

Exp. date 31/12/2021

[@ Manual input

3 e
Vol.: 20000
Lot. 001

Exp. date 31/12/2021

[ ]

| Test setting |t. Menu I

~—
w2
>
=
]
]
~—
>
15
=
L™
=
=
=
=
o
-
<
15
<
=7
>
15
[~

Assay

Pos.1 FOBT R1 reag
Reagent barcode

Retest

Pos.2 FOBT R2 reag
Reagent barcode [

QC process

Operator ID:7Z7ZZ  MainVer.1.40 GVer.1.17

Pos.3 FCa R1 reag
Reagent barcode I

Set reagent

XX [09/11/2021 [10:41:48

Replace cell

Pos.4 FCa R2 reag
Reagent barcode |

Purified water

[@lanual Input

& Hanval Input

—
Test: 96
Lot. 001
66 detected |

@ Hanual Input

[ Manual input

Ly
Test: 116
Lot. 021
( o0 detected |

EBxp. date 31/12/2021

EBxp. date 31/12/2021

Exp. date 31/12/2021 Reset

Pos.6 FOBT R2 reag
Reagent barcode l

Pos.7 Sample dil. A
Reagent_barcode I

Pos.8 Sample dil. B ‘Washing sol

Reagent barcode I

[E Manual input

-

Test: 118|

[E] Manual input

Test: 125
Lot. 001
o0 detected |

[Manual input

Vol.: 20000
Lot. 001

Exp. date 31/12/2021

Exp. date 31/12/2021

Exp. date 31/12/2021

=

[ Manual input

=
Vol.: 20000
Lot. 001

Exp. date 31/12/2021

| Close "

I Test setting IL Menu |

NN1-1741 Rev.1

XX [0s/11/2021 [10:41:48

Set up the washing solution bottle and the purified water bottle, and update the system.

Touch {Set reagent} on the
[MENUT] screen.

Touch {Reset} for the purified
water and the washing solution.

* {Reset} turns to green.

IEl Touch {Close}.

* Information on the washing solution
and purified water is updated.
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2.5.6 Setting Printer Sheets

Place the printer paper into the printer.

-

4+ Paper cover

" Paper cover open lever

a1 SnIvIS FEED button Manual cutter
LED lamp
A\ Caution

o - Pay close attention to the blade of the manual cutter.

Failure to observe this precaution may lead to injuries.

Required

¥

Paper cover

-Manual cutter

=L FEED button
=i
i/

!

(D Raise the paper cover open lever,
and open the cover.

@ Set the paper roll as shown in the
drawing.
(If the roll is set upside down,
printing is not possible.)

(3 Draw out the end of the roll from the
paper discharge port.

@ Bring down the paper cover.
® Push down on both ends of the paper
cover to close it. Check that the

cover is locked.

6 Press the FEED button.
(D Cut the sheet with the manual cutter.

NN1-1741 Rev.1



B Printer LED

<Normal conditions>

2.5 Daily Operations

The LED on the printer indicates the printer status, including errors.

LED Printer condition
Green Stand-by, ready for printing
Blinking green Initializing
<Recoverable Errors>
LED Printer condition
Red Out of paper
Blinking red Temperature abnormal (70 °C or higher)

<Unrecoverable Errors>
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LED Printer condition
Blinking red and green Voltage too high
Blinking red and green Voltage too low

NN1-1741 Rev.1
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2.5.7 Checking the Drain Tank

(The tank connection with the system is set up by our service personnel.)
Check that the hose attached to the drain tank is connected to the system.

A Warning
2 + Wear protective gear (gloves, goggles, etc.) when working with the drain tank.
Failure to observe this precaution may lead to infection.

Biohazard

A\ Caution

- Before using the system, empty the drain tank.
0 Failure to observe this precaution could cause waste liquid to overflow.
Required
Install the drain tank at a position lower than the system.
If the drain tank is installed at a position higher than the system, waste liquid may not drain

properly.

Connect the hose to the drain tank.

Check that the hose is connected to
the drain connect or at the right
side of the system.

@ﬂ'

o
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2.5 Daily Operations

2.5.8 Creating CC

When R1 reagent, R2 reagent, and sample lots are newly installed, create a CC which corresponds to

the lot.
A Warning 2
Basi
a * Wear protective gear (gloves, goggles, etc.) when handling the calibrator and Op;:gon

the QC samples.

Biohazard

Failure to observe this precaution may lead to infection.

1 Setting the STD Sample and QC Sample to the Rack

A Request

When pouring the calibrator and the QC sample into the sample cup, check that

there are no bubbles.

When measuring the STD sample and the QC sample, use the “STD/QC rack.” Set
only the STD sample and the QC sample into the rack.
When measuring only QC, use the “QC process.”
(== Page 65 “2.5.12 Starting Analysis (QC Sample)”

Set the calibrator and the QC sample

into the STD/QC rack.
QC3 Q2 o Calibrators or each concentration Q

-
w2
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/STDﬁ sTD4 5TD2 N

Numbers in the figure are rack positions. The rightmost position is No.1.

NN1-1741 Rev.1
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2.5 Daily Operations

2 Setting the STD/QC Rack into the System

Open the rack lane cover.

2

Basic
Operation

Set the rack into rack lane 1 or 2
with rack position No. 1 at the
inner-most side of the system.

Be careful set the rack in properly.

When setting the rack, be careful with the
front/rear orientation. Push the rack in until
its end touches the inner section of the
system.

Close the rack lane cover.
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A\ Caution
0 < Set the rack in the system with rack position No. 1 at the innermost end.
Failure to observe this precaution may cause problems.
Required
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2.5 Daily Operations

3 Creating CC

MENU G5 Touch {Analyze}

1] |
Start analysis Set reagent Create CC graph 2
Set reagent Create CC Basic
——

Operation
y 10:77727

Touch the {QC process} tab.
Assay Retest [ QC process Set reagent Replace cell

Operator 1D:ZZZZZ  MainVer.1.40 GVer.1.17 LANE 1 LANE 2
Yaiting

Sanple No. 1 —
Samole barcode  @YES  ONO O
\ Auto retest OON @0FF O
| Measurenent mode @Assay  ORetest
‘ @)
f @)
Unused O
®Used
@Detection error B‘Ins{et\TS:ﬁ. O
hinstal le
Urnearad Q
oo 118 116 Measuring © O
Fay o S Retesting @
Nes. © @)
FOBT FOBT FCa 7 8  Washsol P water OR/PRC/RBC
Lot.001 Lot.001 Lot.021  Samp dil. Pos. © O
Err® —J
Start Test setting IL Meru I

X [oa/11/2021 [1031:01

[ Asssy ] Retest ] QCprocess | Setressent | Replace cell Touch the {Set} tab.

Operator 1D:ZZZZZ MainVer.1.40 GVer.1.17 o

Remaini g 55 select assay iten for Q¢ process.
FCeT m]

N
»n
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N
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=

N
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S
=

S
S

=
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=
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N
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S
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S

A

FCa O

83 118 116
test test test

FOBT FOBT FCa 7 8  Washsol P.water
Lot.001  Lot0O1  Lot.021  Samp dil.
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| Retest | Qcprocess Set reagent [ Replace cell
l‘a ID:ZZZZ  MainVer.1.40 GVer.1.17

Select | | set
@ (Tax. [ne/mL] e | Eacn R ociD
Win. [na/mL] 0C sequence No.
0.0 o [ =
ocl 0C barcode — —
173.0 001
oc2 0C barcode gl
128.0 BE
578.0 001
oc3 0C barcode |
383.0 [ x
J

SD coefficient 3 8D

Set each QC item.

D Select a radio button () for the test
item to create the CC.

@ Touch {QC barcode}.

@ Read the QC barcode corresponding
to the selected test item or QC1 — 3
using the handy barcode reader.
When entering a barcode using the
numeric keypad, enter the 27-digit
QC barcode excluding the last digit

I \ T (check digit).
D @ Max./Min. QC lot, and
; expiration date are automatically
I P P P P P P P P entered from the barcode.
VN P P A P P S PV ® Enter the remaining settings.
=TT (See the table on page 68.)
Expired QCs cannot be used.
A Request

About QC barcode configuration
The QC barcode is a 27-digit ITF (excluding the check digit).

When entering a barcode, follow the configuration below.

KKKAABBCYYMMDDXXXYYYYYZZZ77M (barcode)

KKK: 3-digit manufacturer code (026)
AA: 2-digit item code (01 to 99)
90:FOBT 53:FCa

BB: 2-digit product code (01 to 99)

C: Concentration type
YYMMDD: 6-digit expiration date (YYMMDD)

XXX: 3 digit lot number (000 to 999)

YYYYY: Min. value of reference range (00001 - 99999)
77777: Max. value of reference range (00001 - 99999)
M: Check digit

NN1-1741 Rev.1




Assay Retest QC process

Operator ID:777ZZ MainVer.1.40 GVer.1.17

Set reagent Replace cell

2.5 Daily Operations

Touch {Menu}.

S Returns to the [MENU] screen.
@F0T OFCa
Max. [ng/mL.] ol o idate acin
Min. [ng/m.] QC sequence No.
\ 90.0 | oo [ gl
acl QC barcode ’W [—1
I o barcod \ 73.0 | | x|[
oo | —
518.0 || 007 [ x|[ 2
acs QC barcode [
383.0 o
* Basic
SD cosfficient 3 0 Operation

Test setting " T Menu l

XX l0a/11/5m1 [1ae2>

B Touch {Create CC}.

Set reagent Create CC graph

Set reagent

o
=D (

Touch a radio button e to select the
item/lot to create the CC.

CC create

Set reagent Replace cell

Operator 1D:77Z77 MainVer.1.40 GVer.1.17
Select Set 1 Set 2

N
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N
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=

N
)
S
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=
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N
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Remaining 55 Specify the lot to create CC.
Assay item Lot. Remaining tests
® FOBT 001 83 CC detected
@) FOBT 001 118 CC detected
(@) FCa 021 116 CC detected

Lot. Expiry date

U 101 31/12/2021  Cal. barcode
Wash sol  P. wafer
CC list

Start [ Test setting [£ b |

XX [09/11/2021 [10:50:41
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2.5 Daily Operations

n Touch {Cal. barcode} to enter the

CC create Set reagent Replace cell .
P ———— : N barcode of the calibrator.
RemainiAng 5? fpicw m? [(?lvtoicrleate . {CC detected}: Displays the currently
() FOBT 001 83 CC detected regiStered CC
O FOBT 001 118 CC detected
® w T (D Read the calibrator barcode with the
handy barcode reader. When entering a
2 bt Emiry e barcode using the numeric keypad,
Basic 10 a1/12/20 [ cal _ barcode |] enter a 17-digit calibrator barcode
Operation o & list excluding the last digit (check digit).
| L |;Mm| © Touch {OK} or {enter}.
o barcoie * The numeric keypad closes.
@ l * The lot. and expiration date are
rde s lo s 1o 17 1o 1o o || displayed.
e Je | Je e Jo lar Mo
B ® | An expired calibrator cannot be used.
Enter 27 digits. @
{CC list}: Displays a list of CCs.
(= Page 57
{Test setting}: Sets the test item.
(= Page 200
{Menu}: Returns to the [MENU] screen.
A Request

Calibrator barcode configuration
The 17-digit barcode on the bottle is an ITF (excluding the check digit).

When generating a barcode, follow the configuration below.
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KKKAABBYYMMDDXXXNM (barcode)

KKK: 3-digit manufacturer code (026)
AA: 2-digit item code (01 to 99)

90:FOBT 53:FCa
BB: 2-digit product code (01 to 99)
YYMMDD: 6-digit expiration date (YYMMDD)
XXX: 3-digit lot number (000 to 999)
N: Spare (O)

M: Check digit
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Wash sol

Remaining 55 Specify the lot to create CC.
Assay item Lot. Remaining tests
® FBT a1 8 00 detected

P. water

CC create | Set reagent | Replace cell

Operalor 1D:222ZZ  MainVer.1.40 GVer.1.17

Select | [Lset 1) St 2

FOBT 001 118 CC detected
FCa 021 116 CC detected

Lot. Expiry date

101 31/12/2021  Cal. barcode
CC list

Start

‘ Test setting |t Meru |

XX [oar1/2021 [105041

CC create i Set reagent Replace cell
MainVer.1.40 GVer.1.17

i Select Set 1 Set 2
No.
1 Replicate 3 [tines]
No. CC1 | CC2 | STD conc.[ng/mL.] | No. CC1 | CC2 |STD conc.[ng/m.]
2 STD-6 | 1000.0 5 STD-3 125.0
8 STD-5 500.0 6 STD-2 62.5
4 STD-4 | 250.0 7 ST-1 0.0

‘ Start ‘ Test setting |c Menu |

N
»n
L

N
)

=

N
]
S
=

S
Y
=
=
=
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N
<
S
<
=
)
=

=N

Operator 's
8 et @ YES CNO

9 | STD Spec | STD-6 Min DA 2000 12| STD-1 Min DA -50

0 26/08/2021 l08:45:08

CC create | Set reagent Replace cell

MainVer.1.40 G¥er.1.17

Select | FSeTi| set 2

STD-6 Max DA 4000 13 STO-1 Max DA | 50

STD-6-3 backfit 5% 14 SID-2 backfit+ | 10%

‘ Test setting |t. Menu ]

No.

No.

2 STD-6

3 |S1D-5

4 STD-4

1 Replicate 3 [tines]

X 26/08/2021 [0@:a5:12

CC create | Set reagent Replace cell

MainVer.1.40 GVer.1.17

CC1 | CC2 STD conc.[ng/m.] | No. CC1 | CC2 | STD conc.[ng/m.]
1000.0 BISTD=3 125.0
500.0 6°iSTD=2 62.5
250.0 7 |\STD=1 0.0

Start

[ Test setting |L Menu |

NN1-1741 Rev.11

XX [26/08/2021 (09:45:09

2.5 Daily Operations

Touch the {Set 1} tab to set the number of
replications for STD.

When the number of remaining cells is smaller

than the number of STD measurement tests, a
message about the cell shortage will appear.

Check the number of remaining cells before
performing the STD tests.

Make settings other than those concerning STD replication on the {Set 1} and {Set 2} tabs as needed.
{Set 1} tab

(== For details on the settings, see page 225

“6.2.2 CC Protocol Settings” — {Page 1} tab.

{Set 2} tab

(== For details on the settings, see page 225

“6.2.2 CC Protocol Settings” — {Page 2} tab.

Touch the {Select} tab.
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CC create

Wash sol  P. water

[ Set reagent |

Uperator ID:2277Z  MainVer.1.40 GVer.1.17

Remaining 55 Specify the lot to create CC.
Assay item Lot. Remaining tests
(C] FOBT 001 83
® FOBT 001 118
(@] FCa 021 116
Lot. Expiry

CC detected |
CC detected |
CC detected |

01 31/12/2021 Cal. barcode |

Replace cell

Select Set 1 Set 2

date

CC list |

Start I

[ Test setting |L Menu |

XX [09/11/2021 [10:50:41

eck CC |

) 5 QC lot
)l €€ info [ FOBT ] e ot | Lot Data oA
CC create Date| 23/03/21 10:18 01| 001 7 121
Reagent lot 101 ac2 001 141 231
CAL lot 101 0cs| 001 407 901
DA
Origin |Back fit DA e
STD-6/  1000.0 1001 2798
STD-6|  500.0 497 1227
STD-4|  260.0 257 455
STD-3/  125.0 120 199
- s-2l 2.5 63 8
5 STD-1 0.0 0 3
~N— i TR
5]
=
> ©
-5}
| [ree [ziceime]
e WX [25/08/2021 113410
5]
=
= Check CC
E a lot
; \]J CC info [ FOBT ] ot Lot Data i
— CC create Date| 23/03/21 10:18 o oo 7 121
< Reagent lot 101 acz| 001 141 231
a3 o0 407 901
o CAL ot 101
-5}
£ o
D" Origin | Back fit D& s
STD-6/ 1000.0 1001 2798
STD-5/  500.0 497 1227
STD-4|  250.0 267 485
STD-3/  125.0 120 199
STD-2 A7 R A3 ]2
STD-1
Resister? ST
—_— Nﬁrarnce\rwl Discard | Resister
Conit inue
XX |26/08/2021 |11:34:49

54

Note

Touch {Start}.

* Start STD/QC measurement.
The screen shifts to the [CC create] screen.

JPA Register or cancel CC.

(D When the test ends, the [Check CC]
screen opens.
@ Check the CC.
(== For details on the [Check CC]
screen, see page 56 “mCC check.”

<When registering the CC >

@ Touch {Continue}.

@ Touch {Register}.
The tested CC is registered in the
system.

< When not registering the CC >
@ Touch {Continue}.
@ Touch {Discard}.

Create the CC again.

(== Page 47 “2.5.8 Creating CC”

* CC creation ends, and the screen returns to
the [CC create] screen.

In the CC protocol setting, if “Operator’s Judgment” after STD/QC test is set to “No,” the tested

CC is automatically registered in the system, and the [Check CC] screen does not open.
(= Page 225 “6.2.2 CC Protocol Settings”

NN1-1741 Rev.11



CC create

Remaining 55
Assay item
FOBT
(o} FOBT
(o} FCa

Wash sol  P. water

Operator ID:ZZZZZ MainVer.1.40 GVer.1.17

Removing a Rack

| Set reagent Replace cell
Select Set 1 Set 2

Specify the lot to create CC.

Lot. Remaining tests

001 83 CC detected |

001 118 CC detected l

021 116 CC detected I
Lot. Expiry date

01 31/12/2021  Cal. barcode
CC list

Start

[ Test setting IL Menu I
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XX [oa/11/2021 [1e:50:a1

2.5 Daily Operations

After the STD/QC test ends, the screen
returns to the [Create CC] screen.

2

Basic
Operation

Open the rack lane cover.

Remove the STD/QC rack.

Close the rack lane cover.

55
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B CC check

If the CC has been created, touching {CC detected} on the [Create CC] screen or the [Set reagent]

screen displays the CC information (test date and time, reagent lot, etc.) and the CC graph.

CC create Set reagent

Operator 1D:7277Z MainVer.1.40 GVer.1.17

Remaining 55

Replace cell

Select [/ Set 1 Set 2

Specify the lot to create CC.
Assay item Lot. Renaining tests
(©] FOBT 001 83 CC detected
]

® FOBT 001 118 CC detected
® FCa 021 116 CC detected

Lot. Expiry date

101 31/12/2021 Cal . barcode

Wash sol P wafer
CC list
[Toun 0]

‘ Test setting |t. Menu |

XX [09/11/2021 (10504

1

[ Check cC |

? . Qc lot
) )CC info [ FOBT ] ot | Lot i DA
CC create Date | 23/03/21 10:18 QC1| 001 77 121
Reagent lot 101 acz - 001 141 231
CAL lot 101 ac3 001 407 901
DA
Origin |Back fit | DA o
TD-6/  1000.0 1001 2798
T0-5 500.0 497 1227
T0-4 250.0 257 455
T0-3 125.0 120 199
TD-2 62.5 63 82
T0-1 0.0 0 3
o T e
| T i [ oesis |

Check CC

XX [26/08/2021 [11:34:10

‘D CC info [ FOBT ]
CC create Date| 23/03/21 10:18

Reagent lot 101

CAL lot 101

Origin |Back fit DA
STD-6/  1000.0 1001 2798
STD-5 500.0 497 1227
STD-4 250.0 257 455
ST0-3 126.0 120 199
STD-2 A? A A3 A7
STD-1

Register?

QC lot

act | Lot Data DA

Qc1 001 77 121

Qcz) 001 141 231
acs| 001 407 901

04

2738

e e
Discard Register
Cont inue

XX [26/08/2021 [11:34:49

—Turns red when the value is outside of the specified range.

Touch {CC detected}.

Check the CC information and the
graph.

{CC info}: Edit and recalculate the CC.
(= Page 128
{CC list}: Display CC list.
(== Page 57
{Print} : Print the CC information and the graph.

Touch {Continue}.
Touch {Discard}.

* The display returns to the previous screen.

Origin values and DA values can be changed on the [Edit and Recal CC] screen.

(== Page 128 “3.3.8 Editing and Recalculating CC”

left side of the STD-# turns red.

(== Page 223 “6.2.2 CC Protocol Settings”

When the measurement result of the STD sample is out of the standard range, the box at the

NNI1-1741 Rev.10



B CClist

information can be referred from the list.

CC create Set reagent Replace cell
Operator 10:2222Z MainVer.1.40 GVer.1.17
Select || Set 1 | Set 2
Remaining 55 Specify the lot to create CC.
hssay item Lot. Remaining tests
@ FOBT 001 83 CC detected
O FOBT 001 118 CC detected
O FCa 021 116 CC detected
Lot. Expiry date
101 31/12/2021 Cal. barcode I
Wash sol . water
cclist |
Start | ‘ Test setting | T Menu |
¥ [oar11/2021 105041
@ FOBT) C FCa
Lot. Creation date Lot. Creation date
> | 002 07/12/2020 09:05 | 001 06/07/2020 09:02
002 02/11/2020 09:01
002 05/10/2020 09:13
| 001 07/09/2020 09:02 |
001 03/08/2020 09:05
Grach | Reslicate | [ elese |

pX (1171172021 [16:47:38

CC list |
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@ FOBT  FCa
e ]

Lot. Creation date ok Creation date

| 002 07/12/2020 09:05 | 001 06/07/2020 09:02
002 02/11/2020 09:01
002 05/10/2020 09:13

| 001 07/09/2020 09:02 |
001 03/08/2020 09:05 )

| Graph | Replicate I l Close |

@ FOBT

Lot.

CC list

€ FCa

Creation date

>| 002

07/12/2020 09:05 |

002

002

02/11/2020 09:01

05/10/2020 09:13

| 001

07/09/2020 09:02 |

001

03/08/2020 09:05

XX 172021 (164738

Lot. Creation date

001 06/07/2020 09:02

Graph

Replicate

Close

NN1-1741 Rev.1

2.5 Daily Operations

When {CC list} is touched on the [Create CC] screen, the [CC list] screen opens. Detailed CC

Touch {CC list}

2

Basic
Operation

Select the test item
FOBT uses the common CC.

Check the CC list.

Items in blue frames [ are the latest CC or
each lot.

Touch “Lot” or “Creation date” of the
CC to check the details.

The CC with the [»]mark is the
selected CC.

{Graph}: Displays the selected CC.

{Replicate}: Displays the STD replication.
(= Page 118

Touch {Close}.

* The display returns to the previous screen.
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2.5 Daily Operations

2.5.9 Setting Samples

Set the rack with the samples in the rack lane.

When racks are set in both Lanes 1 and 2, processing starts from Lane 1.

A Warning

2

Basic
Operation

.f - Wear protective gear (gloves, goggles, etc.) when handling the samples.

Failure to observe this precaution may lead to infection.
Biohazard

1 Setting samples (sampling bottles, sample cups) in the rack

Set the sampling bottles vertically.

If a sampling bottle is set at an angle piercing might not be conducted properly.

Up to ten sampling bottles or sampling
cups can be set in one rack.

Note)  Set the sampling bottles in the rack in a way that the barcodes face the user.

-
[2]
5}
N
%)
=
=
%]
S
=}
S
2]
=
=
=
o
~—
]
S
]
=9
%)
S
=9

Numbers in the figure are rack positions. No. 1 is on the right.
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2 Setting a sample rack in the system

Open the rack lane cover.

2

Basic
Operation

Set the rack into the rack lane with rack
position No.1 at the innermost end.
Pay close attention to set the rack
properly.
When setting the rack, pay close attention to the
front and rear orientation of the rack. Push the rack
in until the rack contacts the innermost section of

the system.

Close the rack lane cover.

-
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A Caution

- Set the rack in the system with rack position No. 1 at the innermost end.

Required
Failure to observe this precaution may cause problems.
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Test start

2.5.10 Starting Analysis (Initial Test)

Before starting the first sample measurements, perform the initial inspection.

Touch {Analyze}.

> L 3 Close

Assay Retest QC process Set reagent | Replace cell

Set each item (see the following table).

Operator 10:7777Z  MainVer.1.40 GVer.1.17 LANE 1 LANE 2

[ vaiting
0 Samle Mo.| [ 1 —
'\%\1/ T 8 {Test setting}: Sets the analyzing items.
5 5 \ asurenent node| @Assay  ORetest O ] Page 200
| | (=
4 (\Lum 2] Q
S o O {Menu}: Returns to the [MENU] screen.
\\/ 3 \/ ST Dil. retest Q .
Rl e T ie @) The changed settings are saved for each
B |2 |Ze Retesing ©) setting.
e ©
FOBT FOBT FCa 78 Wash sol  P. wafer OR/PRC/RBC
Lot.001 Lot.001 Lot.021  Samp dil. Pos.
Er® (S
Start Test setting | T Menu I
Item Range/selectio Content
n
Sample No. 1-99999 | The sequence No. of the first sample.

(When the system power is turned off, the
sample No. returns to the “Sample start

No.” set in [System Settings] - [Config.])

Sample barcode Whether or not the sample barcode is used.
(Even when the system power is turned This setting is also reflected in [Settings] -
[System Settings] - [Sample barcode settings].
Yes:| The sample barcode is used.

No :| The sample barcode is not used.

off, this setting is kept.)

Auto retest Whether or not automatic retest is performed
(Even when the system power is turned for error samples.
off, this setting is kept.) (=

(%" For error samples, see page 218 “6.2.1
Sample/QC Protocol Settings.”

On:| Automatic retest is performed for error samples.
Off :| Automatic retest is not performed for error

samples.
Measurement mode The measurement mode is selected.
(This setting is kept until the system power
is turned off.) Assay: | Assay is selected when the test is conducted for

the first time.
Retest: | Retest is selected when the sample is retested.

(Note Retest means testing a sample that was already tested. Piercing the sample bottle is not performed
again. All of other operations will be the same as those of the “first test.”

(Note For automatic retest, the same sample sequence number is allocated for both the first test and the
retest.
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2.5 Daily Operations

Assay Retest QCprocess | Setreagent | Replace cell Touch the {Start} button.

(perator (D222 ainker 140 Gler-1.17 LAE 1 L 2 When the priming completes, dispensing

Yaiting
Sample No.| [ 1
1 o e of the sample starts.

Auto retest  OON @ OFF

Neasurenent node| @ Assay ORetest

[ 55

4\ ous @)
¢ - / Unused @)
\ 2 \// ®Used (\
N4 ®Detection error Dil. retest J
o SamS T Uninstalled @
i Q
Measuring &
[ [ Retestne 8 2
Neg. @
FOBT  FOBT FCa 7 8 Washsol P water OR/PRC/RBC 1
Lot.001  Lot001  Lot.021  Samp dil. Pos. O Basic
e Operation
[ Start I] Test setting |L Meru |

X [o9/11/2021 [1031:01

Test start

NN1-1741 Rev.1
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Test start

2.5.11 Start Analyzing (Retest)

When retesting a sample, the sample is re-analyzed. Set the dilution factor for each test item and

perform the test.

MENU Cerss

!Pre
[F55) Settings Close

Assay Retest ( QC process Set reagent Replace cell
Geerator 10:2222Z  MairVer.1.40 Ger.1.17 LAE | LAE 2
R Soitine
Sanale Mo T —
5 L 1 Sewle barcode @YES O :J
/ N futo ratast | OCN @ CFF 1J
\, \./ e R
[ 55 \ essurerent mode @fssay  ORatest @
4\ o )2 @
Unused
* / 3 \ ®Ussd ")
“ @Dotection orror DIl. retest .)
20088 Lnins L] :)
83 18 116 ; G
test test test te: ,)
FOBT FOBT FCa 7 6 wshsol Powater “»)
LoD Loh01  Lok021  Samp dil &)
| e[|
X oo/ 1vacat f1azi0n
Assay Retest QC process Set reagent | Replace cell

Operator 10:22ZZZ  MainVer.1.40 G¥er.1.17

e NN——

Touch {Analyze}.

Touch the {Retest} tab.

{Test setting}: Sets the item to be analyzed.

{Menu}: Returns to the [MENU] screen.

The settings are saved for each item.

o\ é5 )2 | j
Va0 |
i B B é
W O o sl O
e
o Set each item.
Item Range/selection Content
Sample No. 1 -99999 | The sequence No. of the leading sample.
(When the system is turned off, the
sample No. returns to the “Sample start
No.” set in [System Settings] - [Config.].)
Sample barcode Whether or not the sample barcode is used.
(The setting remains even after the system The setting is reflected to [Settings] -
is turned off.) [System Settings] - [Samp barcode settings].
Yes: | Use the sample barcode.
No: | Don’tuse the sample barcode.
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|
A R / Unused
Y 3 / ®Used

-~ " @Detection error Dil. retest

Assay Retest QC process Set reagent Replace cell

MainVer.1.40 G¥er.1.17 LANE 1 LANE 2

Sample No. 1 @
ON

Sample barcode @ YES

Uninstal led @)

NN1-1741 Rev.1

Unmeasured
83, 118 116 Measuring €
e et test Retesting
Nes. @
FOBT FOBT FCa 7 8 Washsol P.water OR/PRC/RBC
Lof.001  Lot0D1  Lot021  Samp dil. Pos.
Err O
start_ 0| [ Test setting [t b |
Bk 1171172021 (165t
Dil. tactor
Pl ¥ et
“er
W orde
NE| e
)
a0
20
410
T Close y@
Assay Retest QC process Set reagent Replace cell
Operator 10:2222 MainVer.1.40 Gler.1.17 LANE 1 LAE 2
V2 tinz JEAYTY
salobo.| [ T —
Sample barcode @ YES OnNo O
‘ @)
4\ vt )2 ) @)
\( - / .5nuzed O
% )/ e :
L3 N entectinara DIl s @)
S S Uninstal led @
= (e @)
83, 118 116 Measuring @ O
S e G Retesting O
Nes. ©
FOBT FOBT FCa 7 8 Washsol P wafer OR/PRC/REC
Lot.001 Lot.001 Lot.021  Samp dil. Pos. O
Err®
Start | Test setting IL Menu |
|I— |

2.5 Daily Operations

To return to the [MENU] screen, touch {Menu}. The display returns to the [MENU]
screen while the setting is unchanged.

Set the sample dilution factor.
(D Touch a sample position on the rack
graphic. A dialog opens.

@ Set the dilution factor.
In the drawing on the left, the following dilution
factor is set.
FOBT : Diluted by a factor of 400

{ A Previous}: Selects the previous sample (moves up)
{ ¥ Next}: Selects the next sample (moves down)

@ Touch {Close} to close the dialog. “Dil.
retest ) ” is displayed for samples which
the dilution factor is set.

Touch {Start}.

When the pre-test priming completes,
sample dispensing starts.

63
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B Operation flow of the dilution retest

On the [Retest] screen, the “Dilution factor” is set. After the test starts, the sample is diluted in the cell,
and the test starts.

The cell consumption is higher as compared to the regular tests.

2

Basic

Overats Dispense The reagent nozzle dispenses the diluent
peration o .
the diluted sample to the cells (for dilution). The dilution count varies
depending on the set
1 magnification ratio
The sample nozzle dispenses the sample )
Dispense sample o x10, x20: 1 time
to the cells (for dilution). x100, x200, x400: 2 times
One cell is used for one
The mixer mixes the sample in the cell dilution.
Mix th 1
1 Hhe sampre (for dilution). —
!
) The reagent nozzle dispenses R1 reagent
Dispense R1 reagent
to the cell.
!
Dispense The sample nozzle dispenses the diluted
the diluted sample sample to the cell.
!
Mixing @O The mixer mixes the liquid inside the cell.
1
The reagent nozzle dispenses R2 reagent
Dispense R2 reagent
to the cell.
!
Mixing @ The mixer mixes the liquid inside the cell.
!
Measurement The transmitted light is measured.
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2.5 Daily Operations

2.5.12 Starting Analysis (QC Sample)

When testing the QC sample only, the QC process is used.

The [QC process] is configured on two pages. Switch pages by touching the {Select} tab and the {Set}
tab.

2

Basic
If testing STD and QC at the same time, perform “CC create.” Operation

(==~ Page 47 “2.5.8 Creating CC”

A\ Warning

.: + Wear protective gear (gloves, goggles, etc.) when handling the QC samples.

Failure to observe this precaution may lead to infection.

Biohazard

Touch {Analyze}.

Ceres

Create CC graph

Create CC
=
=
i

Assay Retest QC process [ Set reagent Replace cell TOUCh the {QC prOC@SS} tab

Operator 1D:7777Z  MainYer.1.40 GVer.1.17

T
5360

LANE 1 LANE 2
Vaiting

Samle No- 1
Sannle barcode @ YES ONo O
Wto rstest. OON @ OFF O
\ e @Assay ORetest
| 8
Unused O
® Used
@Dstection error Dil, retest O
Uninstal led @
e Q
83 118 116 Weasuring © O
test test test Retesting @
Nes. © O
FOBT FOBT FCa 7 B Washsol P wafer OR/PRC/RBC
Lot.001 Lot.001 Lot.021  Samp dil. Pos. O
Err® —J
Start Test setting |L Menu |

X fos/1172021 [10:31:01
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Test start

Assay Retest

QC process \ Setreagent | Replace cell

Operator ID:77ZZZ MainVer.1.40 G¥er.1.17
Select Set

Remainig 55 seleft assay item for @ procpss.

83 118 116
test test test

FOBT FOBT FCa 7 B Washsol P water
Lot.001  Lot0O1  Lot021  Samp dil.

Test setting |t Menu |

XX [os/11/2021 [10:47:50

Set the QC sample.

D Select the test item to be measured (m).
The QC sample setting positions in the rack
are displayed in different colors.

{Test setting}: Sets the item to be analyzed.
(= Page 200
{Menu}: Returns to the [MENU] screen.
Changed settings are saved.

Items for which R1 and R2 samples are set are displayed on the screen. If there is no item to be tested,

set the reagent of the corresponding item.
(= Page 37 “2.5.2 Setting the Reagent”

Assay Retest

| QCprocess | Setreagent [ Replace cell

Operator 10:77777  MainVer.1.40 GVer.1.17
Select Set

Remainig 55  select assay item for ¢ process.

FCd =]

83 118 116
test test test

FOBT FOBT FCa 7 8  Washsol P water
Lot.001 Lot.001 Lot.021  Samp dil.

Start Test setting IL Menu I

XX fos/11/2021 [1asor22

Assay 1 Retest QCprocess | Setreagent | Replace cell
Operator 1D:7227Z  MainVer.1.40 GVer.1.17
Select Set

Remaini g 55 Select assay item for C process.

) =)

83 118 116
test test test

FOBT FOBT FCa 7 B Washsol P. water
Lot.001 Lot.001 Lot.021  Samp dil.

Start Test setting |t. Menu I

XX [09/11/2021 [1401:22

@ Prepare the STD and QC racks.
@ Set the QC samples in the positions

corresponding to the colours.

In the case of the left figure, set the QC samples
as follow.

* FOBT for Pos. 1-3
* FCaforPos.4-6

=

1 9 8 7 6 5 4 3 2 1

Touch the {Set} tab.
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Retest QC process Setreagent | Replace cell

2.5 Daily Operations

Set each item.

Ior 10:2222  WairVer.1.40 GVer.1.17 —— @ Select the test item.
Wmu . @ Touch {QC barcode}.
@) w el e Enter the QC barcode that corresponds to
i e | S | | the selected test item or QC1-3.
60. 1 [T —
[ (= For QC barcode entry, see page 50.
we | b |50 L T — (® Enter the remaining settings (see the table
below.). 2
acs QC barcode I | | d |
—— - B
as1C
\ SD coefficlent [ 3 D Operation
st \ e E
(P P P PP P P P P P
Carcel ®
Be careful with the positions of the STD and QC racks and handling

of QC1 - 3. In the following example, set as follows.

Pos.1: [FOBT]-QC1
Pos.2 : [FOBT]-QC2
Pos.3 : [FOBT]-QC3
Pos.4 : [FCa]-QCl1
Pos.5 : [FCa]-QC2
Pos.6 : [FCa]-QC3

Test start

POS.1

FCd

POS. 4

E]\

POS.7

OLX X JOOO

@ Set the QC replication on the [Protocol settings] screen.
(= Page 218 “6.2.1 Sample/QC Protocol Settings”
@ If the number of remaining cells is smaller than the number of QC process tests, a message
indicating insufficient cells is displayed. Before performing the QC process, check the number of

remaining cells.

NN1-1741 Rev.11
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{Set} tab
Item Range/selection Content
Test item Selects the test item to be set.
QC barcode 27 digits | Enter the QC barcode here.
The max. value/min. value, QC lot, and expiration
2 date are automatically set, and they can also be
Basic entered and edited manually.
Operation
QCID 0-9,X,Y,Z | Asthe tested QC1-3 ID, it is output to the external
media, printer, and the high-order system.
Can be omitted.
QC sequence No. 1-99999, * | QC sequence No.
When a numerical value is entered for QC1 and “*”’
is entered for QC2-3, a serial number from the QCl1
value is automatically allocated every time the QC is
measured.
Ex) If QC1 =3, QC2 = *, and QC3 = *,
the tested QC — QC sequence No.
QCl — 3
QC2 — 4
QC3 -5
QCl —6
QC2 -7
QC3 — 38
When numerical values are entered for each of QC1+
3, the sequence number is allocated in a fixed way
every time QC is measured.
Ex.) IfQC1=3,QC2=10,QC3 =15,
the tested QC — QC sequence No.
QCl—3
QC2 — 10
QC3 — 15
QCl -3
QC2 — 10
QC3 — 15
SD coefficient o SD 1-9 | Sets the SD coefficient used for the calculation of
X-R control drawing for the accuracy control
process.

Expired QCs will not be analyzed.

When the QC lot is *, the expiration date, max./min. control limit values are hidden, and the corresponding
QC is not tested.
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n Open the rack lane cover.

2

Basic
Operation

Set the rack at lane 1 or lane 2 with rack

position 1 innermost. Pay attention to set
the rack properly.

n Close the rack lane cover.

A Request

Required

Failure to observe this precaution may lead to trouble.

When setting the rack in the lane, rack position 1 must be innermost.

Assay REreSEN| QOO Asetrezaant n Touch {Start}.

(rerer [0 eer 140 e L el s When the pre-set priming completes,
@F08T OFCa . .
ERTGT — dispensing of the sample starts.
Win. [ng/rL] S0 sequence No.
[ 0.0 007 | [ *|[
act QC barcode ’W ﬁ
a2 QC barcode [ 175081 oot g
[ 10 i
[ 518.0 007 [ x|[
acs QC barcode
—c i
8D coefficient 3 8D

[Con_n])

Test setting |v. Henu |

NN1-1741 Rev.1
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2.5.13 Additionally Setting the Sample

While executing the initial analysis, the procedure to additionally setting the rack is explained.

A Warning
.: - Wear protective gears (gloves, goggles, etc.) when handling the samples.
Failure to observe this precaution may lead to infection.
Biohazard

The lane status consists of three types: “In use,” “Replace,” and “Waiting.” (See page 74.) For lanes

displaying something other than “In use” while testing, new setting or replacement of the rack is

possible.

However, after an “In use” rack is discharged to the rack lane, if a new rack and/or replacement is

performed while there is no rack “In use,” the test of the set rack does not start until a new test starts.

LANE 1 LANE 2

Analyzing
Operator 1D:ZZZZZ  MainVer.1.40 GVer.1.17
Sample No. 1
Sample barcode
Auto retest
Measurement mode
Unused
® Used
@Detection error Dil. retest
Uninstal led @
Unmeasured
106 99 85 Measuring @
test test test Retest ing
Neg. @
FOBT FOBT FCa 7 8  Washsol P water OR/PRC/RBC
Lot.001 Lot.001 Lot.021  Samp dil. Pos.
Err®

‘ Assay end I

RR [08/09/2021 [11:39:57

Check that there is a rack displaying
“In use” in red in the lane
information.

Open the rack lane cover.

In the following cases, the rack lane cover
is locked; therefore, inserting a new rack
or replacement of a rack cannot be done:

Initializing

Priming before analysis

Rack discharging from the transfer

lane to the rack lane

Retest measuring

Auto retesting

QC processing

CC creating
*For Retest, QC test, and CC create, the
rack lane cover is unlocked and the rack
can be removed from the lane when all
dispensing processes are completed and
the rack is discharged.

NN1-1741 Rev.1
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Remove the rack from the rack lane for
which the lane information is “Replace”
or “Waiting.”

However, if no rack is set, unloading is
not necessary.

2

Basic
Operation

Set the rack to be added to the rack lane.
Be careful to set the rack properly.

Note When setting the rack, put the rack in with
position 1 innermost, and push it in until the
rack contacts the innermost section of the
system.

Note Replace the rack as quickly as possible.
Otherwise, dispensing could fail for some

Note cells, and efficient cell use is hindered.

For lanes indicated as “In use,” do not set a

rack.
A Required
o + Set the rack in the system with rack position No. 1 at the innermost end.
Required
Failure to observe this precaution may lead to troubles.

Close the rack lane cover.

*Dispensing starts automatically.

NN1-1741 Rev.1
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2.5.14 Checking the Analysis Information

B Checking the reagent volume
On the [Assay] screen, the [Retest] screen, the [QC process] screen, and the [Analyzing] screen,

remalnmg volumes of the Washmg solution, purified water, and regent are displayed.

Assay Retest QC process Set reagent Replace cell

B2 Operator 1D:7ZZZZ MainVer.1.40 GYer.1.17 LANE 1 LANE 2
asic [T vaiti
Overation Saple No. i W
P Sawle barcode ©YES  OM Q
Unused O
@ Used
@Detection error B" :etITS;. O
ninstal le
T Unmeasured O
83 118 116 Measur ins© O
et e fest Retest ing
Neg. © O
FOBT FOBT FCa 7 8  Washsol P.water OR/PRC/RBC
Err® —
Start Test setting | t Menu |

XX [09/11/2021 [13:59:37

For the diluent, washing solution, and purified water, the
remaining volumes are displayed using a bottle graphic.

o0
=
=
Z 7 8 Wash sol  P. water
= Samp dil.
For the R1 and R2 reagents, the remaining volume is
displayed with bottle graphics. In addition, the test item,
lot number, and available test count are displayed.
83 118 116 . L
* On the [Set reagent] screen, only reagents for which pairing is
test test test established are displayed.

Lot. XXX : Lot numbers of R1 and R2 reagents (3 digits)
FOBT FOBT FCa

XX test : Process-able test count

Lot.001 Lot.001 Lot.021
If an error occurs, the error information is displayed
5 82 0
test | |ltest| | test under the bottle.

FOBT FOBT FCa 78 Wash sol  P. water
Lot.001 Lot.001 Lot.021  Samp dil.

(Red)
\M (Yellow) remaining volume =10%
R

(Red) remaining volume =5%

72 NNI1-1741 Rev.1



Checking the rack info
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Rack info is displayed on the [Assay] screen, [Retest] screen, and [Analyzing] screen. The conditions

of the sample rack and the samples in the system can be checked.

Analyzing

MainYer.1.40 G¥er.1.17 [ANE 1 LANE 4

Sanple No. 1

Sanple barcode
Auto retest
Weasurenent mode

Expected end time

Yaitin
— Q
Unused T min O
® Used
@Dotection errar Bi (8 FEJTTSL. O
ninstal le
Unmeasured O
101 118 118 Measuring O
test test test Retest ing
Mes. '
FOBT FOBT FOBT 78 ‘Wash sol P, water OR/PRC/RBC
Lot. 101 Lot.101 Lot.101  Samp dil. Pos. O
Err @ ]

2

Basic
Operation

‘ Azzay end |

RR |2021/09/08 [16:32:01

<Sample information>

The request condition and analysis result of each sample.

O

(Light blue)

Re-specification of diluting

Dilute retest is set. Displayed only on the [Retest]
screen.

o0
=
o
N
wn
o
=

(Black)

Not set

Sample not set.

Not measured

Not measured

Measuring Currently measuring. Displayed only on the
[Analyzing] screen.
Remeasurement Currently retesting. Displays only on the [Analyzing]
screen.
| @ Normal Measurement result: Negative
(G_re_en)
|O OR/PRC/RBC Measurement result, OR/PRC/RBC.
(Yellow)
| /-—-; Positive Measurement result: Positive
(Orange)
- Error Error occurred during the measurement, and the result
I@ was not output.
(Red)

NN1-1741 Rev.1
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<Rack info>

Request condition and analysis result of Lanes 1 and 2 rack status are displayed.

Waiting
(Gray)

Yaiting

@)

2

Basic

Operation
(Green)

The rack is not set or the state before the sample is

dispensed.

Rack replacement is available

In use

@ (Red)

Dispensing the sample

Replace
(Green)

Dispensing the sample on the rack completed. Rack

replacement is available.

74
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Test finish

2.5 Daily Operations

2.5.15 Ending the Analysis

When testing all of the set samples is finished, the analysis automatically ends. This section

describes other ways to finish the analysis.

B Normal ending of the analysis

After finishing the tests of all dispensed samples, the test ends.

Samples not dispensed when the normal end is selected remain as “Not measured.”.

When selecting “Abort” for the analysis, see “m Abort analysis.”

Analyzing

tberator ID:22272  WainVer.1.40 GYer.1.17 el
- i wzu)mg
(v
eyl ~
Uninstal led @
e (@)
107 S -
test 1 O
Close? O
FOBT |
Lohi0l L O
——— /o dbort | Cancel
| |= tssy end
RR |26/08/2021 |12:55:19
B Abort analysis
The analysis is aborted.
Analyzing
Gberator D:22222  MaiVer. .40 Ger.1.17 e e
Dil. retest @)
Uhinstal led @ [P
fstimerd © WC
107 B
Tl )
Close? O
FOBT |
Loti0l L )| O
——— 5 ort 1' Cancel Close
fssay end
o s s

NN1-1741 Rev.1

n Touch {Assay end}.

Touch {Close}.

* Results of the measured samples are printed.

{Abort}: Ends the testing in the middle of the
process.

{Cancel}: Closes the dialog box.

{Close}: Ends the testing.

Touch {Assay end}.

Touch {Abort}.

* Results for the samples are discarded.

{Abort}: Ends the test in the middle of the
process.

{Cancel}: Closes the dialog box.

{Close}: Ends the test.

75
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B Aborting the testing
If an error occurs during testing, a popup window for aborting opens. The testing of all dispensed

samples is finished, and then the test ends.

- Close the screen with {Close}.

Measurement interruption occurred (0-1449) INF1:4

2

[The measurement was interrupted.

Basic
. IIWNFl]]i C:ﬁes ﬁ interruptions No. 1 to 21 ¢ heck |
lo.01: cells were used. : Container check results error
Operatlon No.02: Cell shortage (for one test) : Order error

No.03: Cell shortage
(for one consecutive sample)
No.04: Emoty cel |
No.05: Double BC error
No.06: Reagent shortage
No.07: Buffer shortage

: Puncture error

1
12
13
14: Sample dispense error
15: Reagent dispense error
16: Mixing error
17: Temperature error (reagent refrigerator)
No.08: Purified water shortage 18: Temperature error (reaction table:
No.09: Washing solution shortage 19: No usable reagent
No.10: LED deterioration error No.20: Temperature communication error
(reagent refrigerator)

No.21: Temperature communication error

(reaction table)

F55555 535

KERROR CANCELLATION>

PRESS THE_FOLLOWING BUTTON TO SOLVE THE ERROR
[ CLOSE 1: Close error display

F| |

B Resuming the test
Only when the testing was ended or ended by aborting the sample measurement, pressing [Start] on

the [Assay] screen resumes the testing from the position after the measurement result output. When

=
E the Start button is pressed, the following dialog box opens. Starting a new test or resuming the
: testing can be selected.
w2
)
o
Assay Retest ‘ QC process ‘ Set reagent ‘ Replace cell ‘ TOuCh {Start} .

Operator 1D:777Z7  MainVer.1.40 GVer.1.17 LANE 1 LANE 2

Sample No- 1
Sample barcode @ YES ONo

huto retest| O ON ® OFF
Weasurement node| @ Assay O Retest

EEAEE Waiting

{Cancel}: Closes the dialog box.
{New}: Begins testing from Lane 1 Position 1.

* Pierced samples will be pierced again.
{Continue}: Continues testing from the position next to

Unused
9 eed : the one for which the measurement results have
@Dstection error B“- treﬁss.'
lirmasa irad been OU,tpl,lt.
BB [[coe e o o the ot i e st v stommer * Pierced samples are not pierced again.

FOBT
Lot.001

[~ Cancel | New Cont inue |
I Start

([CCCCOCCO0O0O0)

XX [oa/0s/2021 [13:15:11

+ When a discharged rack is removed, the rack info is cleared. In that case, resuming the testing is
not possible.
When the test mode is changed before resuming, resuming the testing is not possible.

When automatic retest is set to “Yes,” resuming the testing is not possible.
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2.6 Inspection and Cleaning After Use

2.6 Inspection and Cleaning After Use

2.6.1 Removing the Racks

The racks are removed after the testing is finished. 2
: Basic
A Warning Operation

if - Wear protective gear (gloves, goggles, etc.) when handling the samples.

Failure to observe this precaution may lead to infection.
Biohazard

Open the rack lane cover.

Remove the racks which testing is
finished.
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Close the rack lane cover.

NN1-1741 Rev.1
ev. 77



2.6 Inspection and Cleaning After Use

2.6.2 Replacing Cells

The used test cells are replaced.

A Warning

2

Basic
Operation

i} + Wear protective gear (gloves, goggles, etc.) when handling the used cells.

Biohazard

Failure to observe this precaution may lead to infection.

Touch {Analyze}.

Create CC graph

Create CC
@Process data d)

Touch the {Replace cell} tab.

o
=
- p—
=
]
>
o
5] _ _
= Assay Retest QC process Set reagent I Replace cell '
= Operator 10:27222  MainVer.1.40 Gler.1.17 LAE 1 LAE 2 The [Replace cell] screen opens.
P Waitinz WIS
s Sample No.| [ 1 st
= Sanple barcode @YES ~ ONO O
= I
= uto retest O ON ®0FF O
~— Measurenent mode @ Assay  ORetest O
o
2 Q
o Unused O
2]
= ®Used =
[l ®Detection error Dil. retest ¢ O
Uninstal led @
it Q
107 99 85 Weasuring & O
test test tast Retest ing @
| J Nes. © @
FOBT F=Tf FCa 78 Wash sol  P. water OR/PRC/RBC
Lo 101 (o102  Loh103  Samp di. Pos. ® @
Err® —J
| Start I ‘ Test setting IL Menu I

XX [26/08/2021 [12:59:21

{Cell blank}: Displays the cell blank value of the cell
Operator 10:7777Z MainVer.liAU Ger.1.17 Wthh iS Currenﬂy Set.

(= Page 83
{Menu}: Returns to the [MENU] screen.

45

Reolace Aﬂéusi

HWhen replacing each cell

16

[ Used separately, touch the picture of
4 Selecting the cell to be replaced.
Unused
@ Used

@ Detection error

| Cell blark [t Henu

X [26/08/2021 [13:00:07
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2.6 Inspection and Cleaning After Use

Open the safety guard.

2

Basic
Operation

Remove the Light-shielding cover.

Remove the cell retainer.

Rotate the center handle counterclockwise
and alﬁthe V¥ mark with the unlock

)
=
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2
(5]
=
P
=
=
S mark |
e
(5]
5]
=9
7}
=
o

Bl Remove the used cell and replace it.

<Replace one by one>

(D Remove the cell and replace it with a new
one.

NN1-1741 Rev.1
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2.6 Inspection and Cleaning After Use

<Replacing five cells in a batch>
(D Pull up the cell batch replacement tool. All
five cells can be removed with the tool.

@ Remove the cells from the cell batch
replacement tool.

2

Basic
Operation

@ Attach the cell batch replacement tool to
the system.

@ Attach five new cells to the system.

Request

* When setting a test cell, check that the cell legs are not floating. After setting
the test cell, rotate the reaction table by hand. Check that the cell and the
0 reaction chamber are not contacting. If they are contacting, an abnormal
sound can be heard.
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Required
After setting the test cells, if any abnormal sound occurs, immediately stop the
operation and check the test cell condition. The test cell might not be properly
set.

Test cell leg is not
floating.

Test cell Test cell leg

X

Reaction table

) Reaction chamber
This can cause trouble.
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2.6 Inspection and Cleaning After Use

Return the cell retainer.
Turn the center handle counterclockwise and
align the ¥ mark with the lock mark. j

2

Basic
Operation

B Replace the Light-shielding cover.

Bl Close the safety guard.
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Assay Retest QC process Set reagent Replace cell

Operator 1D:ZZZZZ MainVer.1.40 GVer.1.17
1

Replace all cells

When replacing each cel |
separately, touch the picture of

‘ the cell to be replaced.

Unused
® Used
® Detection error

16

[ Used
4 Selecting

Exchanged |

XX [26/08/2021 [13:0058

Assay Retest QC process

Operator 1D:ZZZZZ  MainVer.1.40 GVer.1.17

| 3

'I 6 Replace ;n'ce'u;i
HWhen replacing each cel|
[ Used separately, touch the picture of
. 4mSelecting ‘ the cell to be replaced.
Unused
® Used

@ Detection error

Set reagent | Replace cell

[ Exchanged I]

XX [26/08/2021 [13:00:58

Assay Retest | QcCprocess Set reagent Replace cell

Operator 1D:ZZZZZ MainVer.1.40 GVer.1.17
1

Replace all cells I

When replacing each cell
DUsed separately, touch the picture of
4 Selecting the cell to be replaced.

Unused
® Used
23 ® Detection error

Cell blank |&  Meru

XX [26/08/2021 [1301:05

Touch the replaced cells.
If all cells have been replaced, touch the
{Replace all cells} button. The arrows =
are displayed.

* Touching the selected cell again cancels the cell
selection.

* Touching {Cancel all cells} cancels selection of all the
cells.

* Buttons at the lower section of the screen cannot be
operated while any cells are selected.
(Buttons become inactive.)

Touch {Exchanged}.

* The cell blank test starts.

Cell replacement is completed.

Discard the used cells.

NN1-1741 Rev.1



Checking the cell blank value

values.

Assay Replace cell

Retest QC process Set reagent

Operator 1D:7777Z MainVer.1.40 GVer.1.17

Replace all cel |s!

When replacing each cell
separately, touch the picture of
the cell to be replaced.

55

[0 Used
4 Selecting

Unused
® Used
@ Detection error
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[ [[eeriblk Je e |

(X [26/08/2021 [13:01:53

Assay ‘ Retest ‘ QC process ‘ Set reagent Replace cell

Operator 10:22222  lairler. .40 Ger.1.17
e

Cell blank result

45 @660nm

No.| ADC | 4BS |[Mo.| ADC | ABS |[Mo.| ADC | 4BS [[No.| ADC | ABS |[MNo.| ADC | ABS
D1 24328 657 | 12 24316 659 | 23 24333 656 | 34 24340 655 | 45 24338 655
02 24334 656 | 13 24334 656 | 24 24350 653 | 35 24324 658 | 46 24344 654
03 24310 660 | 14 24332 657 | 25 24317 659 | 36 24327 657 | 47 24317 659
04 24317 659 | 15 24339 6% | 26 24320 659 | 37 24299 B62 | 48 24925 BSB Ly .o of
05 24337 656 | 16 24353 653 | 27 24347 654 | 38 24310 660 | 49 24347 654

05 24351 853 | 17 24330 657 | 28 24357 52 | 33 24333 656 | 50 24360 652
07 2435 658 | 18 24325 658 | 23 24332 657 | 40 24326 658 | 51 24336 656
08 24307 881 | 19 24363 651 | 30 24321 58 | 41 24332 657 | 52 2431 659
03 24341 655 | 20 24306 661 | 31 24349 653 | 42 24314 660 | 53 24347 654

10 24385 651 | 21 24347 654 | 82 24373 649 | 43 24327 657 | 54 24372 649
11 24314 660 | 22 24339 655 | 33 24327 657 | 44 24328 657 | 55 24322 658

‘ Cell blark |/t Meru |

XX [26/08/2021 [12:02:17

Assay ‘ Retest ‘ QC process | Set reagent Replace cell

Operator 1D:ZZZZ7  MainVer.1.40 G¥er.1.17

Cell blank result

15 @ 660nm

No. | ADC | 4BS |[No. | ADC | ABS | No.| ADC | 4BS |[Mo.| ADC | ABS |[WNo.| ADC | ABS
01 24328 857 | 12 24316 659 | 23 24333 656 | 34 24340 655 | 4¢
02 24334 656 | 13 24334 656 | 24 24350 653 | 35 24324 658 | 46 24344 654
03 24310 680 | 14 24332 657 | 25 24317 859 | 36 24327 657 | 47 24317 659
04 24317 659 | 15 24333 655 | 26 24320 659 | 37 24299 662 | 43 24325 658
05 24337 656 | 16 24353 653 | 27 24347 654 | 38 24310 660 | 49 24347 654
06 24351 853 | 17 24330 657 | 28 24357 52 | 39 24333 656 | 50 24360 652
07 2435 658 | 18 24325 658 | 29 24332 57 | 40 24326 658 | 51 24336 656
03 24307 881 | 19 24383 851 | 30 24321 658 | 41 24332 657 | 52 24316 659
03 24341 655 | 20 24306 661 | 31 24349 653 | 42 24314 660 | 53 24347 654
10 24385 651 | 21 24347 654 | 32 24373 649 | 43 24327 657 | 54 24372 649
11 24314 660 | 22 24339 655 | 33 24327 657 | 44 24329 657 | 55 24322 658

ture of

‘ Cell blank 't Menu

NN1-1741 Rev.1

XX [26/08/2021 [12:02:17

2.6 Inspection and Cleaning After Use

Testing the cells without dispensing is called cell blank testing.
This value is used for the calculation of measured data. In addition, it is also used to judge whether or

not the cells can be used without problems. This section describes the way to check the cell blank

On the [Replace cell] screen, touch
{Cell blank}.

Check that no errors are output. The
cells with an error is displayed in red.

*Cells with an error cannot be used for
testing. If there are many error cells,
replace the cells again.
660 nm / ® 600 nm / ® 800 nm/ @ 340 nm
: Switches the cell blank test
wavelength.
* Usually, it is checked at 660 nm.
{Print}: Prints the test result.

{Close} closes the Cell blank result
screen.

&3
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2.6.3 Cleaning Various Sections

On the [MENU] screen, touching {Maintenance} opens the [Maintenance] screen.

“Inspection and cleaning” items are displayed. Follow the instructions on the screen to clean each

section.
A Warning
ﬁ - Wear protective gear (gloves, goggles, etc.) when cleaning the system.
Failure to observe this precaution may lead to infection.
Biohazard

Touch {Maintenance}.

% Maintenance

The [Maintenance] screen opens.
1.(5Ie?n touch panel ’.Pro.oe.du.r.e 1 5_([}\eEr|7 r)vozz\es Procedure
ity 4| okl 4| .
Clean each section.
2. Cl k| Procedure 6. Cl k: Procedure .
(da oy o o 4| T 4| Sections to be cleaned are as follows.
3. Eéiggr?%me (daily) Procedure 7_(%Li?g‘5gtt\e/tahk Procedure é ;Ouilllpanié(%ai)ly)
. Rack lane (daily
- B ™ _prceas | 3. Washing solution and purified water
setting positions (daily)
Parts checklist | Maintenance | Error log | 4 Reagel’lt Cap SpaCC (daily)
5. Nozzle (weekly)
| 6. Rack (weekly)
T |
% s o5 7. Clean bottle/tank (monthly)

(= For details, see page 170 “5.1
Inspection and Maintenance”

When there is a part for which the replacement date has passed, a message

appears explaining this, with instructing to check the Parts checklist screen.

NN1-1741 Rev.1



2.6 Inspection and Cleaning After Use

If the cleaning procedure is unknown,
touch each {Procedure}. The cleaning
" Gafty Fouch pere! S _troatr | procedure is displayed. After cleaning
2. Clean rack lane Procedurs | 6. Clean racks Procedure | completes, touch {CIOSG} to close the
EEil (e cleaning procedure screen.
R E(I);gzrlgﬁéﬁle (daily) Procedure 7. 5A:?E‘5ott\e/tamk Procedure
4. El:;ﬂ/n Es:;{e‘gg caps Procedure
Parts checkl|ist | Maintenance | Error log |
e o |
XX 128/03/2022 |13:53:08
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NNI1-1741 Rev.10

{Parts checklist}: List of parts required for inspection and replacement is displayed.

(== Page 86 “2.6.4 Opening Parts Checklist”
{Maintenance}: Adjust the system and/or checks the performance (for service personnel)
{Error log}: Display the error log. A maximum of 1000 error logs can be checked.

(= Page 88 “2.6.5 Opening the Error Log”
{Menu}: Return to the [MENU] screen.
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2.6.4 Opening Parts Checklist

On the [Parts checklist] screen, part names, last replaced date, and number of months used (maximum

use count) are displayed.

N
v,

<

Create CC graph

Create CC

1. Clean touch panel Procedure | 5. Clean nozzles Procedure
aily J (weekly
2. Clean rack lane Procedure | 6. Clean racks Procedure
aily (week |y
3. Clean bottle Procedure | 7. Clean bottle/tank Procedure |
compartment (daily) monthly
4. Clean reagent caps Procedure |
tray (daily)
' Parts checklist I Maintenance | Error log |
| e e |
0 [28/03/2022 [13:53:08

i

Parts [ Changed at [Nusber of month [ Test 4
T

80530 08/01/07 176(12) 6887(1000)

a
The nunber is max Value.

e

AL | | Exchange | ‘ Print |L Menu |L Close

XX [06/09/2021 [18:00:36

Bl Touch {Maintenance}.

Touch {Parts checklist}.

Check if there are any parts which
require replacement. Displayed
content as the table on the next page.

If there are any parts or which the
number of month or tests has
exceeded the max. value, the line
becomes yellow.

NN1-1741 Rev.1
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a

The number is max Value.
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‘Q_‘ | (2)[ Exchange ” [ Print IL Menu IL Close |

XX [06/09/2021 [18:00:36

Parts checklist

[Chansed at [Mimher nf nonth [ Tast T

Exchanze parts?

press [Start] to update information on cursor.

P
e | ‘ Exchanze ‘ Print |L Menu |c Close |

NN1-1741 Rev.1

X [08/09/2021 [18:01:22

No. | Item Content Remarks
O | Part Name of the part Max. of 15 digits of half size
alphanumeric characters or 7 digits
of full size characters
@ | Changed at Date when the part was replaced
(YY/MM/DD)
@ | Number of months Number of months from the
latest replacement to the
current date
() Max. number of months
@ | Test Number of tests from the latest
replacement to the current date
( ) Max. number of use
[ Parts checkiist Replace the parts.
0, - i ‘3‘ (D Select the part (yellow line) to be replaced.

@ Replace the part.

@ Touch {Exchange!.

* A dialog box asking “Exchange
parts?” opens.

{Exchange}: Touch this button after replacing the part.

{Print}: Print a list of parts for inspection and
replacement.

{Menu}: Return to the [MENU] screen.

{Close}: Return to the [Maintenance] screen.

@ Touch {Start}.

* The latest replacement date is
updated to today.

* The number of months and use count
are reset to “0.”

* Closes the dialog box.

{Close}: Close the dialog box.

{Start}: Update the parts replacement information.

Parts replacement is also available for lines not colored in yellow.
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2.6.5 Opening the Error Log

On the [Error log] screen, the date and time of errors, error codes, and error names (content) are
displayed. A maximum of 20 errors can be displayed on one screen. A maximum of 1000 errors can be
displayed in the entire list. If there are more than 20 errors, use the scroll bar to move through the list.

Start analysis Create CC graph

Process data (I)

Maintenance

1. Clean touch panel Procedure 5. Clean nozzles Procedure |
aily J (week |y
2. Clean rack lane Procedure 6. Clean racks Procedure |
(daily (weekly)
3. Clean bottle Procedure 7. Clean bottle/tank Procedure
compartment  (daily) monthly)
4. Clean reagent caps Procedure
tray (daily)
Parts checklist | Maintenance | | Error log I
| & won |
XX [28/03/2022 [13:5%08

Error log \

21/08/26 13:16:39 Shutdown error Yarning (0-2004) -3
21/08/26 13:15:59 Flexible error (basic input signal error) (1-60201) ACT:43 UNIT:108 -
21/08/26 12:58:10 COM port is not properly connected (0-1601)

21/08/26 12:58:04 Shutdown error Farning (0-2004)
21/08/26 12:55:22 COM port is not properly connected (0-1601)
21/08/26 12:54:17 Shutdown error Farning (0-2004)
21/08/26 10:29:01 COM port is not properly connected (0-1601)
21/08/26 09:52:10 COM port is not properly connected (0-1601)
21/08/26 09:44:25 COM port is not properly connected (0-1601)

T Menu t  Close

XX [26/08/2021 [13:17:13

Bl Touch {Maintenance}.

Touch {Error log}.

Check the error information.

{Menu}: Return to the [MENU] screen.

{Close}: Return to the [Maintenance] screen.
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2.7 Shutting Down the System

To properly shut down the system, use the “shut down mode.” The System switch turns off automatically

(the primary power switch does not turn off.)

Touch {Close}. 7

Basic
Operation

D @& [

The [Close mode] screen opens.

If there are any expired items, a
i message appears saying “Some parts
Pl it 1) o oot ittt should be exchanged. Please check the
list of parts to exchange” is displayed.
Touch {Close} and then {Menu} to
=
return to the [MENUT] screen.

B (o= 1
s Close
:3 | ERErT (== Page 86 “2.6.4 Opening Parts Checklist”
w2
g S — If there are no expired parts, select an
é operation to be conducted at the end of
> the operation.
2 Exchange wash sol to P. water @YES ONO

Nozzle soak wash (Chi=] ono

\ [ e [ Gotine |

Item Range/selection Content

Exchange wash sol to P. Yes: Replace the purified water.

water No: | Do not replace the purified water.

Nozzle soak wash Yes : Soak for storage.

No: Do not soak for storage.

NN1-1741 Rev.1
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2.7 Shutting Down the System

Touch {Continue}.
Exchanee wash sol to P. water @VYES ONO
Nozzle soak wash @FES CNO

2

Basic
Operation

T Menu [ Cont inue

XX [25/03/2022 [15:52:42

Executes the Close mode.
(D Check that the purified water bottle
and the washing solution bottle are not

Exchanse vash sol to P. vater O oo empty.

@ Check that the “drain tank” is not full.
(@ Touch {Start}.

Nozzle soak wash @YES QNO
Please conf i that P. water and wech solutien tarks contain {Cancel}: Close the dia]og box.
and the drain tark is empty before starting the run. @
; , Discard}: A he closing m: nd return h
= — @l {Discard}: Abort the closing mode and returns to the
Cont irwe [MENUT] screen.

X [25703/2022 [15:53:08

{Start}: Execute the Close mode.

ﬂ Replace the washing solution pipe inside
the purified water bottle (when
“Exchange buffer and wash sol to P.
water” is set to “Yes”).
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(D Remove the pipes connected to the
washing solution bottle.

@ Connect the pipe in (D to the
container filled with purified water.

The nozzle is stored with the nozzle tip
soaking (when “Yes” is selected for
“Nozzle/cell soak wash”)

* The System switch shuts off.

* The setting which was executed in the Close
mode is saved.

n The system power turns off.
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2.8 Processing the Drain Tank

Disconnect the hose attached to the drain tank and drain the waste liquid from inside the tank.

A Warning

.f - Wear protective gear (gloves, goggles, etc.) when handling the drain tank.

Failure to observe this precaution may lead to infection.
Biohazard

tank.
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NN1-1741 Rev.1

Remove the hose from the drain tank.

Drain the waste liquid from the drain

Connect the hose to the drain tank.

91

2

Basic
Operation



MEMO

2

Basic
Operation

92 NNI1-1741 Rev.1



Chapter 3 Applied Operations

3.1 Processing Test Data
3.2 Editing Sample IDs
3.3 Replication

3.4 Accuracy Control
3.5 LOG IN/LOG OUT

CU[—SENSUR
eres
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Chapter 3 Applied Operations

3.1 Processing Test Data

On the [Process data] screen, test data can be selected and edited.

+ Test data are saved for each item.
3 : Samples for up to 5000 tests can be saved on the hard disk for each test item. If the number of tests
Applied exceeds 5000, the old data are overwritten.
Operations . Up to 1000 tests of the QC samples for each control can be saved on the hard disk. If the number of tests

exceeds 1,000, the old data are overwritten.

3.1.1 Opening the [Process Data] Screen

The [Process data] screen can be opened by touching {Process data} - —Process data} on the [MENU]

screen.

If a password has been set in Config., the password will be required.

MENU

Ceres

Start analysis

[Z5iProcess data

e N

et

Set reagent Create CC graph

Set reagent Create CC
o

i 10: 22222 |

Select data processing

‘}‘) Process data

Process measured data

Process auality control

‘ 'l‘) Process QC ‘

T Menu

94

XX [26/08/2021 [13:20:45

Touch {Process data}.

Touch {Process data}.
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Check password

After entering password, please press [Enter].

Password @ I H I

e

@ Password

[
A PO P PO PO VA PO P P
R A VA P P I P T
C@ I 0K
‘ 5

e
[T ox [26/08/2021 [13:22:48°

Check password

After entering password, please press [Enter].

Password | froxorx

Start?

[ o sfoerzoz [z
Samp QC
[14/03/18 12:42 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42 .E
29/03/18 12:42 13/03/18 12:42 25/02/18 12:42 09/02/18 12:42 24/01/18 12:42

28/03/18 12:42
21/03/18 12:42
26/03/18 12:42
25/03/18 12:42

12/03/18 12:42
11/03/18 12:42
10/03/18 12:42
09/03/18 12:42

24/02/18 12:42
23/02/18 12:42
22/02/18 12:42

21/02/18 12:42
20/02/18 12:42

08/02/18 12:42
07/02/18 12:42
06/02/18 12:42
05/02/18 12:42

24/03/18 12:42 08/03/18 12:42 04/02/18 12:42 19/01/18 12:42
23/03/18 12:42 07/03/18 12:42 19/02/18 12:42 03/02/18 12:42 18/01/18 12:42
22/03/18 12:42 06/03/18 12:42 18/02/18 12:42 02/02/18 12:42 17/01/18 12:42
21/03/18 12:42 05/03/18 12:42 17/02/18 12:42 01/02/18 12:42 16/01/18 12:42
20/03/18 12:42 04/03/18 12:42 16/02/18 12:42 31/01/18 12:42 15/01/18 12:42
19/03/18 12:42 03/03/18 12:42 15/02/18 12:42 30/01/18 12:42 14/01/18 12:42
18/03/18 12:42 02/03/18 12:42 14/02/18 12:42 29/01/18 12:42 13/01/18 12:42
17/03/18 12:42 01/03/18 12:42 13/02/18 12:42 28/01/18 12:42 12/01/18 12:42
16/03/18 12:42 28/02/18 12:42 12/02/18 12:42 21/01/18 12:42 11/01/18 12:42

115/03/18 12:42 11/02/18 12:42 10/01/18 12:42

e
Date Select-s I Read again

To Read again, place cursor on the Start point
push [Read again].

Test data Media |t Close |t. Menu

Range can be specified. XX [26/08/2021 [16:21:27

3.1 Processing Test Data

If a password has been registered in
[System settings] - —Config.], or if
{Process data} is used for the first time
with the currently logged in account,
enter the password.

(D Touch the entry field for the password.

@ Enter a password from the keyboard.

@ Touch {OK} or {enter}. The dialog
closes.

@ Touch {Continue}.

(® Touch {Start}.

{Cancel}
{Discard}

: Closes the dialog box.
: Returns to the [Select data
processing] screen.

[Process data] screen opens.

* {Samp} tab is selected.
* The list of test date and time is displayed.

The test date and time are when the system was started up.

If no data was processed, the date and time are not displayed.

NN1-1741 Rev.1
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3.1 Processing Test Data

3.1.2 Opening the [Test Data] Screen

The test data are selected by switching between the {Samp} and {QC} tabs on the [Process data]
screen. When {Test data} is touched after specifying the test date, the specified data is displayed. (the
[Test data] screen is different when the {Samp} tab is selected and when the {QC} tab is selected.)

The displayed date and time are the ones when the System switch is turned on (time when the system is

started up).
3 The data measured until the System switch is turned off are saved on the hard disk.
Applied When displaying the [Process data] screen, see page 94 “3.1.1 Opening the [Process Data] Screen.”
Operations
\ ST Qc Touch the displayed test data tab.

BO/03/78 12:47 _ 114/03/18 12:42 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42
29/03/18 12:42 13/03/18 12:42 25/02/18 12:42 09/02/18 12:42 24/01/18 12:42
28/03/18 12:42 12/03/18 12:42 24/02/18 12:42 08/02/18 12:42 23/01/18 12:42
21/03/18 12:42 11/03/18 12:42 23/02/18 12:42 07/02/18 12:42 22/01/18 12:42
26/03/18 12:42 10/03/18 12:42 22/02/18 12:42 06/02/18 12:42 21/01/18 12:42
25/03/18 12:42 09/03/18 12:42 21/02/18 12:42 05/02/18 12:42 20/01/18 12:42

{Samp} tab
{QC} tab

24/03/18 12:42 08/03/18 12:42 20/02/18 12:42 04/02/18 12:42 19/01/18 12:42
23/03/18 12:42 07/03/18 12:42 19/02/18 12:42 03/02/18 12:42 18/01/18 12:42
22/03/18 12:42 06/03/18 12:42 18/02/18 12:42 02/02/18 12:42 17/01/18 12:42
21/03/18 12:42 05/03/18 12:42 17/02/18 12:42 01/02/18 12:42 16/01/18 12:42
20/03/18 12:42 04/03/18 12:42 16/02/18 12:42 31/01/18 12:42 15/01/18 12:42
19/03/18 12:42 03/03/18 12:42 15/02/18 12:42 30/01/18 12:42 14/01/18 12:42
18/03/18 12:42 02/03/18 12:42 14/02/18 12:42 29/01/18 12:42 13/01/18 12:42
17/03/18 12:42 01/03/18 12:42 13/02/18 12:42 28/01/18 12:42 12/01/18 12:42
16/03/18 12:42 28/02/18 12:42 12/02/18 12:42 21/01/18 12:42 11/01/18 12:42
15/03/18 12:42 27/02/18 12:42 11/02/18 12:42 26/01/18 12:42 10/01/18 12:42

Date Select-s Read again

To Read again, place cursor on the Start point
push [Read again].

| Test data | Media | |L Close |t. Menu |

Range can be specified. XX [26/08/2021 [16:21:27

[ Samp ac Specify the test data by date and time

or by range.
<When specifying by the test date and time>

BO/03/78 12:47 _ 114/03/18 12:42 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42
29/03/18 12:42 13/03/18 12:42 25/02/18 12:42 09/02/18 12:42 24/01/18 12:42
28/03/18 12:42 12/03/18 12:42 24/02/18 12:42 08/02/18 12:42 23/01/18 12:42
21/03/18 12:42 11/03/18 12:42 23/02/18 12:42 07/02/18 12:42 22/01/18 12:42
26/03/18 12:42 10/03/18 12:42 22/02/18 12:42 06/02/18 12:42 21/01/18 12:42
25/03/18 12:42 09/03/18 12:42 21/02/18 12:42 05/02/18 12:42 20/01/18 12:42

24/03/18 12:42  0B/03/18 12:42  20/02/18 12:42  04/02/18 12:42  19/01/18 12:42 .
23/03/18 12:42  01/03/18 12:42 19/02/18 12:42  03/02/18 12:42 18/01/18 12:42 Touch {Date} to specify the test date.
i IRt
20/03/18 12:42 04/03/18 12:42 16/02/18 12:42 31/01/18 12:42 15/01/18 12:42 = c 1fvi
19/03/18 12:42  03/03/18 12:42  15/02/18 12:42  30/01/18 12:42  14/01/18 12:42 (= Page 100 “3.1.3 Specifying a {Date} for the
18/03/18 12:42  02/03/18 12:42  14/02/18 12:42  29/01/18 12:42  13/01/18 12:42 Test Data” -
17/03/18 12:42  01/03/18 12:42  13/02/18 12:42  28/01/18 12:42  12/01/18 12:42
16/03/18 12:42  28/02/18 12:42  12/02/18 12:42  27/01/18 12:42  11/01/18 12:42
15/03/18 12:42  29/02/18 12:42  11/02/18 12:42  26/01/18 12:42  10/01/18 12:42
l Date | | Select-s ' Read again <When specifying by range>
To Read again, place cursor on the Start point '_l i’ Touch {Select-s} and specify the test date range.
push [Read azain].
o (= Page 102 “3.1.4 Selecting {Select-s} for
Test Data”
Test data Media | t Close |t. Menu
Range can be specified. XX [26/08/2021 [16:21:27

When {Date} or {Select-s} is not selected, all displayed test data becomes the target of data processing.
(max. 5,000 data).
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QC
BO/03/78 12:47 _ 114/03/18 12:42 26/02/18 1 10/02/18 12:42 25/01/18 12:42
29/03/18 12:42 13/03/18 12:42 25/02/18 1 09/02/18 12:42 24/01/18 12:42
28/03/18 12:42 12/03/18 12:42 24/02/18 1 08/02/18 12:42 23/01/18 12:42
21/03/18 12:42 11/03/18 12:42 23/02/18 1 07/02/18 12:42 22/01/18 12:42
26/03/18 12:42 10/03/18 12:42 22/02/18 1 06/02/18 12:42 21/01/18 12:42
25/03/18 12:42 09/03/18 12:42 21/02/18 1 05/02/18 12:42 20/01/18 12:42
24/03/18 12:42 08/03/18 12:42 20/02/18 1 04/02/18 12:42 19/01/18 12:42
23/03/18 12:42 07/03/18 12:42 19/02/18 1 03/02/18 12:42 18/01/18 12:42
22/03/18 12:42 06/03/18 12:42 18/02/18 1 02/02/18 12:42 17/01/18 12:42
21/03/18 12:42 05/03/18 12:42 17/02/18 1 01/02/18 12:42 16/01/18 12:42
20/03/18 12:42 04/03/18 12:42 18/02/18 1 31/01/18 12:42 15/01/18 12:42
19/03/18 12:42 03/03/18 12:42 15/02/18 1 30/01/18 12:42 14/01/18 12:42
18/03/18 12:42 02/03/18 12:42 14/02/18 1 29/01/18 12:42 13/01/18 12:42
17/03/18 12:42 01/03/18 12:42 13/02/18 1 28/01/18 12:42 12/01/18 12:42
18/03/18 12:42 28/02/18 12:42 12/02/18 1 21/01/18 12:42 11/01/18 12:42
15/03/18 12:42 27/02/18 12:42 11/02/18 12:42 26/01/18 12:42 10/01/18 12:42
s - I
Date Select-s Read again
& '
To Read azain, place cursor on the Start point
push [Read azain].
| test cata )| wedia [t close [t e

Range can be specified.

Test data

Replicate

[ [26/08/2021 [16:21:27

When the {Samp} tab is selected

Date Rack | SEO. | Sample ID [ Iten | Data Unit | Flag | Comnent Lot | Dil | t
R - 000101 __F08 [T7 - I}
23/03/21 10:37 FCa. 8 ue/g [ 1] 103
23/03/2110:37 031-02 00008 000102 FOBT 0 ne/nl [ -
23/03/21 10:37 FCa 300 uefe [ 24]
23/03/21 10:38 031-03 00009 000103 FOBT 63 ne/l [ -
23/03/21 10:38 FCa 850 ugle [ 24
23/03/2110:38 031-04 00010 000104 FOBT 13 ne/al [+
23/03/21 10:38 [ 1700 ue/e [ 24]
23/03/21 10:38 031-05 00011 000105 FOBT 256 ne/al [+
23/03/21 10:38 FCa 220 ue/e [ 24]
23/03/2110:38 031-06 00012 000106 FOBT 497 neful [ 4]
23/03/21 10:38 [ 84 ugfe [ 14
23/03/2110:38 031-07 00013 000107 FOBT 1140 ne/al [ 4]
23/03/21 10:38 FCa 241 ugfe [ 14]
23/03/21 10:38 031-08 00014 000108 FOBT 65 ne/ul [ -
23/03/21 10:38 [ 563 /e [ 23]
23/03/2110:38 031-09 00015 000108 FOBT 9% ne/ul [ -
23/03/21 10:38 Fea 0 ue/e [ -
23/03/21 10:38 031-10 00016 000110 FOBT 177 nefl [+
23/03/21 10:39 FCa 1 ous/e [ -
26/08/21 12:49 031-01 00001 000101 FOBT 0 ne/nl [ -
26/08/21 12:49 FCa 8 ugle [ 14
‘ Select-s I Select item | Searich |
Output | ID edit I Search |
Range can be specified.

NN1-1741 Rev.1

When the {QC} tab is selected

Date [ Rack | 0 no | OC lot | SEO. | Iten | Date | Unit | Comment
11-| il 17
2 001 00002 FOBT 4T ne/ol
3 001 00003 FOBT 407 ne/ul
1 001 00001 FCa 84 uele
2 001 00002 FCa 41 ule
3 001 00003 FCe 563 us/e
1 001 00001  FCa 84 uc/e
2 001 00002 FCs 241 ule
3 001 00003 FCa 563 us/e
1 001 00001 FOBT 7 neful
2 001 00002 FOBT 141 ne/al
3 001 00003  FOBT 407 ne/ul
1 001 00001  FOBT 77 nefal
2 001 00002  FOBT 141 ne/al
3 001 00003  FOBT 407 ne/ul
1 001 00001 FCs 84 ue/s
2 001 00002 FCa 241 usle
3 001 00003 FCa 563 /e
1 001 00001 FCa 34 ue/e
;i 2 001 00002 FCa 241 ule
05/10/20 039:09 011-10 & 001 00003  FCa 563 us/e
05/10/20 0:13 011-08 1 001 00001 FOBT 77 nefal
acip | a l
4 I »
Select-s I Select item I earch I .
Output | Search I
Range can be specified.

3.1 Processing Test Data

Touch {Test data}.

{Close} :Returns to the [Select data
processing] screen.
{Menu} :Returns to the [MENU] screen.

3

Applied
Operations

The test data is displayed.
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3.1 Processing Test Data

Contents displayed on the [Test data] screen

Display item Content Remarks
Date Date and time of the sample test
Rack Rack No.- Tack Position No.
SEQ. Sample sequence number
Sample ID Barcode on the sample bottle
Item Test item
Data Test result (concentration)
3 Units of test data
O‘;‘ggiiiis Units FOBT : ng/mL
FCa: ng/g
Flag -+, 1+ 2+, 3+
Error information (excluding read errors)
UR Under range Outputs a blank for the
Comment measured data and the
flag
OR Over range Outputs a flag only
PRC Prozone Outputs a flag only
LOT Lot of the sample used for the test
Dilution information
Space No dilution (Analyze, retest)
A No dilution (retest)
Al10 Dilution by a factor of 10
Dil
(retest)
A20 Dilution by a factor of 20
(retest)
A100 Dilution by a factor of 100
(retest)
A200 Dilution by a factor of 200
(retest)
A400 Dilution by a factor of 400
(retest)
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Content of the [Test data] screen (QC)

3.1 Processing Test Data

Display item

Content

Remarks

Date and time

Date and time of the sample test

RACK Rack No.- Rack Position No.
QC No. QCNo.1 -—

QC lot QC lot (3 digits)

Seq. QC sequence No.

Item name Test item

Measured data

Test result (concentration)

Units of test data

Units FOBT: ng/mL
FCa: ng/g
Error information (excluding the read errors)
UR Under range
Comment
OR Over range
PRC Prozone
QCID ID of QC sample at the cursor position

NN1-1741 Rev.1

99

3

Applied
Operations



3.1 Processing Test Data

3.1.3 Specifying a {Date} for the Test Data

The date of the test data to be displayed is specified on the [Process data] screen.

If a part of the year, month, and date is omitted when entering the test date, a search is conducted. The latest
test data that matches the entered conditions are extracted. (=~ Next page (Example)

If a part of the year, month, and date is omitted when entering the test date, a search is conducted. The latest

test data that matches the entered conditions are extracted.

3 I Samp Qac Touch the tab of the test data to be

. BO/03/18 12:47_14/03/18 12:42 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42 .
Apphed 20/03/18 12:42 13/03/18 12:42 25/02/18 12:42 09/02/18 12:42 24/01/18 12:42 73 dlSplayed
: 28/03/18 12:42 12/03/18 12:42 24/02/18 12:42 08/02/18 12:42 23/01/18 12:42
Operatlons 21/03/18 12:42 11/03/18 12:42 23/02/18 12:42 07/02/18 12:42 22/01/18 12:42
26/03/18 12:42 10/03/18 12:42 22/02/18 12:42 06/02/18 12:42 21/01/18 12:42
25/03/18 12:42 09/03/18 12:42 21/02/18 12:42 05/02/18 12:42 20/01/18 12:42 {Sam } tab
24/03/18 12:42 08/03/18 12:42 20/02/18 12:42 04/02/18 12:42 19/01/18 12:42 p
23/03/18 12:42 07/03/18 12:42 19/02/18 12:42 03/02/18 12:42 18/01/18 12:42
22/03/18 12:42 06/03/18 12:42 18/02/18 12:42 02/02/18 12:42 17/01/18 12:42 {QC} tab
21/03/18 12:42 05/03/18 12:42 17/02/18 12:42 01/02/18 12:42 16/01/18 12:42
20/03/18 12:42 04/03/18 12:42 18/02/18 12:42 31/01/18 12:42 15/01/18 12:42
19/03/18 12:42 03/03/18 12:42 15/02/18 12:42 30/01/18 12:42 14/01/18 12:42
18/03/18 12:42 02/03/18 12:42 14/02/18 12:42 28/01/18 12:42 13/01/18 12:42
17/03/18 12:42 01/03/18 12:42 13/02/18 12:42 28/01/18 12:42 12/01/18 12:42
16/03/18 12:42 28/02/18 12:42 12/02/18 12:42 27/01/18 12:42 11/01/18 12:42 -"I
15/03/18 12:42 21/02/18 12:42 11/02/18 12:42 26/01/18 12:42 10/01/18 12:42 ¥

Date Select-s Read again

To Read again, place cursor on the Start point
push [Read azain].

| Test data | Media I IL Close |t Menu |

Range can be specified. [Xx [26/08/2021 [16:21:27

Qc Touch {Date}.

B0/03/18 12:47 4/03/18 12:42 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42 ?
29/03/18 12:42 13/03/18 12:42 25/02/18 12:42 09/02/18 12:42 24/01/18 12:42 L

28/03/18 12:42 12/03/18 12:42 24/02/18 12:42 08/02/18 12:42 23/01/18 12:42
21/03/18 12:42 11/03/18 12:42 23/02/18 12:42 07/02/18 12:42 22/01/18 12:42
26/03/18 12:42 10/03/18 12:42 22/02/18 12:42 06/02/18 12:42 21/01/18 12:42
25/03/18 12:42 08/03/18 12:42 21/02/18 12:42 05/02/18 12:42 20/01/18 12:42

24/03/18 12:42 08/03/18 12:42 20/02/18 12:42 04/02/18 12:42 19/01/18 12:42

23/03/18 12:42 07/03/18 12:42 19/02/18 12:42 03/02/18 12:42 18/01/18 12:42

22/03/18 12:42 06/03/18 12:42 18/02/18 12:42 02/02/18 12:42 17/01/18 12:42

21/03/18 12:42 05/03/18 12:42 17/02/18 12:42 01/02/18 12:42 16/01/18 12:42

20/03/18 12:42 04/03/18 12:42 16/02/18 12:42 31/01/18 12:42 15/01/18 12:42

19/03/18 12:42 03/03/18 12:42 15/02/18 12:42 30/01/18 12:42 14/01/18 12:42

18/03/18 12:42 02/03/18 12:42 14/02/18 12:42 29/01/18 12:42 13/01/18 12:42

17/03/18 12:42 01/03/18 12:42 13/02/18 12:42 28/01/18 12:42 12/01/18 12:42

16/03/18 12:42 28/02/18 12:42 12/02/18 12:42 27/01/18 12:42 11/01/18 12:42 P
15/03/18 12:42 27/02/18 12:42 11/02/18 12:42 26/01/18 12:42 10/01/18 12:42 3
l Date 'l Select-s Read again

« »
To Read again, place cursor on the Start point _I
push [Read azain].

v

Test data Media IL Close |t Menu

Range can be specified. [Xx [26/08/2021 [16:21:27
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Search word settings

[Date 0] Y [ WH [ DD ] @

Ol G|

3¢ [26708/2021 [10:38:25

Search word settings

Date | 20 [T8 YY [03 MM [20 0D

Start?

piscard | (& st | B

L owtiee |

[ [ [x [25¢03/2022 [16:21:46

,7— 1= Cancel. I

Samp QC

P0/03/18 17:47 ] 4
L

Clear leac ] ;J I

“
To Read azain, place cursor on the Start point _I
push [Read again].

| Test data | Media I |t. Close |t. Menu I

Selecting XX [26/08/2021 [16:36:45

To re-specify the test date, touch {Clear}.

3.1 Processing Test Data

Specify the Date.
(D Touch the entry field and enter the year,
month, and date.

If a part of the year, month, and date is
omitted, a search is conducted. The
latest test data that matches the entered
conditions are extracted.

(Example) If October 5 is entered while omitting the
year, only data of the current year are displayed. For
example, if the current year is 2020, the displayed
data will be as follows.
2020/10/05 10:10 (displayed) 3
2020/10/05 10:15 (displayed)

] Applied
2020/10/05 10:20 (displayed)

Operations

2019/10/05 14:25 (not displayed)
2019/10/05 14:30 (not displayed)
2019/10/05 14:35 (not displayed)
@ Touch {Continue}.
(® Touch {Start}.

{Cancel} : Closes the dialog box.

{Discard} : Returns to the [Select data processing]
screen.

{Start} : The data is searched within the
specified date range.

The data of the specified test date are
displayed.

All tests are displayed. and the displayed condition returns to the condition when no range is specified.

NN1-1741 Rev.1
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3.1 Processing Test Data

3.1.4 Selecting {Select-s} for Test Data

The test data to be displayed are specified within a test date range (starting point and ending point).
The range is specified by touching test dates on the [Process data] screen or by operating the cursor

buttons.

When the starting point is specified and {Select-s} is touched, the test data starting point is set. Then, when
the ending point is specified and {Select} is touched, the test data ending point is set. When the starting

3 and ending points are finalized, the test data in-between becomes the range.

Applied
Operations When opening the [Process data] screen, see “[3.1.1 Opening the [Process Data] Screen” on page 94.

When not specifying the range, all data (max. 5000) becomes the target of processing.

Touch the sb of test data to be

ORI ewi e mwn g WEnE GO InE | | ispl .
7L  a RE 71 R R 1 /1 9 S Y 0 d Sp ayed
28/03/18 12:42  12/03/18 12:42  24/02/18 12:42  08/02/18 12:42  23/01/18 12:42

21/03/18 12:42  11/03/18 12:42  23/02/18 12:42  01/02/18 12:42  22/01/18 12:42

26/03/18 12:42  10/03/18 12:42  22/02/18 12:42  08/02/18 12:42  21/01/18 12:42

25/03/18 12:42  09/03/18 12:42  21/02/18 12:42  05/02/18 12:42  20/01/18 12:42 {Sam } tab
24/03/18 12:42  0B/03/18 12:42  20/02/18 12:42  04/02/18 12:42  19/01/18 12:42 p
23/03/18 12:42  O01/03/18 12:42  19/02/18 12:42  03/02/18 12:42  18/01/18 12:42

20/03/18 12:42  06/03/18 12:42 18/02/18 12:42  02/02/18 12:42 17/01/18 12:42 {QC} tab
D1/03/18 12:4  05/03/18 12:42  17/02/18 12:42  01/02/18 12:42  16/01/18 12:42

20/03/18 12:42  D4/03/18 1242 16/02/18 12:42  31/01/18 12:42  15/01/18 12:42

19/03/18 12:42  03/03/18 12:42  15/02/18 12:42  30/01/18 12:42  14/01/18 12:42

18/03/18 12:42  02/03/18 12:42  14/02/18 12:42  29/01/18 12:42  13/01/18 12:42

17/03/18 12:42  01/03/18 12:42  13/02/18 12:42  28/01/18 12:42  12/01/18 12:42

16/03/18 12:47  28/02/18 12:42  12/02/18 12:42  21/01/18 12:42 1101718 12:42

15/03/18 12:42  29/02/18 12:42  11/02/18 12:42  26/01/18 12:42  10/01/18 12:42

Date Select-s Read again

To Read again, place cursor on the Start point

push [Read again].
| Test data | Media | |L Close |t. Menu |
Range can be specified. XX [26/08/2021 [16:21:27

I Samp Qac Specify the test date of the starting

@ |;| 03/18 12:42 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42 p01nt.
/03/18 12:42 25/02/18 12:42 00/02/18 12:42 24/01/18 12:42
28/03/18 12:47 12/03/18 12:42 24/02/18 12:42 08/02/18 12:42 23/01/18 12:42
27/03/18 12:42 11/03/18 12:42 23/02/18 12:42 07/02/18 12:42 22/01/18 12:42
26/03/18 12:42 10/03/18 12:42 22/02/18 12:42 06/02/18 12:47 21/01/18 12:42 @ Touch the date to be used as the
zs;ua/m 12:42 ns/ua;m 12:42 ZI;IJZ;W 12:47 ns/uz;nz 12:42 20/01/18 12:42
24/03/18 12:42 08/03/18 12:42 20/02/18 12:42 04/02/18 12:42 19/01/18 12:42 : :
23/03/18 12:42 07/03/18 12:42 19/02/18 12:42 03/02/18 12:42 18/01/18 12:42 startlng pOll’lt.
22/03/18 12:42 06/03/18 12:42 18/02/18 12:42 02/02/18 12:42 17/01/18 12:42
21/03/18 12:42 05/03/18 12:42 17/02/18 12:42 01/02/18 12:42 16/01/18 12:42
20/03/18 12:42 04/03/18 12:42 16/02/18 12:42 31/01/18 12:42 15/01/18 12:42 @ TOUCh {Select—s}
19/03/18 12:42 03/03/18 12:42 15/02/18 12:42 30/01/18 12:42 14/01/18 12:42 .
18/03/18 12:42 02/03/18 12:42 14/02/18 12:42 29/01/18 12:42 13/01/18 12:42
17/03/18 12:42 01/03/18 12:42 13/02/18 12:42 28/01/18 12:42 12/01/18 12:42 . .
16/03/18 12:42 28/02/18 12:42 12/02/18 12:42 21/01/18 12:42 11701718 12:42 *The test date of the starting point has
15/03/18 12:42 21/02/18 12:42 11/02/18 12:42 26/01/18 12:42 10/01/18 12:42

been specified. (The letters turn blue.)

Date | ' Select-s l Read again

* When the starting point is finalized,

‘ | , {Select-s} changes to {Select}.
To Read again, place cursor on the Start point
push [Read again].
Test data Media |L Close |t. Menu
Range can be specified. XX [26/08/2021 [16:21:27

The starting and ending points can also be specified using the cursor buttons.
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QC

TIVITEVAT

19/03/18 12:42
18/03/18 12:42
17/03/18 12:42
16/03/18 12:42
15/03/18 12:42

3o

02/03/18
01/03/18 12:42
28/02/18 12:42
21/02/18 12:42

12/03/18 12:42
11/03/18 12:42
10/03/18 12:42
09/03/18 12:42
08/03/18 12:42
07/03/18 12:42
06/03/18 12:42
0 8 12:42

Select

B 12::
8 12:42
12:42

26/02/18 12:42
25/02/18 12:42
24/02/18 12:42
23/02/18 12:42
22/02/18 12:42
21/02/18 12:42
20/02/18 12:42
19/02/18 12:42
18/02/18 12:42
17/02/18 12:42
16/02/18 12:42
15/02/18 12:42
14/02/18 12:42
13/02/18 12:42 2
12/02/18 12:42 21/01/18 12:42
11/02/18 12:42 26/01/18 12:42

10/02/18 12:42
09/02/18 12:42
08/02/18 12:42
07/02/18 12:42
06/02/18 12:42
05/02/18 12:42

To Read azain, place cursor on the Start point
[Read again].

25/01/18 12:42 t
24/01/18 12:42
23/01/18 12:42
22/01/18 12:42

15/01/18 12:42
14/01/18 12:42

Test data

Media

‘L Close It. Menu

Selecting range. Specify end point.

Samp

['hox [2s/08/2021 [16:38:50

8170
29/03/18 12:42
28/03/18 12:42

22/03/18 12:42
21/03/18 12:42
20/03/18 12:42

l

o |

To Read again, place cursor on the Start point

NN1-1741 Rev.1

push [Read asain].
Test data Media |t. Close I T Menu
[Selecting [T pox [26/08/2021 [16:39:12

3.1 Processing Test Data

Specify the test date and time of the
ending point.
(D Touch the date and time to be used as
the ending point.
@ Touch {Select}.
* The test date of the end point is finalized.

* When the end point is finalized, {Select}
changes to {Clear}.

{Clear}: Clears the range specification.

The test data within the specified range
are displayed.

When the same dates are specified for the starting point and ending point, only one test data is

specified.

To respecify the range, touch {Clear}.

All test data are displayed, and no range is specified.
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3.1 Processing Test Data

3.1.5 Reading “Test Data” Not Displayed in the List (Re-reading)

The maximum number of sample data sets that can be displayed and edited in the list is 5,000.

To edit sample data not displayed in the list, it is necessary to read the data.

Specify the date to use as a starting point. Select a former date or a later date to read the data to be edited.

When opening the [Process data] screen, see “3.1.1 Opening the [Process Data] Screen” on page 94.

Samp QC

—M/mus |z 42 zsmzus 12:42 IH/ﬂZ/IE 12:42 zs/m/m 12: nz

26/03/18 12:42 /02/18 12:42 /02/18 12:42 /01/18 12
R 1171 R 17111 117711 2 1111 W17
7/13/18 12 V/13/18 1247 23/02/18 12:42  O1/02/16 12:4  22/01/18 12:42
26/03/18 12:47  \0/13/18 12:47  22/02/18 12:42  OG/0Z/18 12:47  21/01/18 12:42
25/03/18 12:47  09/03/18 12:47  21/02/18 12:42  0S/02/18 12:42  20/01/18 12:42
24/03/18 12:40  08/13/18 12:47  2D/02/18 12:42  04/02/18 12:47  19/01/18 12:42
23/03/18 12:47 010318 1247 19/02/18 12:42  U3/02/18 12:47  18/01/18 12:42
20/03/18 12:47  0/13/18 12:47  18/02/18 12:42  02/02/18 12:47  AT/0I/18 12:42
21/03/18 12:40  05/13/18 12:47  17/02/18 12:42  01/02/18 12:42  16/01/18 12:42
20/03/18 12:47  04/03/18 12:47  16/02/18 12:42  31/01/18 12:42  15/01/18 12:42
19/03/18 12:47  U3/03/18 12:47  15/02/18 12:40 300118 12:42  14/01/18 12:42
e \8/13/18 12:47  02/03/18 12:42  14/02/18 12:47  29/0\/18 12:42  13/01/18 12:42
Apphed IS/ 1 /G 12 A/ 122 BN/ 12242 12/01/18 12:42
3/18 12:40  28/02/18 12:47  12/02/18 12:42  21/01/1 11/01/18 12:42
R 17117 7117 17 17 1 1 R 17

Operations

Date Select-s Read again . I |

To Read azain, place cursor on the Start point
push [Read azain].

Test data | Media I |L Close IL Henu |

[Range can be specified.

Samp Qc

—H/ua/m 12:42 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42 S

X [26/08/2021 [1621:27

13/03/18 12:42 25/02/18 12:42 03/02/18 12:42 24/01/18 12:42 L]
12/03/18 12:42 24/02/18 12:42 08/02/18 1 23/01/18 12:42

11/03/18 12:42 23/02/18 12:42 07/02/18 12:42 22/01/18 12:42

10/03/18 12:42 22/02/18 12:42 06/02/18 12:42 21/01/18 12:42

09/03/18 12:42 21/02/18 12:42 05/02/18 12:42 20/01/18 12:42

08/03/18 12:42 20/02/18 12:42 04/02/18 12:42 19/01/18 12:42

07/03/18 12:42 19/02/18 12:42 03/02/18 12:42 18/01/18 12:42

06/03/18 12:42 18/02/18 12:42 02/02/18 12:42 42

05/03/18 12:42 17/02/18 12:42 01/02/18 12:42

04/03/18 12:42 16/02/18 12:42 31/01/18 12:42

03/03/18 12:42 15/02/18 12:42 30/01/18 12:42

02/03/18 12:42 14/02/18 12:43 29/01/18 12:42 ‘
01/03/18 12:42 13/02/18 12:43 28/01/18 12:42

28/02/18 12:42 12/02/18 12:42 21/01/18 12:42 2
21/02/18 12:42 11/02/18 12:42 26/01/18 12:42 3

©)

Date Seleot=s |
To Read again, p\ace cursor on the Start point
e TRead 263

Test data | Media | |t. Close IL MHenu |

Range can be specified. XK [26/08/2021 162127
Samp Qc
0/03/18 12:42 T4/03/18 12:42  26/02/18 12:42 10/02/18 12:42  25/01/18 12:42 2
9/03/18 12:42 13/03/18 12:42  25/02/18 12:42 09/02/18 12:42  24/01/18 12:42 L
8/03/18 12:42 12/03/18 12:47  24/02/18 12:42 08/02/18 12:42  23/01/18 12:42
7/03/18 12:42 VI/03/18 12:47  23/02/18 12:42 01/02/18 12:42 2201718 12:42
6/03/18 12:42 10/03/18 12:42 22/02/18 12:42 08/02/18 12:42 21/01/18 12:42
5/03/18 12:42 09/03/18 12:42 21/02/18 12:42 05/02/18 12:42 20/01/18 12:42
4/03/18 12:42  08/03/18 12:42  20/02/18 12:42 04/02/18 12:42 19/01/18 12:42
3/03/18 12:42  07/03/18 12:42 18/02/18 12:42 03/02/18 12:42 18/01/18 12:42
2/03/18 12:42  06/03/18 12:42 18/02/18 12:42 02/02/18 12:42 17/01/18 12:42
1/03/18 12:42  05/03/18 12:42 17/02/18 12:42 01/02/18 12:42 16/01/18 12:42
0/03/18 12:42 04/03/18 12:42 16/02/18 12:42 31/01/18 12:42 16/01/18 12:42
19/03/18 12:42  03/03/18 12:42 15/02/18 12:42 30/01/18 12:42 1401718 12:42
18/03/18 12:42  02/03/18 12:42 14/02/18 12:42 23/01/18 12:42 13/01/18 12:42
17/03/18 12:42  D1/03/18 12:42 13/02/18 12:42 28/01/18 12:42 12/01/18 12:42
16/03/18 12:42  28/02/18 12:42 12/02/18 12:42 PR 11741 e v
15/03/18 12:42 21/02/18 12:42 11/02/18 12:42 26/01/18 12:42 10/01/18 12:42 B

Date Select-s Read again . [

1o Read 282 | Select reading Method and sather 5000 samoles data.
@ Get data before the date on the cursor.

 Get new data after the date on the cursor.

Cancel {5 Start {

Test data T Henu

B

{Samp} tab is displayed.

The test data is read by specifying the
starting point.

(D Touch the test date and time to be used as a
starting point.
(Selecting is also possible using the
cursor buttons at the bottom right of the
screen.)

@ Touch {Read again}.

@ Select the reading method (see the
following table).

@ Touch {Start}.
* Starts reading the test data.

{Cancel}: Closes the dialog box.

{Close}: Returns to the [Select data processing] screen.
Or returns to the [Analyzing] screen.
(When the {Test data} button is
touched on the AssayMainView screen)
{Menu}: Returns to the [MENU] screen.

Select

Content

® Get data before the date on the cursor.

The data is acquired before the date of the cursor
position (date and time at the cursor position are not
included).

® Get new data after the date on the
Cursor.

Reads the data before the date and time of the
cursor position (date and time at the cursor
position are not included).
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3.1 Processing Test Data

3.1.6 Reading “Test Data” in External Media (Switching the External Media)

Test data saved on external media can be read and displayed on the screen. This is not possible for QC

sample test data.

When displaying the [Process data] screen, see “3.1.1 Opening the [Process Data] Screen” on page 94

To Read azain,
push [Read aga

(Place cursor on the Start point
ind.

BO7037T8 12:47_114/03/18 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42
29/03/18 12:42 13/03/18 25/02/18 12:42 03/02/18 12:42 24/01/18 12:42
28/03/18 12/03/18 24/02/18 12:42 08/02/18 12:42 23/01/18 12:42
21/03/18 11/03/18 23/02/18 12:42 07/02/18 12:42 22/01/18 12:42
26/03/18 10/03/18 22/02/18 12:42 06/02/18 12:42 21/01/18 12:42
25/03/18 09/03/18 21/02/18 12:42 05/02/18 12:42 20/01/18 12:42
24/03/18 08/03/18 20/02/18 12:42 04/02/18 12:42 18/01/18 12:42
23/03/18 07/03/18 18/02/18 12:42 03/02/18 12:42 18/01/18 12:42
22/03/18 06/03/18 18/02/18 12:42 02/02/18 12:42 17/01/18 12:42
21/03/18 05/03/18 17/02/18 12:42 01/02/18 12:42 16/01/18 12:42
20/03/18 04/03/18 16/02/18 12:42 31/01/18 12:42 15/01/18 12:42
19/03/18 03/03/18 15/02/18 12:42 30/01/18 12:42 14/01/18 12:42
18/03/18 12:42 02/03/18 14/02/18 12:42 28/01/18 12:42 13/01/18 12:42
17/03/18 12:42 01/03/18 13/02/18 12:42 28/01/18 12:42 12/01/18 12:42
16/03/18 12:42 28/02/18 12/02/18 12:42 21/01/18 12:42 11/01/18 12:42
15/03/18 12:42 21/02/18 11/02/18 12:42 26/01/18 12:42 10/01/18 12:42

Date Select-s Read again | |

»

To Read again, place cursor on the Start point _|
push i
l Test data I Media I [L Close |L Menu |
Range can be specified. XX [26/08/2021 [16:41:20
QC

PO/03/18 12:47___114/03/18 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42
29/03/18 12:42 13/03/18 25/02/18 12:42 08/02/18 12:42 24/01/18 12:42
28/03/18 12:42 12/03/18 24/02/18 12:42 08/02/18 12:42 1/18 12:42
21/03/18 12:42 11/03/18 23/02/18 12:42 07/02/18 12:42 22/01/18 12:42
26/03/18 12:42 10/03/18 22/02/18 12:42 06/02/18 12:42 21/01/18 12:42
25/03/18 12:42 09/03/18 21/02/18 12:42 05/02/18 12:42 20/01/18 12:42
24/03/18 12:42 08/03/18 20/02/18 12:42 04/02/18 12:42 19/01/18 12:42
23/03/18 12:42 07/03/18 19/02/18 12:42 03/02/18 12:42 18/01/18 12:42
22/03/18 12:42 06/03/18 18/02/18 12:42 02/02/18 12:42 17/01/18 12:42
21/03/18 12:42 05/03/18 17/02/18 12:42 01/02/18 12:42 16/01/18 12:42
20/03/18 12:42 04/03/18 16/02/18 12:42 31/01/18 12:42 15/01/18 12:42
19/03/18 12:42 03/03/18 15/02/18 12:42 30/01/18 12:42 14/01/18 12:42
18/03/18 12:42 02/03/18 14/02/18 12:42 28/01/18 12:42 13/01/18 12:42
17/03/18 12:42 01/03/18 13/02/18 12:42 28/01/18 12:42 12/01/18 12:42
16/03/18 12:42 26/02/18 12/02/18 12:42 21/01/18 12:42 11/01/18 12:42
15/03/18 12:42 21/02/18 12:42 11/02/18 12:42 26/01/18 12:42 10/01/18 12:42

Date Select-s Read again _I |

Test data I[ Media

[(. Close IL Menu

Range can be specified.

XX [26/08/2021 [16:41:20

/12728 13:32 17712728 17/712/28 13:00 17712728 12:44 18/03/30 13:18
17712728 13:31 17712728 17/712/28 12:59 17712/28 12:43 18/03/30 13:17
17/12/28 13:30 17/12/28 17/12/28 12:58 18/03/30 13:32 18/03/30 13:18
17/712/28 13:29 17712728 17712/28 12:57 18/03/30 13:31 18/03/30 13:15
17/12/28 13:28 17/12/28 17/12/28 12:56 18/03/30 13:30 18/03/30 13:14
17/712/28 13:27 11712728 17/712/28 12:55 18/03/30 13:28 18/03/30 13:13
17/12/28 13:26 17/12/28 17/12/28 12:54 18/03/30 13:29 18/03/30 13:12
17/12/28 13:25 17712728 17/12/28 12:53 18/03/30 13:27 18/03/30 13211
17712728 13:24 17712728 17/12/28 12352 18/03/30 13:26 18/03/30 13:10
17/12/28 13:23 17712728 17712728 12:51 18/03/30 13:25 18/03/30 13:09
17/712/28 13:22 17712728 17/12/28 12350 18/03/30 13:24 18/03/30 13:08
17/12/28 13:21 17/12/28 17/12/28 12:49 18/03/30 13:23 18/03/30 13:07
17/12/28 13:20 17712728 17712/28 12:48 18/03/30 13:22 18/03/30 13:08
17/12/28 13:19 17/12/28 17/12/28 12:47 18/03/30 13:21 18/03/30 13:05
17/712/28 13:18 11712728 17/712/28 12:46 18/03/30 13:20 18/03/30 13:04 ]
17/12/28 13:17 17/12/28 17/12/28 12:45 18/03/30 13:19 18/03/30 13:03
Date Select-s Read again _I |
[] :
To Read again, place cursor on the Start point
push [Read asain].

Test data

H) chanee |

|L Close IL Meru |

Range can be specified.

[ [ pox [2021705707 [10:5336

NN1-1741 Rev.1

- Touch the {Samp} tab.

Touch {Media}.
{Media} changes to {HD change}.

* The data is read from the external media.

* The test data saved on the external media
are displayed (max. 5000).

* The data are displayed from the latest
date back.

{HD change}: Returns to the display of test data
saved on the system hard disk.
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3.1 Processing Test Data

3.1.7 Searching the Test Data

The test data can be searched by Sample ID, Sample sequence No., Rack No., and test date.

The test data cannot be searched by rack position No.

When displaying the [Process data] screen, see “3.1.1 Opening the [Process Data] Screen” on page 94.

Samp QC

BO/03/18 12:47  114/03/18 12:42 26/02/18 12:42

29/03/18 12:47 13/03/18 12:42 25/02/18 12:42

26/03/18 12:42 12/03/18 12:42 24/02/18 12:42

27/03/18 12:42 11/03/18 12:42 23/02/18 12:42

26/03/18 12:42 10/03/18 12:42 22/02/18 12:42

25/03/18 12:47 09/03/18 12:42 21/02/18 12:42

24/03/18 12:42 08/03/18 12:42 20/02/18 12:42

: 23/03/18 12:42 01/03/18 12:42 19/02/18 12:42
Apphed 22/03/18 12:42 06/03/18 12:42 18/02/18 12:42
z\%sjm 12:42 05/03/18 12: 42 n;nz;\s 12:42

3 20/03/18 12:47 04/03/18 1234 16/02/18 12:42
Operatlons 19/03/18 12:42 03/03/18 12:4 15/02/18 12:42
18/03/18 12:42 02/03/18 12: 42 14/02/18 12:42

17/03/18 12:42 01/03/18 12:42 13/02/18 12:42
16/03/18 12:42 28/02/18 12:42 5

15/03/18 12:42 21/02/18 12:42 11/02/18 12:42

Date Select-s Read again

To Read again, place cursor on the Start point
push [Read asain].

10/02/18 12:42
09/02/18 12:42
08/02/18 12:42
07/02/18 12:42
06/02/18 12:42

05/02/18 12:42
04/02/18 12:42

21/01/18 12:42
26/01/18 12:42

25/01/18 12:42
24/01/18 12:42
23/01/18 12:42
22/01/18 12:42
21/01/18 12:42
20/01/18 12:42
19/01/18 12:42
18/01/18 12:42
12/01/18 12:42
16/01/18 12: 42
15/01/18 12:4;

14/01/18 12: 4
13/01/18 12:42
12/01/18 12:42
11/01/18 12:42
10/01/18 12:42

Test data I Media I

Samp
30/03/18 12:42
29/03/18 12:47
26/03/18 12:42
21/03/18 12:42

26/03/18 12:42
25/03/18 12:42

Clear

To Raad again, place cursor on the Start point
push [Read azain].

Test data Media

|t. Close IL Menu

Selecting

Samp

30/03/18 12:42
29/03/18 12:42

25/03/18 12:42

Clear

To Read again, place cursor on the Start point
push [Read again].

XX [26/08/2021 [17:14:45

Test data ] Media

106

Touch the test data tab to be displayed.

{Samp} tab
{QC} tab

Specify the test data by test date or
range.

<When specifying by test date>
Touch {Date} to specify the test date.

(= Page 100 “3.1.3 Specifying a {Date}
for the Test Data”

<When specifying by range>

Touch {Select-s} to specify the test
date range.

(= Page 102 “3.1.4 Selecting {Select-s}
for Test Data”

Touch {Test data}.

NN1-1741 Rev.1



@ l Test data Replicate I

Date | Rack | S€0. | Sample ID Iten | Data | Unit | Flag| Coment ool
P3/03/71 10:37 031-01 00007 00101 _FORT T e/l [ - S —
23/03/21 10:37 Fa 8 /e [ 1 103

28/03/21 10:37 031-02 00008 000102 FoBT 0 nefal [ - 101

23/03/21 10:37 Foa 0 ue/e [ 24 103
28/03/21 10:38 0310 00009 000103 FoBT 6 e/l [ - 101

23/03/21 10:38 Fa 60 ue/e [ 24 103

23/03/21 10:38 031-04 00010 000104 FoBT 119 nefal [ 4 101

28/03/21 10:38 Fa 0 e [ 24 103
28/03/2110:38 031-05 00011 000105 FoBT 26 ne/ol [ 4 101

28/03/21 10:38 Fa 220 usfe [ 24 103

20/03/21 10:38 031-08. 00012 000108 FOBT 9 nepl [+ 101

28/03/21 10:38 Fa 64 /e [ 1+ 103

28/03/21 10:38 031-07 00018 000107 FoBT 1140 e/l [ ¥ 101

28/03/21 10:38 FCa 21 ue/e [ 14 103
23/03/2110:38 031-08 00014 000108 FOBT 63 /ol [ - 101

20/03/21 10:38 Foa 63 ue/e [ 24 103
28/03/2110:38 031-09 00015 000103 FoBT 8 e/l [ - 101

23/03/21 10:38 FCa 0 ue/e [ - 103
28/03/2110:38 031-10_ 00016 000110 FoRT 177 nefl [ 4] 101

23/03/21 10:38 FCa 1ougle [ - 103

26/08/21 12:49 031-01 00001 000101 FoBT 0 ne/al [ - 101

26/08/21 12:43 Foa 8 /e [ 14 103

ki =
Select-s I Select item I Search I J I Jj'J

(2)
[t [ oSS [ searn |

Range can be specified. XX [o9/11/2021 [1413:11

(@sw0 I
OsamoNo. | [
[JRack No l_
Dlbate W W[ W[ D[ HR[ W

[ contirue |

[« continee |

['x [26/08/2021 [17:16:08

Search word settings 0

ESaw 10 (I )

-
@ Samp 1D

|
VI P P PR P P P P P e
N /2 PSP (S P

S| I

‘Input range is 50 digits (max) using alphanumeric and symbols.

N

3.1 Processing Test Data

Search the target sample.
(D Touch the corresponding tab.
@ Touch [Search].

Select a keyword type to be searched.
o  Samp ID (only for the {Samp} tab)
o  Samp No.
o  Rack No.
o  Date

Enter a keyword.

D Touch the entry field next to a keyword.

@ Enter a value using the keyboard.
@ Touch {OK} or {enter}.

{A/a}: Switches between large/small letters.

{Sign}: Enters symbols.

When the test date is selected, the year, month, date, hour, or minute must be entered.

Search word settings
[ESane 10 000501
DOsamwfo. | [
ORack No | [
[Date 20 YY[ MWW[ DD [ HR[

NN1-1741 Rev.1

The search condition has been entered in
an entry field.
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3.1 Processing Test Data

108

Search word settings

[E8ame 10

[Obate

[OJSame No.

ORack No

—
—
20 Y[ WN[ DD [ HR[ um

000501

= |

[ xx [26/08/2021 [17:12:07

Search word settings

[ESane 1D 000501
[]Samp No.
DRack No
[Date 20 Y[ MM[ DD [ HR[ W
Start?
———— = Cancel I Discard | ' Start I:
Cont inue

[ 0ar2022 [162259

Test data Replicate

[ Date | Rack | Iten | Data
26/08/21 12:43 031-02 0 000102 Fo 0
26/08/21 12:50 FGo 0 ue/e [ 24
26/08/21 12:50 031-03 00003 000103 FOBT 85 /el
26/08/21 12:50 Foa 850 ue/e [ 24]
26/08/21 12:50 031-04 00004 000104 FOBT 119 nefal [+
26/08/21 12:50 Ca. 1700 ue/e [ 24]
T17:50 031-05 00005 00105 _FO8T )
26/08/21 12:50 Foa 2720 we/s [ 2
26/08/21 12:50 031-06 00008 000106 FOBT 497 nefel [ 4
26/08/21 12: Foa 8 us/s [ 14]
26/08/21 12:50 031-07 00007 000107 FoBT 140 nefel [ 4
26/08/21 12: Foa 241 u/e [ 14]
08/03/21 13:12 031-01 00001 000101 FoBT 0 ne/el
06/03/21 13:12 Foa 8 /s [ 14
08/03/21 13:12 031-02 00002 000102 FOBT 0 /el
06/08/21 13:12 Foa 0w/ [ 24
08/03/21 13:12 031-03 00003 000103 FOBT 85 /el
08/03/21 13:12 80 ue/e [ 24
08/03/21 13:12 031-04 00004 000104 FOBT 18 ngful [ 4]
06/08/21 13:12 Foa 70 /e [ 24
08/03/21 13:12 031-05 00005 000105 FOBT 56 ng/ul [ 4]
08/03/21 13:12 Foa 220 ugle [ 24
Select-s I Select item | ‘ Search

Output l 1D edit I Search I

B 1touch {Continue}.

Bl Touch {Start}.

* Searching starts.

BTN The scarch results are displayed.

{Search}: Continues searching.

NN1-1741 Rev.1



3.1 Processing Test Data

3.1.8 Outputting Test Data

The specified test data is output to the selected destination.

. Prints the test data
. Saves the test data on external media.

- Outputs the test data to the host computer.

QC
BO/037T8 T2:47114/03/18 12:42 10/02/18 12:42 25/01/18 12:42 >
28/03/18 12:42 13/03/18 12:42 25/02/18 12:42 09/02/18 12:42 24/01/18 12:42 7
12/03/18 12:42 24/02/18 12:42 08/02/18 12:42 23/01/18 12:42
11/03/18 12:42 23/02/18 12:42 07/02/18 12:42 22/01/18 12:47
10/03/18 12:42 22/00/18 12:42 06/02/18 12:42 21/01/18 12:42
09/03/18 12:42 21/02/18 12:42 05/02/18 12:42 20/01/18 12:42
08/03/18 12:42 20/02/18 12:42 04/02/18 12:42 18/01/18 12:42
07/03/18 12:42 19/02/18 12:42 03/02/18 12:42 18/01/18 12:42
0/03/18 12:42 18/02/18 12:42 02/02/18 12:42 17/01/18 12:4;
17/02/18 12:42 01/02/18 12:42 16/01/18 12:42
16/02/18 12:42 31/01/18 12:42 15/01/18 12:42
15/02/18 12:42 30/01/18 12:4¢ 14/01/18 12:42
14/02/18 12:42 29/01/18 12:42 13/01/18 12:42
13/02/18 12:42 0/01/18 12:42 12/01/18 12:4;
12/02/18 12:42 21/01/18 12:4; 11/01/18 12:42 -
15/03/18 12: B 7/02/18 12:42 11/02/18 12:42 26/01/18 12: # 10/01/18 12:42 3
rA
Date Select-s Read again |
“ »
To Read again, place cursor on the Start point _I
push [Read againl.
Test data I Media | | t  Close IL Menu I
[Range can be specified. XX [26/08/2021 [17:24:57

Samp QC

29/03/1812:42
28/03/18 12:42
27/03/18 12:42
26/03/18 12:42
25/03/18 12:42

=

[ clear |

K ,

To Read azain, place cursor on the Start point
push (Read again].

Test data Media |t. Close IL Menu

Selecting XX [26/08/2021 [17:26:05

Samp QcC

B0/037 '
29/03/18 12:42
28/03/18 12:42
27/03/18 12:42
26/03/18 12:42
25/03/18 12:42

ECEir o

To Read asam _place cursor on the Start point
push [Read asain].

Media

Test data ]

NN1-1741 Rev.1

Touch the tab for the test data to be
output (printed).

{Samp} tab

Specify the test data by date or range.
<When specifying by test date>
Touch {Date} to specify the test date.

(== Page 100 “3.1.3 Specifying a {Date} for
the Test Data” d

<When specifying by range>
Touch {Select-s} to specify the test date

range.
(=" Page 102 “3.1.4 Selecting {Select-s} for
Test Data” -

Touch {Test data}.
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3.1 Processing Test Data

Specify the output range.

Date Rack | SEO. Sample 1D Item Data Unit  Flag Comment LOT_ Dil ,E |
[E3703721 10:37 031-01_00007 000101 _FOBT T ne/ul D 101 ]
23/08/21 FCa 6 usls 4] 108 .
s 01 ooz oo L o The procedure is the same as for the screen
23/03/21 031-03 00003 000103 FOBT 83 ne/nl = 101 f r 1 tin data
23/03/21 FCa. 850 ue/e 24] 103
28/03/21 031-04 00010 000104 FOBT 18 ne/ul +] 101 0 Se eC g .
23/03/21 FCa 1700 ugls [ 24 108 —— @ .
23/03/21 031-05 00011 000105 FOBT 256 ne/nL 4] 101 =3 N { -
amr mom ol o (== Page 102 “3.1.4 Selecting {Select
23/03/21 031-06 00012 000106 FOBT 497 ne/nl 4] 101 2" o]
23/03/21 FCa. 84 uele 14] 103 } -
23/03/21 031-07 00013 000107 FOBT 1140 ng/ul o 101 S for TeSt Data &
23/03/21 Ca. 241 uele 14] 103
23/03/21 031-08 00014 000108 FOBT 83 ng/nl + 101
23/03/21 a 563 ue/e 24] 103
23/03/21 031-03 00015 000108 FOBT 86 ng/ul 101
23/03/21 FCa. 0 uele = 103
23/03/21 031-10 00018 000110 FOBT 177 ne/ul +] 101
23/03/21 FCa. 1 uele =] 103
26/08/21 031-01 00001 000101 FOBT 0 ne/nl L 101
26/08/21 12:43 FCa. 85 ue/e 14] 103
==L
Select-s I Select item | I ‘ I J_‘i'l
|
Output I ID edit I Search I |¢ Cont inue I
[Range can be specified. XX l09/11/2021 [14:13:11

Test data Replicate Touch {Output} .

ate Rack | SE0. | Sanple 1D Tten | Data Unit | Flag | Coment Lo [ Dil
126/08/21 12150 031-05 00005 000105 FOBT 256 ng/nl 4] 101
126/08/21 12:50 FCa 2720 e/t 24] 103
‘75/“/2‘ 12:50 031-08 00006 000106 FOBT 437 ne/ul 4] 101
‘ZS/UK/ZY 12:50 FCa. 84 ue/e 14] 103
126/08/21 12150 081-07 00007 000107 FOBT 1140 ne/nl 4] 101
126/08/21 12:50 FCa. 241 uele 14] 103
108/08/21 13:12 081-01 00001 000101 FOBT 0 ne/ul =] 001
08/03/21 13:12 FCa. 85 uelz 14] 021
108/08/21 13:12 081-02 00002 000102 FOBT 0 ne/ul ] 001
0g/03/21 13:12 Fo 0 ue/e [ 24 021
DB/08/21 13:12 031-03 00008 00103 FOBT T g —

' i &Y
‘ Clear | Select item | Search I q | JJ’J
ot | Dedit | search | [ continee |
Selecting X (0871172021 [142058
Test data Replicate A Outputs the test data

ate | Rack | SED. | Sample ID | Iten | Data | Unit | Flag | Comnent | Lot [Din | t @ . .
6/08,/21 12:50 031-05 00005 000105 FOBT 256 ne/r +] 101 S 1 h d

] A mC i elect the destination.
6/08,/21 12:50 031-06 00008 000108 FOBT 497 ne/nl +] 101

6/08,/21 12:50 . 84 uz/z 14] 103

6/08,/21 12:50 031-07 00007 000107 FOBT 1140 ne/nl +] 101 O 13 t

6/08,/21 12:50 241 ugle 14] 103 P

/o1 1od ot oot s Fon b ot i rmter

18/09,/21 13:12 o 85 uz/z 14] 021

8/09/21 13:12 031-02 00062 anotoe FoBT 0 e/l [ - ] .

18/09,/21 13:12 o 340 ug/z 24] 021

GATR L e — - = o Ext. media

o Online
@ Touch {Start}.

Select media

@Printer  OFxt. media QOnline ] | Canoe\! Start Il
Output

= [T lnarniomot [taoner

{Cancel}: Closes the dialog box.

If an error occurs in the test result communication, selecting “Network” in the [Select media] dialog is unavailable.

A Request

- If the external media becomes full in the course of outputting the data,

replace it with another external media and touch {Retry}.
Required
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Test data Replicate

| Date | Rack | SEQ.

| Sample 1D [ Iten
000105 FOBT

Date | Unit | Fles] Comnent
n/s 4

I
Lor | Dil
o R

26/08/21 12:50 031-05 00005 26
26/08/21 12:50 FCa a0 wele [ 24 103
[26/08/21 12:50 031-08 00006 000106 FOBT 497 neful [ 4] 101
26/08/21 12:50 84 ue/e [ 14] 103
26/08/21 12:50 031-07 00007 000107  FOBT 140 neful [ 4] 101
tse/et 1z:50 FCa 21 u/e [ 14] 103
06/08/21 13:12 031-01 00001 000101 FOBT 0 nefal [ - 01
[ns/08/21 13:12 FCa 8 /s [ 14 o1
08/03/21 13:12 031-02 00002 000102  FOBT 0 nefal [ - o0
08/08/21 13:12 FCa 300 ue/e [ 24] 021
DE/08/71 13:17 31-03_00008 00103 FO8T 8 e/l [ - 0 —

—

Output

[Selecting

B Outputing. Please wait.

Left data [ 8]

NN1-1741 Rev.1

3.1 Processing Test Data

* During output, the [Output] dialog opens.
* When the output completes, the [Output] dialog
closes.
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3.2 Editing a Sample ID

The sample ID of the data selected on the [Test data] screen can be edited.

In [System Settings] - —Samp barcode settings] screen - —Sample barcode], if [Duplicated check] is set to “YES,” a
redundancy check on the Sample IDs is conducted.

However, if the sample ID of Retest data is edited, the redundancy check is not conducted.

Il Touch the {Samp! tab.
p

0703718 12:47____114/03/18 12:42 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42 @

29/03/18 12:42 13/03/18 12:42 25/02/18 12:42 09/02/18 12:42 24/01/18 L
28/03/18 12:42 12/03/18 12:42 24/02/18 12:42 08/02/18 12:47
2 21/03/18 12:42 11/03/18 12:42 23/02/18 12:42 07/02/18 12:42
Apphed 26/03/18 12:42 10/03/18 12:42 22/02/18 12:42 06/02/18 12:42
zsﬁa;m 12:42 na;na;m 12:42 zn;uz;m 12:42 nsﬁz;m 12:42
: 24/03/18 12:42 08/03/18 12:42 20/02/18 12:42 04/02/18 12:42
Operatlons 23/03/18 12:42 07/03/18 12:42 18/02/18 12:42 03/02/18 12:47

22/03/18 12:42 06/03/18 12:42 B 02/02/18 12:42
21/03/18 12:42 05/03/18 12:42 17/02/18 12:42 01/02/18 12:42
20/03/18 12:42 04/03/18 12:42 142

19/03/18 12:42 03/03/18 12:42 15/02/18 12:42

42 02/03/18 12:42 42
17/03/18 12:42 01/03/18 12:42 13/02/18 12:42
£ 28/02/18 12:42 H
21/02/18 12:42

2/01/18
11/01/18 12:42
11/02/18 12:42 10/01/18 12:42

Date I Select-s I Read asainl

To Read again, place cursor on the Start point
push [Read again].

[t close [t bem

XX [26/08/2021 [17:40:59

Test data Media

Range can be specified.

Specify the test data by date or range.
<When specifying by test date>
Touch {Date} to specify the test date.

QcC

29/03/18 12:42
28/03/18 12:42
21/03/18 12:42
25;:3;13 12:42
25/03/18 12:42 =
24/03/18 12:42 ¥

23/03/18 12:42 Page 100 “3.1.3 Specifyin a
Bt/ 1o {Date} for the Test Data”

20/03/18 12:42

19/03/18 12:42

<When specifying by range>

112

EEEir o

To Read again, place cursor on the Start point
push [Read asain].

Test data Media |t. Close IL Menu

Selecting XX [26/08/2021 [17:47:38

4
28/03/18 12:42

28/03/18 12:42

21/03/18 12:42

26/03/18 12:42

25/03/18 12:47

24/03/18 12:42

23/03/18 12:

19/03/18 12:42

[ [or ] o [ —

To Read again, place cursor on the Start point
push [Read asain].

Test data " Media

Touch {Select-s} to specify the test date
range.

= Page 102 “3.1.4 Selecting {Select-
s} for Test Data”

Touch {Test data}.
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3.2 Editing a Sample ID

Test data Replicate Select a sample 1D.
——— i (D Touch the sample ID to be edited.
S— T/t T ) T,
oo b (1) il (The sample ID can also be selected
031-03 00008 000103  FOBT 83 ne/nl ke 101 . .
ot-a4 oot owioe FT i bk | b i also by moving the cursor with the
031-05 00011 000105 ;:Y ’;:: ://:L Z; :g?
oo oow W ALY i buttons.).
- ne/ul 4] .
| 4 B} B @ Touch {ID edit}.
031-03 00015 000108 ;I‘EY 532 :/I;L 2: :ﬁ
FCa. 0 usfe - 103
031-10 00016 000110 FOBT 177 neful 4] 101
23/03/21 10:: FCa 1 wle S 103
26/08/21 12:49 031-01 00001 000101 FOBT 0 ne/ol o 101
26/08/21 12:43 FCa. 8 usle 14] 103

Select-s | Select item I earc |
) )
oot ([ wedit [] searen | [o continee |
[Range can be specified. [T loo/11/2021 [1as13em

3

Applied
Operations

When the cursor is on a sample ID with 16 or more digits in the 2D code, the ID edit function becomes
unavailable.
([ID edit] becomes inactive.)

L) el Enter a sample ID.
(s 10 1 wsor ) (1) (D Touch the entry field for the sample ID.
©) The Samp ID dialog opens.
rm I " @ Enter a sample ID using the keyboard.

"_IP_I‘_l"_I‘_If_Il_I”_]l_IJ_Ik_I @ Touch {OK} or {enter}'
'—IX—IJ—II—”:H:H:“:h/a_Is.@_I {A./a} Switches betrveen large/small letters.
P VI P PR P PO P P P P {Sign}  : Enter symbols.

Cancel

N

4| -

1Input range is 50 digits (max) using alphanumeric and symbols.

1D edit B Update the sample ID.
Saro 10 | 00001 D Touch {Continue}.

@ Touch {Start} on the dialog box.
* The edited sample ID is recorded.

() [ contine

{Cancel}: Closes the dialog box.

S {Discard}: Aborts editing of the sample ID, and returns
@ to the [Test data] screen.

S | piseard | (= start |

.|

NN1-1741 Rev.1
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3.3 Replication

The replication data of the test data specified on the [Test data] screen is displayed.

3.3.1 Displaying the [Sample Replication] Screen (Sample)

The replication data of the sample is displayed.

3

Applied

10/02/18 12:42
09/02/18

If the range is not specified or the item is not selected, all data are displayed.

QcC

Bl Touch the {Samp} tab.

25/01/18
24/01/18

12:42
12:42

12:42
12:42

[t close [t W |

Operations
Samp
0703718 12:47____114/03/18 12:42 26/02/18 12:42
29/03/18 12:42 13/03/18 12:42 25/02/18 12:42
26/03/18 12:47 12/03/18 12:42 24/02/18 12:42
21/03/18 12:42 11/03/18 12:42 23/02/18 12:42
26/03/18 12:42 10/03/18 12:42 22/02/18 12:42
25/03/18 12:42 09/03/18 12:42 21/02/18 12:42
24/03/18 12:42 08/03/18 12:42 20/02/18 12:42
23/03/18 12:47 01/03/18 12:42 18/02/18 12:42
22/03/18 12:42 06/03/18 12:42 18/02/18 12:42
21/03/18 12:42 05/03/18 12:42 17/02/18 12:42
20/03/18 12:42 3/18 12:42 18/02/18 12:42
19/03/18 12:42 03/03/18 12:42 15/02/18 12:42
18/03/18 12:42 3/18 12:42 14/02/18 12:42
17/03/18 12:42 1/03/18 12:42 13/02/18 12:42
16/03/18 12:42 28/02/18 12:42 12/02/18 12:42
15/03/18 12:42 21/02/18 12:42 11/02/18 12:42
Date I Select-s I Read again I
To Read again, place cursor on the Start point
push [Read again].
I Test data I Media I
Range can be specified.

XX [26/08/2021 [17:45:02

Sal QC 1
Specify the test data by date or range.

30/03/18 12:42 14/03/18 12:42 26/02/18 12:42 10/02/18 12:42 25/01/18 12:42
29/03/18 12:42 13/03/18 12:42 25/02/18 12:42 09/02/18 24/01/18 12:42
28/03/18 12:42 12/03/18 12:42 24/02/18 12:42 08/02/18 23/01/18 12:42
21/03/18 12:42 11/03/18 12:42 23/02/18 12:42 07/02/18 22/01/18 12:42
26/03/18 12:42 10/03/18 12:42 22/02/18 12:42 06/02/18 21/01/18 12:42
25/03/18 12:42 09/03/18 12:42 1/02/18 12:42 05/02/18 20/01 12:42
24/03/18 12:42 08/03/18 12:42 20/02/18 12:42 04/02/18 18/01/18 12:42
23/03/18 12:42 07/03/18 12:42 18/02/18 12:42 03/02/18 18/01/18 12:42
22%3;13 12:42 UB;I]’S;IE 12:42 IH;EIZ;\B 12:42 DZ%Z;\H 17;!]1?3 12:42 . .
21/03/18 12:4; 05/03/18 12:42 17/02/18 12:42 01/02/18 16/01/18 12:42
20/03/18 12:4; 04/03/18 12:42 16/02/18 12:42  31/01/18 15/01718 12:42 <W hen SpeCIfylng by test date>

03718 12:4; 13/03/18 12:42 15/02/18 12:42 30/01/18 14/01/18 12:42
1111 M2 e /1 R R 111 3008 15:48 ;

3 1. 12:. i} 12:45 1 12:.
R mWsEr  wwhpd o gaier e Touch {Date} to specify the test date.
1 18 12:4; 18 12:4; 1 18 12:42 1/1 10/01/18 12:4; LT 6 . .
= Page 100 “3.1.3 Specifying a {Date} for the
2
~ Test Data
Select |
< »

To Read again, place cursor on the Start point _'

push [Read azain].

Test data ledia [t close [t ben

Selecting range. Specify end point.

114

XX [26/08/2021 [17:45:17

<When specifying by range>
Touch {Select-s} to specify the test date range.

(= Page 102 “3.1.4 Selecting {Select-s} for
Test Data”
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Samp

T8 17:4,
29/03/18 12:42
26/03/18 12:42
27/03/18 12:42
26/03/18 12:42
25/03/18 12:42
24/03/18 12:42
23/03/18 12:42
22/03/18 12:42
21/03/18 12:42

20/03/18 12:42
19/03/18 12:42

| [T ]

To Read again, place cursor on the Start point
push [Read azain]

Test data ' Media

|t. Close |«.’ Menu

Selecting

[T beox [26/08/2021 (174533

cate
LOT_Dil
[} 101 1

108

00008 000102 0 = 101

340 /e 24] 108

00003 000103 83 ne/nl ] 101

850 ue/e 24] 103

00010 000104 18 ne/al +] 101

1700 ue/e 24] 108

o011 000105 256 ne/ul [ 4] 101

2720 usle 24] 108

w012 000108 97 nefil [ 4] 01

84 uele 14] 108

00013 000107 1140 ne/ul +] 101

241 uele 14] 103

00014 000108 83 ne/al 8o 101

563 ue/e 24] 103

3/03/2° 38 03 00015 000108 9 ne/ul 3 101

3/03/21 10:38 0 usle s 103
3/03/21 10:38 031-10 00016 000110 177 ne/nl 4]
3/03/21 10:39 1 uele o
26/08/21 12:43 031-01 00001 000101 0 ne/al o
26/08/21 12:43 85 uele 14]

" Select-s "

Select item I

Output I ID edit I Search I

|¢ Cont inue I

Range can be specified.

o osy11/2021 [143:11

|
Lor | Dil
101 i

Testd Replicate
Rack | SEO. Sample 1D | Item Data Unit | Flag  Comment

23/03/21 10:37 031-01 00007 000101 FOBT 0 ne/ul 3
23/03/21 10:37 FCa 85 uwls 4]
23/03/21 10:37 031-02 00008 000102 FOBT 0 neful =
23/03/21 10:37 FCa 340 /s 24]
23/03/21 10:38 031-03 00003 000103 FOBT 83 neg/nL 5
23/03/21 10:88 FCa 850 ue/x 24]
23/03/21 10:38 031-04 00010 000104  FOBT 118 ng/ul +]
23/08/21 10:88 FCa 1700 ue/e 24]
23/03/21 10:38 031-05 00011 000105  FOBT 256 neg/nl 4]
23/03/21 10:88 FCa 2720 /e 24]
23/03/21 10:38 031-05 00012 000105 FosT 97 neful [ 4]
28/08/21 102 84 't 14]
123/03/21_10:38 031-07 00013 000107 FosT 1140 _ng/ul [ 4

T
23/03/21 10:38 FCa 563 ug/e 24]
23/03/21 10:38 031-03 00015 000108 FOBT 9 ne/nl 4
23/03/21 10:38 0 uele 24
23/03/21 10:38 031-10 00016 000110 FOBT 177 ne/nl +]
23/03/21 10:39 A 1 uele s
26/08/21 12:43 031-01 00001 000101 FOBT 0 ne/ul =
28/08/21 12:43 FCa 85 ue/e 4]

h Select " |
[

Output I ID edit I Search I

|o Cont inue I

Selecting range. Specify end point.

NN1-1741 Rev.1

[xx foar1172021 142554

3.3 Replication

Touch {Test data}.

Specify the test data within the test date
range.

(D Touch the test date of the starting
point (the cursor buttons at the bottom
right of the screen can also be used).

@ Touch {Select-s}.

* The line of the specified date changes to
blue (starting point)

* {Select-s} changes to {Select}.

@ Touch the test date of the ending point
(the cursor buttons at the bottom right
of the screen can also be used).

* The lines of the specified range changes to
blue (ending point).

@ Touch {Select}.

* The data in the specified range is
displayed.

* When the ending point is finalized,
{Select} changes to {Clear}.

{Select-s}: Finalizes the starting point data for range
specification.

{Select}: Finalizes the ending point data for range
specification.

{Clear}: Clears the specified range.
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3.3 Replication

Test data Replicate Select an item of test data.

| I .
e e e o i @ Touch {Select item}.
208/ 10287 Fa 8 ufe [ 14 109 . . . .
R —— - 2 5% i The item select dialog is displayed.
23/03/21 10:38 031-03 00003 000103 FOBT 83 ne/al < 101
23/03/21 10:38 Ca. 850 ue/e 24] 108
23/03/21 10:38 031-04 00010 000104 FOBT 113 ne/nl 4] 101
23/03/21 10:38 FCa 1700 ue/e 24] 103
S — R o @ Sel - he dial
e — o Select an item on the dialog.
123/03/21 10:38 031-07 00013 000107 FOBT 1140 ng/nl 4] 101
/03721 10238 FLa ZIT 3 G T —
0 ® Touch {OK}.
Ll \ * {Select item} changes to {Cancel}.
et | Dedit | search | [ continee | {Cancel}: Clears the range specification and item
Selecting Bk [os/172021 142620 selection.
3 Please( D et test to run.
Applled C1CFOBT] I N [JCFCa] [ [Nor i
Operations Bl g Bl lelay Bl
| Cancel ” 0 '
3

Test data [ Replicate I3 Touch the {Replicate} tab.

L Rack | SEO. | Sample 1D Iten | Data Unit | Flag | Conment Lot [ pil _E
13/03/18 12:43 601-04 05401 000501 FoBT 6 neful [ -] 101
18/03/18 12:44 801-04 05402 000501 FOBT 8 neful [ -] 101
13/03/18 12:45 §01-04 05403 000501 FOBT 6 neol [ -] 101
18/03/18 12:48 801-04 05404 000501 FOBT 8 ne/ul [ -] 101
13/03/18 12:47 §01-04 05405 000501 Fo8T 6 neful [ -] 101

- |
Clear I Cancel | ea | J_:llj'_l

oot | o | search [ o contine |

Selecting X [26/08/2021 [17:47:11

lestdata Replicats The [Replicate (sample)] screen

Date Rack | SEO. | Sample 1D Iten |Dsta | Unit | Flas] Coment Lot | Dil_

19/03/18 12:43 601-04 05401 000501 FOBT 6 nefol [ -] {1l i Opens

19/03/18 12:44 01-04 05402 000501  FoBT 6 neful [ -] 101

13/03/18 12:45 01-04 05403 000501 FOBT 6 nefol [ -] iof

19/03/18 12345 601-04 05404 000501 FOBT 6 neful [ -] 101

19/03/18 12:47 B01-04 05405 000501 FOBT 6 nefol [ -] o1
~ | |

I Select item earct | g | _'__"J
@ Continue |
( )

{Time course}: Displays the time course data.
(== Page 131 “3.3.9 Displaying and Printing Time Course (Sample)”

{Search}: Searches the sample by the sample ID, sample No., rack No., and test date.
(== Page 126 “3.3.7 Searching Replication Data”
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Content of the [Replicate] screen

3.3 Replication

Display item Content Remarks
Date Date and time of the sample test
Rack Rack No.- Rack Position No.
SEQ. Sample sequence No.
Sample ID Barcode on the sample bottle
Item Test item
Data Test result (concentration)
Units of measured data
Units FOBT: ng/mL
FCa: pg/g
Flag -+, 14, 24, 3+
Error information (excluding read errors)
Outputs a blank for the
UR Under range measured data and the
Comment flag (displayed for
dilution retest)
OR Over range Outputs a flag only
PRC Prozone Outputs a flag only
LOT Lot of the sample used for the test.
Dilution information
Space No dilution (analyze, retest)
A No dilution (retest)
Dil I
A10 Dilution by a factor of 10
(retest)
A20 Dilution by a factor of 20
(retest)
A100 Dilution by a factor of 100
(retest)
A200 Dilution by a factor of 200
(retest)
A400 Dilution by a factor of 400
(retest)

NN1-1741 Rev.1
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3.3 Replication

3.3.2 Displaying [Replicate (STD)] Screen

STD replication data is displayed.

MENU

Start analysis

Touch {Create CC}.

Set reagent Create CC graph

Set reagent Create CC

— . ( \
3 @Process data d)
Applied
Operations

Touch {CC list}.

CC create Set reagent Replace cell
Operator 10:22ZZZ MainVer.1.40 GVer.1.17
select |(ESeEN | IFS2T]
Remaining 55 Specify the lot to create CC. The [CC list] screen opens.
Assay item Lot. Remaining tests
® FOBT 001 8 0C detected
FOBT 001 118 CC detected
o Fa 021 116 0C detected
Lot. Expiry date
101 31/12/2021  Cal. barcode
Wash sol  P. water
Start I ‘ Test setting IL Menu I
o et rosa
Select CC.
@ FOBT c C Fta c G Nore
@ . v + 00
I Lot. Creation date Lot. Creation date
’ | 002 07/12/2020 09:05 | 001 06/07/2020 09:02 @ Select an item.
002 02/11/2020 09:01 .
@ Touch the lot or creation date of the
002 05/10/2020 09:13 :
e e CC to be edited or recalculated.
@ | 001 07/09/2020 09:02 |
001 03/08/2020 09:05
*The selected CC is indicated by the [»] mark.
Graoh | Reolicate | [ o |
B 2 s
Touch {Replicate}.
& FOBT (o} C Fta =  None
Lot. Creation date Lot. Creation date
» | o0 07/12/2020 09:05 | 001 06/07/2020 09:02
002 02/11/2020 09:01
002 06/10/2020 09:13
| 001 07/09/2020 09:02 |
001 03/08/2020 09:06
T | U eee 1 D) Close
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Replicate (STD)

Date Rack
12/ : 11-01 -

DAT

07/12/20 09:04 011-01 STD-1
07/12/20 09:04 011-01 STD-1
07/12/20 09:04 011-02  STD-2
07/12/20 09:04 R -
07/12/20 09:04 011-02 STD-2
07/12/20 09:04 011-03 STD-3
07/12/20 09:04 011-03 STD-3
07/12/20 09:04 011-03 STD-3

[FOBT]
Reagent lot:002
CAL lot:011

D42 DAT_coment DA2_comnent S
07712720 09:04_011-01 _ST0-1 2 7 =]
8
4
81
2 82

q »

L

Save data | Time course |/ Close

XX [26/08/2021 [17:54:27

Content of the [Replicate (STD)] screen

3.3 Replication

Data of the selected CC are displayed.

Display item Content Remarks
Date Date and time when STD was

measured
Rack Rack No.- Rack Position
(Blank) STD concentration (STD-1 - STD-6)
DAl ABS (A#) change amount A3-Al

(=" Page 236 “1.2 DA Value

DA2 ABS (A#) change amount A2-A0 Calculation”

DA1 comment

DA1 comment

DA2 comment

DA2 comment

-

\-

{Save to media}: Saves the replicate data to an external media.

(== Page 120 “3.3.3 Saving Replicate Data (STD) to External Media”

{Time course}: Opens the [Time course data] screen.

(== Page 132 “3.3.10 Displaying and Printing Time Course (STD)”

(== Page 135 “3.3.12 Changing the Time Course Range (STD)”

{Close}: Returns to the [Select data] screen.
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3.3 Replication

3.3.3 Saving Replication Data (STD) to External Media

By opening the [Replicate (STD)] screen, the replication data displayed on the screen can be saved to

external media.
The explanation starts from the condition at which the [Replicate (STD)] screen is displayed.

(==~ Page 118 “3.3.2 Displaying [Replicate (STD)] Screen”

3 Reglicate 1Dy On the [Replicate (STD)] screen, touch
. Date Rack DAT DA2 DA _comment DA2_comment the {SaVe data} button'
7/12/20 09:04 011-01 STO-1 2 2
b MR SRR
Operations 04 0112 ST ats :
P piaza ggfgg -ty sio2 8 g * The STD replication data is saved on the
D7/13/a0 o4 o108 Sba w8 1an external media.
07/12/20 09:04 011-03 STD-3 199 199
07/12/20 09:04 011-03 STD-3 200 200 =
[FOBT] ;] |

Reagent lot:002 <
CAL lot:011

” Save data lTimeoourse t  Close

XX [26/08/2021 [17:54:27

If external media is not connected, the “External media is not connected” message will be displayed. Connect

external media and touch {Retry}.
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3.3 Replication

3.3.4 Displaying the [Replicate (QC)] Screen

The QC replication data is displayed.

If a range is not specified, all data are displayed on the screen.

= [ ac J Bl Touch the {QC} tab.

0703718 17:47___114/03/18 12:42 26/02/18 12:42 10/02/18 25/01/18 12:42 4+

29/03/18 12:42 13/03/18 12:42 25/02/18 12:42 09/02/18 24/01/18 12:42 L

26/03/18 12:42 12/03/18 12:42 24/02/18 12:42 08/02/18 23/01/18 12:42

21/03/18 12:42 11/03/18 12:42 23/02/18 12:42 07/02/18 22/01/18 12:42

26/03/18 12:42 10/03/18 12:42 22/02/18 12:42 06/02/18 21/01/18 12:42

25/03/18 12:42 09/03/18 12:42 21/02/18 12:42 05/02/18 20/01/18 12:42

24/03/18 12:42 08/03/18 12:42 20/02/18 12:42 04/02/18 19/01/18 12:42

23/03/18 12:42 07/03/18 12:42 18/02/18 12:42 03/02/18 18/01/18 12:42

22/03/18 12:42 06/03/18 12:42 18/02/18 12:42 02/02/18 17/01/18 12:42

21/03/18 12:42 05/03/18 12:42 17/02/18 12:42 01/02/18 16/01/18 12:42

20/03/18 12:42 04/03/18 12:42 18/02/18 12:42 31/01/18 15/01/18 12:42

18/03/18 12:42 03/03/18 12:42 15/02/18 12:42 30/01/18 14/01/18 12:42

18/03/18 12:42 02/03/18 12:42 14/02/18 12:42 29/01/18 13/01/18 12:42

17/03/18 12:42 01/03/18 12:42 13/02/18 12:42 28/01/18 12/01/18 12:42

16/03/18 12:42 28/02/18 12:42 12/02/18 12:42 27/01/18 11/01/18 12:42 z Applied
15/03/18 12:42 21/02/18 12:42 11/02/18 12:42 26/01/18 12:42 10/01/18 12:42 pplie

Operations
Date ' Select-s I Read again

To Read again, place cursor on the Start point
push [Read again].

Test data I Media I

Specify the test data by date or range.
<When specifying by test date>

B TR0 Da/te/a) 2201 1t

prat ool g g Touch {Date} to specify the test date.
S s nemase) soi -

1/08/21 22 1 22:01 - e PP

e/l 2Dl DAl 2 (= Page 100 “3.1.3 Specifying a {Date} for
19/08/21 22:01 03/08/21 22:01

18/08/21 22:01 02/08/21 22:01 2

17/08/21 72:01 the Test Data

16/08/21 22:01

15/08/21 22:01

14/08/21 22:01

13/08/21 22:01

12/08/21 22:01 ]

11/08/21 22:01

<When specitfying by range>
, [cer_|

Touch {Select-s} to specify the test date range.

(= 'Paaloz “Selecting {Select-s} for Test

. 2
s Data
Test data | t  Close |t.
Selecting WX oozt (15735

Samp Bl Touch {Test data}.

DB/08/7T 22:01 _110/08/21 22:01 4
25/08/21 22:01 09/08/21 22:01 1]
24/08/21 22:01 08/08/21 22:01

23/08/21 22:01 07/08/21 22:01

22/08/21 22:01 06/08/21 22:01

21/08/21 22:01 05/08/21 22:01

20/08/21 22:01 04/08/21 22:01

19/08/21 22:01 03/08/21 22:01

18/08/21 22:01 02/08/21 22:01

17/08/21 22:01

16/08/21 22:01

15/08/21 22:01

14/08/21 22:01

13/08/21 22:01

12/08/21 22:01

11/08/21 22:01

‘ [“Clear I ;I |

Test data I

NNI1-1741 Rev.1
ev 121



3.3 Replication

sk l Repliteeize | Touch the {Replicate} tab.
ck | OC no 0 lot SEQ. | Item Data "%t Comment _'P

Date Rac
03302 011-08

1 0100001 _Fo8T T 1|y 7
06/07/20 09:02 011032 001 00002 FOBT T ne/al —
06/07/20 09:02 011-10 & 001 00003  FOBT a7 ne/l
06/07/20 03:04 011-08 1 001 00001 Mone 3 ne/ol
06/07/20 03:04 01103 2 001 00002 None 19 nefal
D6/07/20 03:04 011-10 & 001 00003 Mone 482 nefl
06/07/20 09:06 011-08 1 001 00001 FCa 84 /e
06/07/20 09:06 011-03 2 001 00002 FCa 241 ue/e
06/07/20 09:08 011-10 8 001 00003 FCa 563 ue/e
03/08/20 03:01 011-08 1 001 00001  FCa 84 us/e
03/08/20 03:01 01103 2 001 00002 FCa 241 ue/e
03/08/20 03:01 01110 § 001 00003 FCa 563 ug/s
03/08/20 03:03 011-08 1 001 00001 None 93 ne/ul
03/08/20 09:03 011-09 2 001 00002 Hone 19 ne/al
03/08/20 03:03 011-10 3 001 00003 None 482 ne/l
03/08/20 09:05 011-08 1 001 00001  FOBT 77 /il
03/08/20 03:05 011-03 2 001 00002 FOBT 141 ne/al
03/08/20 09:05 011-10 & 001 00003 FOBT 407 ne/il
07/03/20 03:01 011-08 1 001 00001  FOBT 7 ne/ul
07/03/20 09:01 011-03 2 001 00002 FOBT 141 neful
07/03/20 03:01 011-10 3 001 00003 FOBT 47 ne/l )
07/03/20 09:02 011-08 1 001 00001  None 93 ne/ul ¥

QcID

Bl
Select-s | Select item | ;I ;I—"’J

Output I Search I | t  Close I
F——— R
3 Test data Replicate The [Replicate (QC)] screen is displayed.
. s o [ 30 [0 ot 50 [ Tin [oss Tt [oment - .
Apphed [S/7/70 DR AT T 07— 00007 FoBT E /il il * QC IDs are dlsplayed.
06/07/20 09:02 011-08 1 [ 00001  FOBT 77 ne/nl —
: 06/07/20 09:02 011-08 1 001 00001  FOBT 77 ne/ol

Operat]()ns 06/07/20 03:02 011-03 2 001 00002 FOBT 141 ng/nl
08/07/20 09:02 011-03 2 001 00002 FOBT 141 ne/nl
06/07/20 09:02 011-08 2 001 00002 FOBT 142 ne/nl
08/07/20 09:02 011-10 3 01 00003 FOBT 407 ne/nl
06/07/20 09:02 011-10 3 01 00003 FOBT 407 ne/nl
06/07/20 09:02 011-10 3 001 00003 FOBT. 408 il
06/07/20 09:04 011-08 1 1 00001 None 98 ne/nl
08/07/20 09:04 011-08 1 01 00001 None 93 ng/nl
08/07/20 09:04 011-08 1 001 00001  None 100 ne/nl
06/07/20 09:04 011-09 ¢ 001 00002  None 18 ne/al N
R N {Close} : Returns to the process data start screen.
08/07/20 09:04 011-09 2 001 00002  None 13 ne/ul
08/07/20 09:04 011-10 3 01 00003 None 482 ne/ol
06/07/20 09:04 011-10 3 001 00003  None 482 ng/ol
08/07/20 03:04 011-10 3 001 00003 None 483 ne/nl
06/07/20 09: -08 1 01 00001  FCa 83 uele
08/07/20 09:06 011-08 1 01 00001  FCa 84 ugle
08/07/20 03: -08 1 001 00001  FCa 85 us/e .I
08/07/20 09:06 011-09 2 oot 00002  FCa 238 ugle 7

Qcip ;l [
Select-s | Select item I I ;I ;l_—i—l

Time course I Search [ |t. Close I

Range can be specified. ox [oa/11/2021 [1a30:02

Content of the [Replicate (QC)] screen

Display item Content Remarks

Date Date and time when QC was measured
Rack Rack No.- Rack Position No.

QC no. QC sample No.

QC lot QC sample lot number

SEQ. QC sequence number

Item Test item
DATA QC sample measured data
Units Units of measured data

FOBT: ng/mL
FCa: pg/g

Comment Barcode read error
QCID QC ID of the QC sample at the cursor position

When the QCID has 16 or more digits of 2D code, only 15 digits from the beginning are displayed.

{Time course} : Displays the time course data.
(== Page 131 “3.3.9 Displaying and Printing a Time Course (Sample)”
{Search} : Searches the sample by the sample ID, sample No., rack No., and test date.
(== Page 126 “3.3.7 Searching Replication Data”
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3.3 Replication

3.3.5 Specifying {Select-s} for Replication Data

The replication data can be specified within a test date range (from starting point to ending point) by

touching the test date or by operating the cursor buttons on the [Replicate] screen.

Specifying the starting point and touching {Select-s} sets the replication data starting point.

When the ending point is specified and {Select} is touched, the replication data ending point is set.

When both starting point and ending point are finalized, the replication data between the starting and

ending points are specified. 3

Applied
The explanation starts from the condition at which the [Replicate] screen is displayed. Lo

(% Page 114 “3.3.1 Displaying the [Sample Replication] Screen (Sample)” -

lestdata Resticate Specify the replication data starting point.

© - bt i wi -y @ Touch the date and time to be used as a
23/03/21 \II;U 031-02 00008 000102 FOBT ; urv(/ml. ‘-' ::\ s M
B e o B RAL " starting point.
23/03/21 10:38 031-04 00010 000104  FOBT 19 nefal 4] 101
Elo e B E : @ Touch {Select-s}.
. e Lo " : o ) )
/a1 0 0006 1012 s R s [ m The starting point is set. (The line of specified
23/08/21 WEEX 031-07 00013 000107 FOBT IN? ﬂmL ‘: :2; d t t m bl )
g&/ﬂﬁ/ﬂ méax 031-08 00014 000108 FOBT 2:3 nz/:L o) 101 a e u S ue'
ggggg% 1“5 131-03 00015 oot 7081 et ng * When the Stal'ti]’lg pOint is set, {Se]ect—s}
FrmT - — A e W to {Seloct
P s ey i changes to {Select}.
26/08/21 12:43 FCa 85 uele 14] 103 <

l Select-s " Select item | ;l JJ’J

[ Tine course | search | [« continee |

Range can be specified. XK [og/11/2021 143038

Specify the replication data ending point.
(D Touch the date and time to be used as an

Test data Replicate
Sample 1D Item Data Unit | Flag | Comment LOT | Dil .?
- 101 =

Dste Rack | SEO.
23/03/21 10:37 031-01 00007 000101 FoBT 0 ne/al

28/03/21 10:37 Fe: 8 ugfs [ 14] 103 d 1
20/03/21 10:37 031-02 00008 oootez FoeT [ 101 en lng p01nt-
W%Z‘ 055 oa1-08 g oniosFoer i o1 * 1 1
28/03/21 10:38 031 -
foa e ot The line of the specified range turns blue.
28/03/21 10:38 031-04 00010 000104 FBT 19 /el [+ 101
20/03/21 10:38 Fo: 70 we/e [ 24 103
23/03/21 10:38 031-05 00011 o00its  FoeT 258 he/ [ 101 @ Touch {Select} .

:38 Fo: 2 103

oootas B neful [ 4 101

e n * The data of the specified range is displayed.

23/03/21 10:38 031-08 00014 anoios

28/03/21 10:38 FC: 563 2 103 * 1 1 1 1

A P o B % A (T When the ending point is specified, {Select}
23%3?2! 10:38 FCa 0 u(é{ Lt 108

G o 3 B 10 changes to {Clear}.

26/08/21 12:43 031-01 00001 000101 FOBT 0 ng/ul + 101 e

26/08/21 12:48 FCa 8 ue/e 14] 108 y

1 T ]] | | JJJ {Select-s}: Finalizes the starting point of the range

specification.

[ Tine course | searcn | [+ continee | {Select}: Finalizes the ending point of the range
Selecting range. Specify end point. %X [09/11/2021 [14:31:00 Speciﬁcation_

{Clear}: Clears the specified range.
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3.3 Replication

When the dates and times specified as the starting point and ending point are the same, only one test data set is

specified.

To redo the specification of the replication data range, touch {Clear}. All replication data are displayed, and no

range is specified.

est data Replicate

Dofe | Rack |SE0. | Sample 1D | Iten |Dota | Unit| Flag] Coment Lor [ oil |
3/03/21 10:37 031-01 00007 000101 FOBT 0 ne/ul [ - 101
3/03/21 10:37 Fa 8 ue/e [ 14] 103
3/03/21 10:37 031-02 00008 000102 FOBT 0 /il 101
3/03/21 10:37 Fa 0 ugfs [ 24] 103
3/03/21 10:38 031-03 00003 0001023 FOBT 63 ne/ol [ -] 101
3/03/21 10:38 50 uefs [ 24] 103
3/03/2110:38 031-04_ 00010 000104 FOBT 18 ne/ol [ 4 101
3/03/21 10:38 Co 1700 uefs [ 24] 103
3/03/21 10:38 031-05 00011 000105 FOBT 256 ne/al [ 4] 101
3/03/21 10:38 Fa 220 wefs [ 24 103
3/03/21 10:38 031-06 00012 000106 FOBT 497 nehl [ 4] 101
3/03/2110:38 FLa 84 ue/e [ 14] 103
3703721 10:38 031-07 00013 00107 _FOBT T4 _ne/ul [ 101 ]

3

Applied
Operations

[Tior | select

iten | carch |

Time course I Search I

[o continee |

Selecting

124

o [osy11/2021 [1431:11

The replication data is specified.
* The specified replication data is displayed.
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3.3 Replication

To further limit the test items to be processed on the [Replicate] screen, select an item.
The explanation starts from the condition at which the [Replicate] screen is displayed.

(=" Page 114 “3.3.1 Displaying the [Sample Replication] Screen (Sample)” -

it gk Reslliie Touch {Select item}. The item

oo Fack [ 560. [ Sample 10| Tton [ Data__| it Fise Coment wr bil 1 dial g op
3703721 T0:37 031-01 00007 000101 _FOBT T ne/al [ - ST — S¢ eCtlon 1alog opens.
23/13/21 10:57 Fta W /e [ 1 103
28/03/21 10:37 031-02 00008 000102 FoBT 0 nefel [ - 101
23/13/21 10:57 To 0w/ [ 2] 103
28/03/21 10:36 03103 00009 000103 FoBT 6 ne/ol [ - 101
23/03/21 10:38 o 950 wefs [ 24 103
28/03/2110:36 031-04 00010 000104 FoBT 3 nefol [ 4 101
23/03/21 10:31 o 00wl [ 24 103
28/03/2110:38 03105 00011 000105 FoBT B ne/ol [ 4 101
23/03/21 10:38 o 720 /s [ 4] 103
23/03/21 10:36 03106 00012 000108 FoBT 97 e/l [ 4] 101
23/03/21 10:38 o 8 /e [ 14 103
28/03/2110:38 031-07 00013 000107 FoBT 140 nefol [ ] 101
29/03/21 10:31 o 21 ule [ 1] 103
23/03/21 10:38 031-08 00014 000108 FoBT 8 ne/al [ - 101
23/03/21 10:38 T 58 ue/e [ 2] 103 .
23/03/21 10:38 031-03 00015 000103 FoBT 3% nefal [ - 101
20/03/21 10:38 FCa 0 uefe [ - 103 Applled
23/03/21 10:38 031-10 00016 00110 FoeT 7 nepal [+ 101
23/03/21 10:39 o 1 uwle [ 103 g
26/08/21 12:43 031-01 00001 oo0to1 FoeT 0 nefal [ - 101 Operatlons
26/08/21 12:43 o 5 e [ 14 103
=
‘ Select-s I [ Select item |} arch | q I _|__"_I
Tine course | search | [+ continee |

: Select a test item.
Pleas@leot test to run.

D Select an item in the dialog.

CICFBT]  OifNore]  DI(FCa]  OlNore]  CIN @ Touch {OK}

OlNone]  ClNonel  DIIN DlNonel DN
[~ Cancel ” oK ”
2

The selected item data are displayed.

o=
_J_‘iJ {Cancel} : Clears the range specification and

item selection.

Date | Rack | SEO. Sample ID Item Data Unit | Flag  Comment LOT | Dil .
T A i R * {Select item} changes to {Cancel}.
23/03/21 10:37 031-02 00008 000102 FOBT 0 ng/ul - 101
23/03/21 10:38 031-03 00009 000103 FOBT 63 ne/al - 101
23/03/21 10:38 031-04 00010 000104  FOBT 119 ng/ul 4] 101
23/03/21 10:38 031-05 00011 000105  FOBT 266 ne/ul 4] 101
23/03/21 10:38 031-08 00012 000106  FOBT 437 ne/ul 4] 101
23/03/21 10:38 031-07 00013 000107 FOBT 1140 ng/ul 4] 101
23/03/21 10:38 031-08 00014 000108  FOBT 63 ng/ul o 101
23/03/21 10:38 031-03 00015 000108 FOBT 96 ne/al 101
28/03/21 10:38 031-10 00018 000110 FOBT 177 neful 4] 101
26/08/21 12:49 031-01 00001 000101  FOBT 0 ne/ul = 101
26/08/21 12:48 031-02 00002 000102 FOBT 0 ng/ul > 101
26/08/21 12:50 031-03 00003 000103 FOBT 63 ng/ul Ee 101
26/08/21 12:50 031-04 00004 000104  FOBT 19 ne/ul 4] 101
26/08/21 12:50 031-05 00005 000105  FOBT 266 ng/al +] 101
26/08/21 12:50 031-06 00008 000108  FOBT 437 ne/ul 4] 101
26/08/21 12:50 031-07 00007 000107  FOBT 1140 ne/ul +] 101
08/09/21 13:12 031-01 00001 000101  FOBT 0 neful - oo1
08/09/21 13:12 031-02 00002 000102  FOBT 0 ng/ul o 001
08/09/21 13:12 031-03 00008 000103 FOBT 63 ne/ul = oot
08/08/21 13:12 031-04 00004 000104  FOBT 113 ne/ul 4] 001
08/09/21 13:12 031-05 00005 000105  FOBT 256 ne/ul 4] oo1
Select-s I | Cancel ] earch | 4 |

Timecoursel Search I @ Continue I
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3.3 Replication

3.3.7 Searching Replication Data

The replication data can be searched by sample ID, sample number, rack number, and test date.
The explanation starts from the condition at which the [Replicate] screen is displayed.
(==~ Page 114 “3.3.1 Displaying the [Sample Replication] Screen (Sample)” -
When a range is not specified, all error samples do not become the target of the error sample search.
The replication data cannot be searched by rack position number.
The replication data range can also be specified by {Select-s} on the [Replicate] screen. The procedure is the

same as “3.3.5 Specifying {Select-s} for Replication Data” on page 123.

3

. Test data Replicate 1 T h S h
Applied ﬁﬁ ouc earch}.
1 Date Rack | SEO. Sample 1D Iten Data Unit Flag Comment LoT_ Dil
Operations o (T e e 17
23/03/21 10:37 031-02 00008 000102 FOBT 0 ne/nl £ 101
23/03/21 10:38 031-03 00003 000103 FOBT 63 ne/nl r 101
23/03/21 10:38 031-04 00010 000104 FOBT 19 ng/nl 4] 101
23/03/21 10:38 031-05 00011 000105  FOBT 256 ne/nL 4] 101
28/03/21 10:38 031-06 00012 000106  FOBT 497 ne/nl +] 101
23/03/21 10:38 031-07 00013 000107 FOBT 1140 ne/nl +] 101
13/21 8 031-08 00014 000108 FOBT 83 ne/nl - 101
23/03/21 10:38 031-03 00015 000103 FOBT 8 ne/nl = 101
3/21 8 031-10 00016 000110 FOBT 177 ne/ul 4] 101
26/08/21 12:43 031-01 00001 000101 FOBT 0 ne/nl ] 101
26/08/21 12:49 031-02 00002 000102 FOBT 0 ne/nl L 101
26/08/21 12:50 081-03 00003 000103 FOBT 63 ne/nl =] 101
26/08/21 12:50 031-04 00004 000104  FOBT 19 ng/nl 4] 101
26/08/21 12:50 031-05 00005 000105  FOBT 256 ne/nL +] 101
26/08/21 12:50 031-06 00006 000108 FOBT 497 ne/nl 4] 101
26/08/21 12:50 031-07 00007 000107 FOBT 1140 ne/nl 4] 101
08/09/21 13:12 031-01 00001 000101 FOBT ne/nl =] 001
08/08/21 13:12 031-02 00002 000102  FOBT 0 ne/ol C 001
08/09/21 13:12 081-03 00003 000103 FOBT 8 ne/nl 001 B
08/09/21 13:12 031-04 00004 000104  FOBT 18 ng/nl 4] 001 ’J
08/08/21 13:12 031-05 00005 000105  FoBT 256 ne/nl 4] 001 <

Select-s | ' “Cancel 1 | _‘J _lj'_l

T | |

[Ranae can be coecifid.

Search word settings

X loar1/001 haszoa

Select the keyword to be searched.

@ : o  Samp ID (only for the {Samp} tab)
mEt - o  Samp No.
LI o Rack No.
mps 20 Y[ WM[ DD [ HR[
o  Date

[z oo |

XX [28/08/2021 (180745

Search word settings

\Eﬁé'm:@ (T )

Enter a value.
5 (D Touch inside the “entry field” next

Samp 1D

126

L

[ \

CE T e e I Jor Jomr | 5
caneel [ :

Input range is 50 digits (max) using alphanumeric and symbols.

to a keyword.
@ Enter a value using the keyboard.
(® Touch {OK} or {enter}.

{A/a}: Switches between large/small letters.

{Sign}: Used to enter symbols.
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3.3 Replication

If “Test date” is selected, the year, month, day, hour, or minute must be entered.

The search range is the range specified on the [Test data] screen.
A search condition is entered in the

(@sen | o0 entry field.
Osaebo. | [
ORack No | [

Obate 20 W[ W[ DD [ HR[ um

Cont inue

XX [26/08/2021 [18:03:03 ;

Applied
BB Touch {Continue}. Operations

[ESam 1D [ 000501
O Same No.
[Rack No

Olbate 200 Y[ MM[ DD [ HR[

[ Cont inue

[T l26/08/2021 [18:03:03

Search word settings

Touch {Start}.

[®Samp 1D [ 000501

* The search starts.
O Samp No.
[JRack No

Obate 20 Y[ MM[ DD [ HR[

Start?

= 7Ca7m:e\7l Discard |

[T (2570372022 [16:25:36

Cont inue

sttty feplicate The search results are displayed.

Date ok | SE0. | Saple 1D [Data | Unit | Flag | Goment

J12/17 12:44 112-04 01002 B ne/ol [
21/12/1T 12:45 112-04 01003 1 8 ne/al [ -
20/12/17 12:48 112-04 01004 000501 FoBT 8 neful [ -]
21/12/17 12:47 112-04 01005 000501 FoBT 8 nefal [ -]
21/12/17 12:48 112-04 01005 000501 FoBT 8 ne/l [ -]
21/12/17 12:48 112-04 01007 000501 FoBT 8 ne/l [ -
21/12/17 12:50 112-04 01008 000501 FogT 8 ne/l [ -
21/12/17 12:51 11304 01003 000501 Fo8T 86 /ol [ -]
21/12/17 12:52 113-04 01010 000501 FoBT 8 nepl [ -]
21/12/17 12:58 118-04 01011 000501 FoBT 8 nepl [ -]
21/12/17 12:58 113-04 01012 000501 FoBT 8 ne/l [ -
21/12/17 12355 113-04 01013 000501 Fo8T 88 ne/ol
21/12/17 12:56 113-04 01014 000501 FogT 8 nehl [ -
21/12/17 12:57 113-04 01015 000501 FOBT 8 neful [ -]
21/12/17 12:58 113-04 01015 000501 FoBT 8 ne/l [ -]
21/12/17 12:59 113-04 01017 000501 FoBT 8 ne/l [ -]
21/12/17 13:00 114-04 01018 000501 FoBT 8 ne/l [ -
21/12/17 13:01 114-04 01013 000501 Fo8T 8 ne/al
21/12/17 15:02 114-04 01020 000501 FoBT 8 nepl [ -
21/12/17 13:08 114-04 01021 000501 FoBT 8 nepl [ -]
21/12/17 13:08 114-04 01022 000501 FoBT 8 nepl [ -]
21/12/17 13:05 114-04_ 01023 000501 FoBT 8 ne/l [ -

‘ Select-s I Cancel Search I

Tine course | search |

NN1-1741 Rev.1
ev. 127



3.3 Replication

3.3.8 Editing and Recalculating CC

Recalculation of CC origin value and DA value by editing and saving the recalculated CC in the hard disc
are available.

While logging in with an administrator ID or when “NO” is set to Operator mode, editing and recalculation are

available.

The explanation starts from the condition which the [CC list] screen is displayed.

(== Page 57 “m CC list”

3

Applied
PP : n Select CC.
Operations Ol 7 Fea r 7
Lot. Creation date Lot. Creation date @ Select an ltem
@ | 002 07/12/2020 09:05 | 001 06/07/2020 09:02 ) ) .
> @ Touch the lot or creation date of the CC
[ A to be edited/recalculated.
o . The selected CC is indicated by the |z| mark.
| 001 07/09/2020 09:02 |
Touch {Graph}.
001 03/08/2020 09:05
| J
Graph l Replicate I | Close I
vzl
Touch {CC info}.
. - Qc lot
O e e OF | Lot | Data oA
CC create Date| 07/12/20 09:05 Qc1 001 77 121
Reagent lot 002 acz2| oo1 141 231
CAL lot 011 Qac3 001 407 901
[
Origin |Back fit DA Ty
STD-6/  1000.0 1001 2798
STD-5 500.0 497 1227
STD-4 250.0 257 455
STD-3 125.0 120 199
STD-2 62.5 63 82
STD-1 0.0 0 3
I 0 T et
Print Cont inue
XX 26/08/2021 |18:05:01
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Edit and Recal CC

CC oreate Date | 07/12/20 09:05 || Reagent lot 02
(1)
Origin Back fit DA = Origin Back fit DA
e/nl) | Tna/nl] | e | e/l
& s CED
- T000.0) 1001.0 3 C 5.0
s0-6 Vs $T0-3 0.0 (CED)
STD-5 97,0 (@ ‘ sz C__62.5 83.0 (3D
s (C D) w10 CED) so C I 00 CD)
[ carcel [ Recal |

3.3 Replication

Edit CC.

(D Touch the entry field of the item to be

edited.
The keyboard is displayed.

The DA values of STD-1 - ~TD-5 should be entered in DA fields.

The DA values of STD-6 are the entered value of DA1 for the upper level and the entered value of DA2
for the lower level.

Note) DAZ2 for STD-6 is referred to for the PRC method check.

(5" Page 240 “1.4 Prozone Check”

Edit and Recal CC

| CCoreate Date | 07/12/2003:05 | Reasent lot | w
Origin  Back fit oA Origin | Back fit oA
Dhel] | Cre/nl] Theinl 1 Thernl 1 |
7758
$T0-6 0.0 1001.0 | ‘ $T0-3 5.0 1200 199

|STD—6 Origin

D

1000.0 [ng/n.]

Cancel

enter

OK

=3 ”Input range is 0.0 to 9999999.9.

3

[ [ K [25/08/2021 [18:06:17

Edit and Recal CC

00 create Date 07/12/20 09:05 || Reagent lot 02
Origin | Back fit Origin | Back fit
il | Tl | % | hl) | Dogald | O
779
sto-s | [ 70000 1001.0 $T0-3 5.0 120.0 159
7798
so-5 | [ 600.0| 497.0 | [ 1227 H §T0-2 IW‘ 630 ([ 8
ST0-4 700 257.0 455 H $TD-1 0-0‘ 0.0 3
Carcel [ Recal |]

NN1-1741 Rev.11

@ Enter a number.

@ Touch {OK} or {enter}.

Touch {Recal}.

* The recalculated CC will be displayed.

129
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3.3 Replication

Check CC

) . Qc lot
iy CC infol RGBT | Lot | Data DA
|CC create Date| 07/12/20 09:05 o1/ 001 77 121
| Reagent lot | 002 7(1?2} 001 141 231
| CAL lot | 011 ac3| 001 407 01
o
Origin |Back fit DA | %y
[ STD-6/ 1000.0 1001 2798
[STD-5/  500.0 497 1227
STD-4|  250.0 257 455
STD-3)  125.0 120 199
STD-2 62.5 63 82
STD-1 0.0 0 3
) To00.0 T
Print l Cont inue

[ 11X [25/08/2021 [1es08:32

3

Check CC

Applied T
Operations ‘U CC info [ FOBT ] | Lot Data DA
CC create Date| 21/12/20 17:49 i
Reagent lot 999 a2
CAL ot 999 s
o
Origin |Back fit DA
ST0-6  1000.0 0 0
ST0-5|  500.0 0 0
ST0-4|  250.0 0 0
ST0-3|  125.0 0 0
ST0-2 f7 R n n
STD-1 =
Register? o0 O
e Discard
[ oK fs/ou/20e2 162659

Touch {Continue}.

Touch {Register}.

* The CC is registered as the latest CC.

{Register}: Registers the CC data.
{Discard}: Aborts registration and returns to the

[Check CC] screen.

{Cancel}: Closes the dialog box.
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3.3 Replication

3.3.9 Displaying and Printing a Time Course (Sample)

The time course of the replication data (sample) can be displayed. On the screen, the time course (graph),

the number of cycles (Cycle), and the absorbance (ABS) are displayed.

The explanation starts from the condition at which the [Replicate] screen is displayed.

(== Page 114 [3.3.1 Displaying the [Sample Replication] Screen (Sample)” n -

Test data Replicate

23/03/21 10z
23/03/21 10:
23/03/21 10z
23/03/21 10z
23/03/21 10:
23/03/21 10z
23/03/21 10:
23/03/21 10z

23/03/21 10z
23/03/21 10:
23/03/21 10z
23/03/21 10:
23/03/21 10z

23/03/21 10z
23/03/21 10:
26/08/21 12z
26/08/21 12:

37 031-02 00008
a7
33 031-03 00009

23/03/21 10:38

38 031-04 00010
38
33 031-05 00011
38

33 031-05 00012

23/03/21 10:38

33 031-07 00013
38
33 031-08 00014
38

33 031-09 00015

23/03/21 10:38

38 031-10 00016
39
43 031-01 00001
4

. _— -
000101 FOBI 0 %ﬂ B 101 J ] @
000102  FOBT. 0 ng/ul 101
340 g/e 24] 108
000103 FOBT. 63 g/ul 101
FCa 850 g/e 24] 108
000104  FOBT. 11 g/ul +] 101
1700 g/e 24] 108
000105 FOBT. 256 g/ul +] 101
2720 3 24] 108
000108  FOBT 497 g/ul +] 101
FCa 3 14] 108
000107  FOBT. 1140 g/ul +] 101
Ca 3 14] 108
000108  FOBT. 63 g/ul 101
Ca 563 3 24] 108
000109  FOBT. 96 g/ul 101
F 3 108
000110 FOBT. 17 g/ul 4] 101
3 108
000101 FOBT 0 nefel 101 ]
Ca 85 3 14] 108 ~
o]~

Select-s | Select item | J erJ

Time course “ Search I

# Continue I

Time course data

Range can be specified.

XX [11/11/2021 [17:0039

I
2408
f
H
§
i
s
!
071 2 3 4 5 6 7 8 9 10 11 1213 1415 16 17 18 19 20 Oxcle
[2 Cyole | 1105885 ) =
[FOBT] i _l_w_;_J
Print | Ranse chanse [t Close |
R oo [rssen

Display the time course.
@ Touch the date field.

* The specified data is encircled by a blue frame.

@ Touch {Time course}

* The time course of the specified data is
displayed.

The time course is displayed.

When printing the time course, touch
{Print}.

{Print} : Prints the time course.
{Range change} : Changes the time course range.

{Close}: Returns to the [Replicate] screen.

The “ V¥ mark on the screen can be moved by the cursor buttons.

The numeral information of the cursor is displayed in :)
Each item indicates the following meanings.

y
# Cycle #ABS
1 Number of cycles
a b ABS (Test value — Cell blank value)

NN1-1741 Rev.1
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3.3 Replication

3.3.10 Displaying and Printing a Time Course (STD)

The time course of the replicate data can be displayed.
On the screen, the time course (graph), the number of cycles (Cycles), and the absorbance (ABS) are

displayed.

The explanation starts from the condition at which the [Replicate (STD)] screen is displayed.
(== Page 118 “3.3.2 Displaying [Replicate (STD)] Screen”

3

i
Applied Touch {Time course}.

Operations TR
05/10/20 09:12
05/10/20 09:12 011-01
05/10/20 09:12 011-02
05/10/20 09:12 011-02
05/10/20 09:12 011-02 83
05/10/20 09:12 011-03 STD-3 198 198
05/10/20 08:12 011-03 STD-3 199 199
05/10/20 09:12 011-03 STD-3 200 200

[Fo8T] o

Reagent lot:002 4
CAL lot:011

ack DA1 DA2 DA1_comment DA2 comment

* The time course of the specified data is
displayed.

S92

Save data [I Time course ] € Close

X [o6/09/2021 [15:57:17

The time course was displayed.

ABS
2406

When printing the time course, touch {Print}.

{Print} : Prints the time course.

{Range change} : Changes the time course range.

07172 3 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 Ovcle

(ol | tioses ) [~ {Close}: Returns to the [Replicate] screen.

[FOBT] i _':'J

Print | Range chanee [ € Close |

XX [06/09/2021 [15:53:48

The “ V¥ mark on the screen can be moved by the cursor buttons.

The numeral information of the cursor is displayed in :)
Each item indicates the following meanings.

y
# Cycle #ABS
1 1 a: Number of cycles
a b b: ABS (Test value — Cell blank value)

132 NN1-1741 Rev.1



3.3 Replication

3.3.11 Changing the Time Course Range (Sample)

On the [Time course data range change] screen, the range can be changed by entering “Max Value” and

“Min Value.”

The explanation starts from the condition at which the [Replicate] screen is displayed.

(== Page 114 “3.3.1 Displaying the [Sample Replication] Screen (Sample)” -

The time course data for which the range was changed is not saved to the hard disk. 3
Applied
Operations

Test data Replicate

Dal Back |0 JodD PR Joit Elac Come CINP'S
@ ((ia/01721 1a:25 031-01_ovo0y 000101 _Fo8T 188 nefol [+ 101) L
13/01/21 14:26 031-02 00002 000102 FOBT 166 nefol [+ 101
13/01/21 14:28 FOBT 160 e/l [+ 101
13/01/21 14:26 031-03 00003 000103 FOBT 169 nfol [+ 101
13/01/21 14:28 Fo8T 1499 nefol [+ 101
13/01/21 14:27 031-04 00004 000104 FOBT 14 nefol [ ¥ 101
13/01/21 14:21 Fo8T 160 nefol [+ 101
13/01/21 14:27 031-05 00005 000105 FoBT 14 nefel [ 4 101
13/01/21 14:21 Fo8T 148 /ol [+ 101
13/01/21 14:27 031-05 00008 000106 FOBT 459 nefol [+ 101
13/01/21 14:21 Fo8T 43 neful [ 4 101
13/01/21 14:27 031-07 00007 000107 FoBT 481 nefol [+ 101
13/01/21 14:21 Fo8T 48 nefol [ 4 o1
13/01/21 14:27 031-08 00008 000108 FoBT 485 nefol [+ 101
12/01/21 14:21 Fo8T 459 nefol [ 4 101
13/01/21 14:27 031-03 00003 000103 FoBT 468 neful [+ 101
13/01/21 14:21 Fo8T 4T neful [ 4 101
13/01/21 14:27 031-10 00010 000110 FoBT 480 neful [+ 101
18/01/21 14:21 FoBT 49 nefol [ 4 101
)
=
I Select item | 4 I J_""J
( | s | [+ continee |
Range can be specified. XX [06/09/2021 [16:16:41

Time course data

ABS
2511

077 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 138 19 20 Oxcle

2 Cycle | 112848 =
[FOBT] < D

[ print (| Ranse change | £ close |

XX [o6/09/2021 [16:17:08

NN1-1741 Rev.1

n Display the time course.
(D Touch a Date field.

* The specified data is encircled by a blue frame.
@ Touch {Time course}.

* The time course of the specified data is
displayed.

Touch {Range change}.

{Print} : Prints the time course.
{Range change}: Changes the time course range.

{Close}: Returns to the [Replicate] screen.
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3.3 Replication

Set ABS.
(Available range: 0 - —0000)
. @ ABS

S e EEE R R R (D Touch the entry field of [Max Value]

....... or [Min Value]. The numeric keypad
MinValus [0 = I e opens.

@) © Enter a number.

| g @ Touch {OK} or {enter}.

I 3000

Cancel 0K
3 Input range is 0 to 100000. 3
Applied 4
ST T — Touch {Continue}
Max Valve [ 3000 =;>ABS
Min VYalue 0 = Cycle
=)

0 jowrowzaz 1ere0s

Touch {Start}.

* The range changes.

{Cancel}: Closes the dialog box.

Cycle

e {Discard}: Aborts the range change and returns to

the [Time course data] screen.

— {Start}: Changes the range.
Discard I Start e
[ [xx 2sm3ro002 162842
The time course after the range change
s has been displayed.
3000
i {Print} : Prints the time course. If {Close} is
r 4] touched during printing, the printing is
aborted.

| 0772 35 4 5 6 7 8 9 1011 1213 14 15 16 17 18 19 20 Cwcle
2 Cyole | 1128 465 E— {Close}: Returns to the [Replicate] screen.
Fo8T] Bl _'_‘q_]

Print | Ranse chanee [£ Close |

X [06/09/2021 [1620:17

134 NNI1-1741 Rev.1



3.3 Replication

3.3.12 Changing the Time Course Range (STD)

On the [Time course data range change] screen, the range is changed by entering the “Max Value” and the

“Min Value.”

The explanation starts from the condition at which the [Replicate (STD)] screen is displayed.

(==~  Page 118 “3.3.2 Displaying [Replicate (STD)] Screen”

The time course data for which the range was changed will not be saved to the hard disk.

Replicate (STD)

Date Rack DA1 DA2 DA1_comment DA2_comment
5/10/20 09:12 011-01 STO-T 2 2
05/10/20 09:12 011-01 STD-1 3 3
05/10/20 09:12  011-01 STD-1 4 4
05/10/20 09:12 011-02 STD-2 81 81
05/10/20 09:12 011-02  STD-2 82 82
05/10/20 09:12 011-02  STD-2 83 83
05/10/20 09:12  011-03 ST0-3 198 198
05/10/20 09:12  011-03  STD-3 199 199
05/10/20 09:12  011-03 STD-3 200 200

[FoBT] o

Reagent lot:002 <
CAL lot:011

T o [[vis sarss o v |

X [o6/09/2021 [15:57:17

Time course data

AE
251
.
v
!
077 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 Oxcle
2 Cycle | 112848 =
[FOBT] K b

| [ print [ Ranse change [Jt close |

XX [o6/09/2021 [16:17:08

Time course data range change

S
Max Value 2511 =

Min Value 0 = Cycle

([ = \
Wax Value
| 3000

P P P P P P P P o P |
P P A O P e 1

Cancel 0K

Input range is 0 to 100000.

NN1-1741 Rev.1

Display the time course.
@ Touch a Date.

* The specified data is enclosed by a blue
frame.

@ Touch {Time course}.
* The time course of the specified data is
displayed.

Touch {Range change}.

Set ABS.
(Available range: 0 - —0000)

@ Touch the entry field for [Max
Value] or [Min Value]. The
numeric keypad opens.

@ Enter a number.
@ Touch {OK!} or {enter}.
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3.3 Replication

Time course data range change

ABS
Max Value [ 3000 =>

Min Value | 0 = Cycle

=)

[T beox [os/0s/2021 [16:19:03

3

Applied
Operations

Time course data range change

ABS
Max Value |[ 3000 =

Min Value | 0= Cycle

Start?

| [ i ] Discard_|
Cont inue

T 2570372022 162842

Time course data

AE
3000-
14
‘
i
:
v e
Y
077 2 8 4 5 6 7 8 9 1011 12 13 14 15 16 17 18 19 20 Ovcle
2 Cycle | 1128 48] 2o
ce 1 185 il
[FOBT] Rl D

Print | Range chanse |1t Close [

136

Touch {Continue}.

Touch {Start}.

{Cancel}: Closes the dialog box.
{Discard}: Aborts the range change and
returns to the [Time course data] screen.

{Start}: Changes the range.

The time course after the range change
has been displayed.

{Print} : Prints the time course. While printing,
touching {Close} aborts printing.
{Close}: Returns to the [Replicate (STD)] screen.
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3.4 Accuracy Control

3.4 Accuracy Control

On the accuracy control screen, QC lot select, Intra-day/Inter-day, and X-R control are displayed.
In addition, the Intra-day/Inter-day and X-R control range can be edited.

3.4.1 Displaying the QC Lot List (JQC lot select] screen)

Touching {Process data} - —Process QC} on the [MENU] screen or touching {Process QC} tab on the

[Analyzing] screen will display the QC lot select ([QC lot select] screen). 3
Applied

(Required to select a test item and to operate the {Start} button) Gt

On this screen, the {Intra-day/Inter-day} tab and the {i(—R control} tab are provided in addition to the {QC

lot select} tab.
When there is no test data, switching from the {QC lot select} tab to another tab is not available.

MENU Ceres Touch {Process data}.

Start analysis

Process data

% Maintenance
i 10:22222 I

Touch {Process QC}.

VD Process QC
Process quality control

‘b Process data

Process measured data

T Menu

X [26/08/2021 [18:53:39
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3.4 Accuracy Control

Select data processing

\b Process data ‘b Process (C

Process measured data Process aual ity control

Please select test to run.
Selected test:[FOBT]

@ WIFBT]  [Nore] € [FCal ¢ [Hone] r[NoneJ)

 [None] ¢ [Mone] ¢ [None] ¢ [None] [None]
K

— Cancel o
-—————g] Menu

T vz [z
3 [ QClotselect [ Intraday/Inter-day | o
Applied @ ] T
i @ lot
Operations B a

[FOBT] I

How many months’ data? 12 Hon ‘_I _I__;_I

Del #. Continue

[T box oe/0s/2021 [1638:55

138

Select a test item.
D Select a radio button (»).
@ Touch {OK}.

{Cancel}: Closes the dialog box.

The [QC lot select] screen opens.
{QC lot select} tab
{Intra-day/Inter-day} tab

{)E-R control} tab

* The currently used QC lots are displayed
sequentially.

(The display order is from left to right and
from top to bottom.)
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.

3.4 Accuracy Control

QC lot select Intra-day/Inter-day X-R control
d — |(0c ®0C] Oacs
lot
e — »| 0
[FOBT] J |
f —» [ How many months’ data? [12 }on ;I

3

Applied
Operations

g—>| |

@ Continue I<_h

[xx [06/09/2021 [16:38:55

[Screen]: QC lot select screen

a  QClot select

Displays the QC lots saved in QC1 - —C3.

b Intra-day/Inter-day

Displays the specified QC# and the intra-day/inter-day data of the lot.

X-R control Displays the X-R control of the intra-day/inter-day data.
d QC Selects a QC# for the displayed QC lot.
R QC lot Displays the QC lot of the selected QCH#.
Selects the QC lot to be used.
£ Mon Specifies the QC lot to be used in units of months. Enter the number of
months to process the data.
g  Del Deletes the selected QC lot.

h Continue

Registers the changed data.

NN1-1741 Rev.1
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3.4 Accuracy Control

3.4.2 Selecting a QC Lot

When the [QC lot select] screen is opened, a list of QC lots is displayed. The QC No. and QC lot selected

in this list are the target data to be processed on the {Intra-day/Inter-day} tab and the {X—R control} tab.
(< Page 142 “3.4.4 Opening the [Intra-day/Inter-day] Screen”
(=  Page 151 “3.4.8 Displaying ;(-R Control”

The explanation starts from the condition at which the [QC lot select] screen is displayed.
(=

Page 137 “3.4.1 Displaying the QC Lot List ([QC lot select] screen))”
QC lot select Intra-day/Inter-day

Touch QC No. (QC1 - —C3)
3 (09 @1 ooz o3
QC lot
; [r== 1 * The currently used QC lots are displayed
Appll.ed > 1 sequentially.
Operations LF08T] o = (The display order is from left to right and
How many months” data? 12" bon ;I_ ;‘__;_I from top to bottom.)
el | [o continee |
QC lot select Intra-day/Inter-day X-R control TOuCh a QC lOt (Selecting iS alSO
@1 ooz o3 . .
- available using the cursor keys).
[ poz___ o) 4t
A
[FOBT] ;I |
How many months” data? 12 Mon ‘ J—_;_I
el | [o continee |
QC lot select Intra-day/Inter-day X-R control Enter the number Of mOIlthS Of data to
(09 @1 o2 o3
© lot process. (For an example entry,
D p =)
0z 01 > see . )
B
treem 0) me D Touch the entry field.
How many months’ data? Hon _<_| _l__;_l . .
e =i @ Enter a number using the numeric
) a N
How many months’ data? keypad'
12 Hon
[ @ Touch {OK!} or {enter}.
[ _){_]r |z | |;]:_I(— |—) |del enter (3
Cancel | 0K
Input range is 1 to 36.

In the QC lot list, the data of the latest month to the specified number of months are displayed (1 to 36 months in units of
months).

(Example 1) When “one month” is entered on the current date of June 15, the data from June 1 to June 15 are displayed.

(Example 2) When “three months™ is entered on the current date of June 15, the data from April 1 to June 15 are displayed.
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3.4 Accuracy Control

3.43 Deleting a QC Lot

The QC No. - —C lot selected in “3.4.2 Selecting a QC Lot can be deleted.
After the QC lot to be deleted is selected, touch {Continue} and touch {Start} in the dialog box.

When the data for the selected QC No. - —C lot is deleted, the hard disk is updated.
* If {Start} is not touched, the hard disk is not updated.

The explanation starts from the condition at which operation in “3.4.2 Selecting the QC Lot” is
completed.

(% Page 140 “3.4.2 Selecting a QC Lot”

QC lot select Intra-day/Inter-day X-R control T()uch {Del}
ac @®0c1 Qoacz Oacs
QC lot
D0z o1 2
1
[Fo8T] o

How many months’ data? 12 Hon ‘_I _}jj

el ) [ continee |

X [o6/09/2021 [16:38:55

QC lot select Intra-day/Inter-day X-R control TOuCh {OK}
ac I @act oacz oacs . .
® lot * The data in memory is updated.
02 01 -j
Al
[FoeT) =
How many months® data? [12 bon <_| _l__;_l
- [Close]: Aborts deletion of the QC lot.
Delete selected data?
- Close o
T fowrmer rearaa
QC lot select Intra-day/Inter-day X-R control Save the updated data‘
ac I'@act Qoacz Quacs .
@it @D Touch {Continue}.
01 -E
- @ Touch {Register}.
[FeBT] o * The updated data is saved on the hard

How many months’ data? lTMOh ;I _|J'J d]Sk

{Cancel}: Closes the dialog box.

Register?

{Discard}: Returns to the [Select data processing]

screen.

i Discard Register
Del | Continue I

[T Tx fos/os/2021 [1gadis

NNI1-1741 Rev.1
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3.4 Accuracy Control

3.4.4 Opening the [Intra-day/Inter-day] Screen

When the {Intra-day/Inter-day} tab is touched on the [QC lot select] screen, the [Intra-day/Inter-day] screen
opens. On this screen, the intra-day/inter-day data of the QC No. - —C lot specified on the [QC lot select]

screen is displayed.

If there is no test data, changing from the [QC lot select] tab to another tab is not available.

MENU Ceres Touch {Process data}.

o o

L~

Create CC graph

Create CC
A —

o

3

Applied
Operations

Start analysis

9% Maintenance
i 10:22272 I

Select data processing

Touch {Process QC}.

Process measured data Process auality control

‘D Process data ‘ ‘b Process QC ‘

T Meru
XX |06/09/2021 |16:47:02
T —— Select the test item.
! : D Select the radio button for the
‘J Process data ‘J Process OC . B
pe———— eSe—p—— corresponding item (®).
@ Touch {OK}.
C\ lease Se\ect.test to run. .
Slesind Gestle {Close}: Returns to the previous screen.
@ [FOBT] ¢ [None]  [FCa] ¢ [None] ¢ [None]
 [None] ¢ [None]  [None]  [None]  [None]
2
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QC lot select Intra-day/Inter-day

X-R control
ac ' @01 ez Oacs
QC lot

o am—

i
| >
[Fe6T]
How many months’ data? ,TMon ‘_I _I__;_I

el | [o continee |
QC lot select Intra-day/Inter-day [ X-R control

3
|
tFOBT]

How many months’ data?

7 on _‘Jj_.;J

#. Continue

QC lot select 1 Intra-day/Inter-day

How many months’ data?

[T bex oe/00/2021 (164827

X-R control
'@ oz oacs

QC lot
D0z_—no1

4
[FOBT]

,T Mon ;I :

Del

@ Continue

NN1-1741 Rev.1

3.4 Accuracy Control

The [QC lot select] screen opens.
* The currently used QC lots are
displayed sequentially.
(The display order is from left to right
and from top to bottom.)

The QC and QC lot have been

selected. 3
Applied
(== Page 140 “3.4.2 Selecting a QC Lot” Operations

I Touch the {Intra-day/Inter-day} tab.

* The [Intra-day/Inter-day] screen opens.
(See the next page.)
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3.4 Accuracy Control

b
QC lot select Intra: day/Inter-day X-R control
a ac ac1 QC lot 002
Date Yalue Date Yalue Date Yalue Date Yalue »
06/12/20 8i -
09/12/20 81
10/12/20 82
11/12/20 82
12/12/20 81
C

3 [FOBT] =
Applied d —» @Inter-day O Ir;t}ra-day ielect—s ‘j _lj,J

) A
Operations
g > Del | | A I UutRu’c I’:l Cont inue f‘ J
Range can be specified. ' .,- XX [06/09/2021 [16:42:01
e f h i

[Screen]: Intra-day/Inter-day data

a QC Displays the QC (QC1 - —C3) specified on the [QC lot select] screen.
b QC lot Displays the QC lot specified on the [QC lot select] screen.
¢ QC data When the intra-day data is selected
Displays the test date and average value of the specified QC and QC lot.
(Date, Value) When the inter-day data is selected
Displays the test time and average value of the specified QC and QC lot.
d Inter-day Displays the inter-day data (Test date, Value).
§ Intra-day Displays the intra-day data (Test date, Value).
f {Select-s} Specifies the range of intra-day data or inter-day data.

The data range can also be specified using the cursor buttons.

g {Del} Deletes the specified intra-day or inter-day data.

h {Edit} Edits the intra-day or inter-day data.

1 {Output} Outputs the intra-day or inter-day data (printer, external media)
j {Continue} Registers the edited intra-day or inter-day data on the hard disk.

Displays the data [registration check] screen. Touch {Register}.

144 NNI1-1741 Rev.1



3.4 Accuracy Control

3.4.5 Editing (Recalculating) Intra-Day and Inter-Day Data

When the {Intra-day/Inter-day} tab is touched on the [QC lot select] screen, the [Intra-day/Inter-day]
screen opens. On this screen, the intra-day or inter-day data of the specified QC No.-QC lot is displayed.
The radio buttons are used to switch between the intra-day and inter-day data.

Intra-day data: Edit the intra-day data.
Inter-day data: Edit the replication data.

The explanation starts from the condition at which the [QC lot select] screen is switched to the [Intra-
day/Inter-day] screen.

* The QC lot has already been selected on the [QC lot select] screen. 3
(= Page 142 “3.4.4 Opening the [Intra-day/Inter-day] Screen” Applied
Operations

When there is no test data, switching from the {QC lot select] }ab to another tab is not available.
The maximum number of tests available for a day with one QC# and QC lot is ten.
The results of the 11th*nd later tests are not saved even if they are conducted.

When the user is logged with an administrator ID, or when “No” is selected for “Operator mode,” editing is

possible.
QC lot select Intra-day/Inter-day X-R control Select the data to be edlted
ac act QC lot 002
g o Intra-day data
%at}eQ - ‘\Ia\usé1 Date Yalue Date Value Date Yalue —3
[8/12720] -
09/12/20 81 © Inter day data
10/12/20 82
11/12/20 82
12/12/20 81
A
[FoeT] o
E Inter-day O Intra-day ' Select-s I « _l__;_‘
| [ et [ oet e contine |
Range can be specifed. XK [o6/09/2021 [1GssTa7
QC lot select Intra-day/Inter-day X-R control Touch {Edlt}
ac act QC lot 002
Date Value Date Yalue Date Value Date Yalue o
8 =
09/12/20
10/12/20 82
11/12/20 82
12/12/20 81
A
(Foer] o
@ Inter-day O Intra-day Select-s | ‘i _l__;_‘
| (et ) oot [o continee |
Range can be specifed. XK [o6/09/2021 [1GssTa7

NN1-1741 Rev.1
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3.4 Accuracy Control

Edit the intra-day data (or inter-day
Dot |[08/12/20  Wean || 81 data).
O (—le—= | e—= [ 41 81] @ Touch an entry field.
@ Enter a number using the numeric
|l i i | keypad
9 i J @ Touch the [OK] or [enter] button.

- )

@ i

| i

L
[

Cancel OK =
3 \Input range is 0 to 9999999, 3 )
— Touch {Recal}.
Apphed Edit inter-day data
Operations Date  ([08/12/20 Mean || 81

1 0| 2] 82 | 3] A (| 81

5 82 | B 7] ‘ 8

S | ‘

{Cancel}: Aborts the editing of the intra-day or
inter-day data. Returns to the [Intra-
day/Inter-day] screen.

| Cancel l Recal I
QC lot select Intra-day/Inter-day X-R control TOU.Ch {Contlnue}'

®© Ll @ let || 002 * The new average value is displayed.

Date | Value Date Value  |Date | Value Date Valve | 4
83
9/12/20 81
10/12/20 82
11/12/20 82
12/12/20 81
|

[FOBT] ;l

@ Inter-day O Intra-day Select-s ;I i

Del Edit Output @ Continue
I | I ( ]

Touch {Register}.
QC lot select Intra-day/Inter-d X-R control . .
* The recalculated result is registered.

ac || act 0c lot || 002

Date |Value  [Date [Value  [Date [Value  [Date [Value | 1
8/12/20 83
9/12/20 81
10/12/20 82
11/12/20 82
12/12/20 81
|

[FOBT] Rezister? ;I

@ Inter-day

{Cancel}: Closes the dialog box.
{Discard}: Returns to the [Select data processing]

= screen.

—_—
Range con be specied. T osroaraoat |
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3.4 Accuracy Control

3.4.6 Deleting Intra-Day and Inter-Day Data

The intra-day or inter-day data can be deleted by specifying a data range on the [Intra-day/Inter-day] screen.

After deletion, the specified data will no longer be displayed on the screen. However, the hard disk data is

not updated until {Register} is touched.

The explanation starts from the condition at which the [QC lot select] screen is switched to the [Intra-

day/Inter-day] screen.

* The QC lot has been selected as the [QC lot select] screen.

(%" Page 142 “3.4.4 Opening the [Intra-day/Inter-day] Screen”

3

Applied
Operations

When there is no test data, switching from the [QC lot select] tab to another tab is not available.

QC lot select Intra-day/Inter-day X-R control
ac act Qc lot 002

Date Value Date Value Date Value Date Value 4
08/12/20 =
09/12/20 81
10/12/20 82
11/12/20 82
12/12/20 81

[FOBT]

(5 Inter-day O Int ra-day ' Select-s I

Del Edit Output @ Continue
I | I I |

Range can be specified. % [06/08/2021 [17:08:51

QC lot select Intra-day/Inter-day X-R control
a QC1 aC lot 002
Date Value Date Value Date Value Date Value —E

08/12/20 8]
81

[FOBT]

@ Inter-day O lIntraday | Clear !

Del [ it [ ouet [e contine |

[Selecting % [06/08/2021 [17:08:51

NN1-1741 Rev.1

Select the data to be edited.
o Intra-day data
o Inter-day data

The range of data to be deleted is
specified.

* Only the selected data is displayed.

(£ Page 149 “3.4.7 Selecting Intra-Day and Inter-
Day Data with {Select-s}”
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3.4 Accuracy Control

QC lot select Intra-day/Inter-day X-R control Touch {Del} .
ac ac1 Qc lot || 002

Date Value  |Date Value Date | Yalue Date | Value t
8/12/20 81
[/12/20] 81

[FOBT]

@ Inter-day O Intra-day *b@"'l ;I j__;_l

Del ]] | Edit I Output Il Cont inue I
3 When the {Del} button is touched, the data in the memory is deleted. However, the data on the hard disk is not
) deleted until {Register} is touched.
Applied
Operations
QC lot select Intra-day/Inter-day X-R control 4 T h

¥ Touch {OK}.

[0 || o1 oot || 002 { }

Date  |Value |Date Value [Date  [Value [Date  [Value | 4

08/12/20 81

&l

* The data in memory is updated.

* The data specified on the screen is

deleted.
2 {Close}: Aborts deleting the intra-day and inter-day
[FoBT] Delete selected data? R
|
© Inter-cay ::_-;J data.
[7 Close _UK
Del '——?i—l l # Continue I
Selecting [ pox fosfosrzcen 171125
QC lot select Intra-day/Inter-day X-R control Touch {Continue}
a act Qc lot || 002
Date VYalue Date Value Date | Value Date VYalue -ﬁ
10/12/20 82
1/12/20 82
12/12/20 81

[FOBT]

@ Inter-day O Intra-day ?eﬁq ;] i:_‘%J

Del Edit Output @/ Continue
I | [ ( ]

[Range can be specified. [ 13X [os/09/2021 [17:1207

QC lot select Intra-day/Inter-day X-R control Touch {Register}
o || Qclaclet || 002

Date |Value  |Date VYalue Date VYalue Date Value | 4
10/12/20 82 =
1/12/20 82
12/12/20 81
{Cancel}: Closes the dialog box.
[FoBT) | Resister? B {Discard}: Returns to the [Select data processing]
@® Inter-day »
- screen.
Discard Register

Ranae can he wnecified. [Tx losrnaro001 17:12:3
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3.4.7 Selecting Intra-Day and Inter-Day Data with {Select-s}

On the [Intra-day/Inter-day] screen, the data can be specified within a test date range (from starting point to

ending point).

It is used when deleting a batch of intra-day or inter-day data or when displaying the X-R control.

The explanation starts from the condition at which the [QC lot select] screen is switched to the [Intra-

day/Inter-day] screen.

€

* The QC lot has been selected already on the [QC lot select] screen.

Page 142 “3.4.4 Opening the [Intra-day/Inter-day] Screen”

QC lot select Intra-day/Inter-day X-R control

a 1 0 lot 002
Date Value Date Value Date VYalue Date Value —2
81
09/12/20 81
10/12/20 82
11/12/20 82
12/12/20 81
[FOBT]
(@inter-day Olntracay ) Select-s [
| [ et [ oot [o contine |
[Range can be specified. X [o6/09/2021 [17:13:19

QC lot select Intra-day/Inter-day X-R control

[0

@ Date
09;]2;20

10/12/20
11/12/20
12/12/20

[FoBT]

@ Inter-day Olntraday [  Select-s |

act Qc lot 002

Value Date Value Date Value Date Value —2
81
81
82

82
81

®

[ et [ oot [e contie |

11/12/20
12/12/20

[FoBT]

[Range can be specified.

@ Inter-day O Intra-day

X [0s/09/2021 [17:1333

QC lot select Intra-day/Inter-day X-R control
@ ac act QC lot 002
Date Value Date Value Date Yalue Date Yalue ‘E
5
10/12/20 82

® ==
4_;|__;_|

[ et [ oot [e contine |

Selecting ranae. Soecify end noint. X lor/aro051 171354

NN1-1741 Rev.1

Select the data to be specified.
o  Inter-day data
o Intra-day data

Specify the test date of the starting
point.
(D Touch the test date to be the starting
point.
@ Touch {Select-s}.

* The starting point is set.

* When the starting point is set, {Select-s}
changes to {Select}.

Specify the test date of the ending
point.
(D Touch the test date to be the ending
point.
@ Touch {Select}.

* The ending point is set.

* When the ending point is set,
{Select}changes to {Clear}.
{Select-s}: Sets the starting point of the range.
{Select}: Sets the ending point of the range.

{Clear}: Aborts the range specification.
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3.4 Accuracy Control

When the dates specified as the starting point and ending point are the same, only one test data set is specified.
To redo the range specification, touch {Clear}.

All test data are displayed, and no range is specified.

If the [;(-R control] screen is opened instead of the [Intra-day/Inter-day] screen from the [QC lot select] screen,
all the data are specified.

3

Applied
Operations
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3.4.8 Displaying X-R Control

The X-R control of the intra-day and inter-day data can be displayed.
On the [QC lot select] screen, when the intra-day data is selected, X-R control of the intra-day data opens.
When the inter-day data is selected, X-R control of the intra-day data is displayed.

When there is no test data, switching from the [QC lot select] tab to another tab is not available.

MENU Ceres Bl Touch {Process data}.

- e N 3
i Applied
1]
Start analysis

Operations

Set reagent Create CC graph

Create CC

Set reagent

-/l

Close

9% Maintenance
i 10:22222 |

Select data processing

Touch {Process QC}.

‘b Process data ‘D Process QC

Process measured data Process aual ity control

T Menu
XX |06/09/2021 [17:15:05.
e Select the test item
D Select an item with a radio button ().

il Process data il Process ac

Process neasured data Process aual ity control @ Touch {OK}

{Close}: Returns to the previous screen.

Please select test to run.

Selected test:[FOBT]
@ @ [FOBT]  [Mone]  [Fea] ¢ [None] ¢ [None]

 [None]  [None]  [None]  [None] ¢ [None]

— el | o )
2

[Thoe 11175001 170012

NN1-1741 Rev.1
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3

Applied
Operations

3.4 Accuracy Control

152

QC lot select Intra-day/Inter-day X-R control

a | @1 ez Oacs

QC lot J
[poz 1

[FOBT]

How many months’ data?

,TMon ‘_I _I__;_I

Del I

|- Cont inue I
111X |06/09/2021 |16:48:26
QC lot select Intra-day/Inter-day X-R control
ac @®0c1 Oac2 [O]]

J

=

[FOBT]

How many months” data?

7 e bl I

# Continue l

QC lot select

ac /| 01 c lot

[ ] X os/09/2021 [16:48:26

Intra-day/Inter-day X-R control

Date Value  |Date
81

09/12/20 81

10/12/20 82

11/12/20 82

12/12/20 81
[FOBT]

@ Inter-day O Intra-day

Value Date Value Date Value t

nl |

[ et | otet e contine |

Range can be specified.

QC lot select
a | @1 lot
Date Value  |Date
08/12/20 1
Po/12/20]
[FOBT]

@© Inter-day O Intra-day

[T hex fosvosy021 [17:1828°

Intra-day/Inter-day X-R control
| 002
Value Date Value |Date Value t

| et | oot [ contine |

The [QC lot select] screen opens.
* The QC lots used in recent days are
displayed sequentially.
(The display order is from left to right and
from top to bottom.)

Select a QC and QC lot.

Page 140 “3.4.2 Selecting a QC Lot”

Touch the {Intra-day/Inter-day} tab.

Select the X-R control data.

Page 149 “3.4.7 Selecting Intra-Day
and Inter-Day Data with {Select-s}”
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QC lot select Intra-day/Inter-day ( X-R control 5
_ Touch the {X-R control} tab.

a || oC1 @ lot || 002

Date |Yalue | Date Yalue Date |Value  |Date Yalue t
08/12/20 81

[8/12/20]

[FOBT] ;] |
@ Inter-day O lIntraday | Clear I ;I _l__;_l

Del [ it [ ouet [e contine [

[Selecting [[1 o [os/0s/2021 [17:19:20

3

QC lot select Intra-day/Inter-day X-R control . < . .
2l X-R control is displayed. :

o [T QC lot [ 002  [08/12/20 [ Sng/ R i piay Applied
Wax Value 90.0 +350 | 2.8 Mean || Operations
Win Value [ 60,0 301 [ 80.1

I ueL

i
oL
08/12/20 12/12/20

[ Ranse chanse [= continue

[ [os/os/2021 [17:2027

The max value is determined by replicate number and measured value.

NN1-1741 Rev.1
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[ QClotselect | Intra-day/Interay |JESESEEIESEes
@ _|[0CT_ Qe lot 002__[08/12/20 81 ng/m. R u T R
N T e A0
................. * ™
a —p [l S ——————
b —»
3 Iz T27Te7a
=N s B
Operations
[Screen] : X-R control
a X graph Displays the data for the test date or test date and time.
(upper graph) Displays the mean of all values and + #SD.
The max. value and the min. value set on the [Assay] - —QC process] -
—Set} tab are displayed in blue.
Data less than min. value +1 and more than max. value +1 are
displayed in red.
b R graph Displays the data range for each test date or the test date and time.
(lower graph) Displays the R upper control limit..
c Max Value Displays the Max. Value set on the [Assay] - —QC process] - —Set} tab.
Min Value Displays the min. value set on the [Assay] - —QC process] - —Set} tab.
+ #SD Displays the calculated + #SD value and the SD coefficient (#=1-9)
set on the [Assay] - —QC process] - —Set} tab.
-#SD Displays the calculated - #SD value and the SD coefficient (#=1-9)
set on [Assay] - —QC process] - —Set} tab.
Mean The calculated mean value
d V (In the graph) Indicates that the CC has changed.
Displays the R1/R2 reagent lot next to the ¥ mark.
e 4 ) Moves the cursor (vertical line) displayed on the graph.
f {Range change} Changes the range in X-R control (max. and min. concentrations and

R max. value)
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3.4.9 Changing the Range of X-R Control

The X-R control (graph) range can be changed.

The explanation starts from the [XLR control] screen.
(= Page 151 “3.4.8 Displaying X-R Control”

QC lot select Intra-day/Inter-day X-R control

o [T Q ot 002 [08/12/20 81 ng/ R 1
Wax Value 90.0 +350 82.8  Mean ||
Win Value 50.0 -35D 80.1

| L

35D
5

18

\

08/12/20 12/12/20

[l

X-R control range change

@ Max Conc. >
Min Conc.
R max I 1.0)
Max Conc.
| 94.5
X IY 2 | |£ |: I(— = |del enter l
Cancel I 0K
Input range is 0.0 to 9999999.9. (3)

X-R control range change

Max Conc.

Min Conc.

B

[ continee ||

NN1-1741 Rev.1

Touch {Range change}.

3

Applied
Operations

Change the range.
@ Touch the entry field of a setting.

@ Enter a number using the numeric

keypad.

- Max. value of concentration
* Min. value of concentration
* R max limit.

@ Touch {OK!} or {enter}.

Touch {Continue}.
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3.4 Accuracy Control

X-R control range change

Cone..
Max Conc. | W5 i
S T N
7 N o
/»\/ SNk
Min Conc. I 57.0) =i

Max Conc.

| 74.5

Input range is 0.0 to 9999999.9. =

—y

[T ¢ [os/0s/2021 [17:24:10

3

QC lot select Intra-day/Inter-day X-R control

Applied Gl Q0 lot [ 002 [08/12/20 g/l Rl 1
Operations Wax Value 90.0 +350 82.8  Mean ey ||
Win Value [ 60,0 300 [ 80.1
™
i3 gL SR
Lo
08/12/20 12/12/20
[ Ranse chanse |« contirue |
|1 1XX |06/09/2021 [17:22:52
QC lot select Intra-day/Inter-day X-R control
0 /CCT 00 lot | 002 [08/12/20 | 81 ng/ R i
P
Wax Valee || 9.0 S50 828 Mean!| 814
Win Value | 50.0 800 [ 801
"
L
“
Redigier?
I f————ate
=l Dissard | | & Resister |
@ Continue |
[T o oororet ]

Touch {OK}.

* Displays the X-R control after the range
change.

{Cancel}: Closes the dialog box.
{Close}: Aborts the range changing process and
returns to the [X-R control] screen.

Touch {Continue}.

B Touch {Register}.

* X-R control is registered.

* Returns to the [Select data processing]
screen.

{Cancel}: Closes the dialog box. B
{Discard}: Aborts the registration of X-R control and

returns to the [Select data processing]
screen.
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3.5 LOG IN/LOG OUT

To use all the functions on the [MENU] screen, logging in is necessary. Enter the operator ID on the [LOGIN]

screen and log in. The operator ID is then displayed.

MENU Ceres

Start analysis Set reagent Create CC graph 3
Applied
Operations

Set reagent

OT —

¢ Maintenance Settings Close
| i 0:22222 ”
3.5.1 LOGIN

When the system starts up, the [LOGIN] screen opens.

(%= For the login procedure, see the page 28 “2.3 Logging In.”

NN1-1741 Rev.1
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3.5 LOG IN/LOG OUT

3.5.2 LOGGING OUT

Create CC graph

Create CC

3

Applied
Operations

] PASSHERD |
Enter Operator 1D

User list I | Change passwore d & LOGIN / LOGOUT

foon ]

1D PASSHORD

Enter Operator 1D

OK?

1= Cancel ll‘-l Close I| LOGOUT II LOGIN I
User list

[ [ x foe/osj021 [17:27:22

MENU Ceres

4

Close

| i Please LOGIN | I

158

Touch the {Lock} mark at the lower
section of the [MENU] screen
(displaying the currently logged in
operator 1D).

Touch {LOGIN / LOGOUT}.

Touch {LOGOUT}.

{Cancel}: Closes the dialog box.

{Close}: Returns to the [MENU] screen while
keeping the current LOGIN/LOGOUT
condition.

Returns to the [MENUT] screen. The ID
display changes to the “Login”
message (indicating the logged-out
condition).
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3.5 LOG IN/LOG OUT

3.5.3 Changing a Password

The password of the currently logged in operator can be changed.

The explanation starts from the logged in condition.

(<= For the logging in procedure, see page 28 “2.3 Logging In.”

Touch the {Lock} mark at the lower

section of the [MENU] screen (the
[ p operator ID of the currently logged in

:' operator is displayed). 3
Start analysis Create CC graph Applied
Create CC Operations

Touch {Change password}.
D PASSHORD
Enter Operator ID
User list I Change password I . LOGIN / LoGouT
111X j06/09/2021 |17:29:04
[omsepmnos | Set a new password.

Operator 1D:77777(zzzzz)

New password r—
New password (Confirm) | [ @ Enter the “new password”

@ Enter the same password again in the
“New password (Confirm)” field.

zzzzz: Operator 1D

(zzzzz) : Operator name

Cont inue

[T Pex [os/os/2021 [17:20:22
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3.5 LOG IN/LOG OUT

Touch {Continue}.

Operator 1D:2777Z(zzzzz)

New password [orxkx
New password (Confirm) ,xxw&i

Continee |

[06/09/2021 [17:29:57

. 31 ) [Comenos | Touch {Register}.
Opg rI; tlie;ms perator 102222 czzze) The password is changed.
New password [roeer * The display returns to the [LOGIN] screen.

New password (Confirm) [rrxxx

{Cancel}: Closes the dialog.

{Discard}: Returns to the [LOGIN] screen.
The password is not changed.

Register?

Cont inue

[ e foevosy2021 [rz:3007
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Chapter 4
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Prep Functions

4.1 Initialization
4.2  Priming
4.3 Washing

Ceres
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Chapter 4 Prep Functions

4.1 Initialization

This function initializes (moves to the standby position) each mechanism in the system. The

following mechanisms will be initialized.

Sample nozzle - Reagent nozzle - Mixer

Reaction table + Puncturing system + Squeezing system

Rack setting position - Reagent refrigerator + Rack transfer system
Prep Touching {Prep functions} on the [MENU] screen opens the [Initialize] screen.

Functions

MENU Ceres Touch {Prep functions}.

Start analysis Set reagent Create CC graph

Set reagent

: O
i Close

' 10:22222 |

Touch {Start}.

Initialize Prime

To initialize, Press [Start] button.

{Menu}: Returns to the [MENU] screen.

stat 0| t Mew

XX [26/08/2021 [18:56:38
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Initialize Prime

Wash
Initializing
Gaution
May cause injury or equipment damage.
Keep out of operational range during operation.
Do rot reach into the range of notion.
Pause | /B Abort I
Start | T Merw
[T pox [osronrz021 [rgsz:1]
Initialize Prime Wash
To initialize, Press [Start] button.
Start T e

NN1-1741 Rev.1

[T box [26/08/2021 [18:56:38

4.1 Initialization

Initialization is executed.

{Pause}: Pauses initialization.

{Start}: Starts initialization.

When {Pause} is touched, the button changes to
{Start}.

{Abort}: Aborts initialization.

Initialization has ended.

4

Prep
Functions
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4.2  Priming

This function introduces washing solution and purified water into the pipes.

MENU Ceres Touch {Prep functions}.

e .

L~

Create CC graph

Create CC
A —

O
i 10:22222 |

S
Prep Initialize Prime ‘ Wash

Functions

Start analysis

Touch the {Prime} tab.

To initialize, Press [Start] button.

S 7] |

Initialize Prime Wash

Select the items to prime.
o YES: Executes priming

o NO: Does not execute priming
To start priming, Press [Start] button.

Prime type TOllCh {Stal't}.
Pwsist | OFES folll * Priming starts.
HWash sol | @YES ONO
J
[ st 0[] |
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4.2 Priming

Priming is executing.

Initialize Prime Wash
* When priming completes, the dialog box closes.
TO Stan- nrimina Drace TCEArT hadkan
Priming
(P. water/Wash sol)
Prime typ |
Caution
Ve cause injun or eauipnent danae. | {Pause}: Pauses the process.
Keep out of operational range during operat ion. .
ST p— {Start}: The process restarts. Touching {Pause}
o | E ] changes the button to {Start}.
{Abort}: Aborts the process in mid-course.
Start I I it Menu I
[ [ pex [os/os/2021 is:29:28

4

Prep
Functions
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4.3 Washing

When the {Wash} tab is touched on the [MENU] — [Prep functions] screen, the [ Wash] screen opens. Select
the parts to be washed and the storage process (soak wash), and touch {Start}.

Washing of each part starts.

MENU Ceres

0 ||

Start analysis Set reagent Create CC graph

Set reagent

ExlProcess data

4 i 10:22222 |

Prep

Functions Initialize Prime ( Wash

To initialize, Press [Start] button.

Start T Meru

XX [26/08/2021 [1:00:58

Initialize Prime Wash

Select mode and press, [Start] button.

S-nozzle /@S  ONo R-nozzle | @YES  ONO

Mixer | ®YES ONO

Soak wash?

Nozzles/Mixer | @ YES ONO

| |

166

Touch {Prep functions}.

Touch the {Wash} tab.

Select “YES” or “NO” for each part to
be washed. (See the table on the next

page.)
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4.3 Washing

Part to be washed | Range/selection | Content
@ Washing
Sample dispensing nozzle Yes : Washes the sample dispensing nozzle.
No: Does not wash the sample dispensing nozzle.

Reagent dispensing nozzle Yes: Washes the reagent dispensing nozzle.

No: Does not wash the reagent dispensing nozzle.
Mixer Yes: Washes the mixer.

No: Does not wash the mixer.
@ Storage
Nozzle and mixer Yes: Soak the nozzle and mixer for storage.

No: Does not soak the nozzle and mixer for storage.

S —— Touch {Star) 4

Prep
Select mode and press, [Start] button. Functions

S-nozzle O¥S ON R-nozzle @YES ONO
Mixer @®YES ONO
— {Menu}: Returns to the [MENU] screen.

Nozzles/Mixer | @YES ONO

Start I T Menu
X et s
Washing is executed.
Initialize Prime Wash
Select mrdn ~nA mrace FCEAAT hudban B
Washing {Pause}: Pauses washing.
o on {Start}: Starts washing.
Caution

i Eorcatsadfimssomesferadt danges Touching {Pause} changes the button to {Start}.
Keep out of operational range during operation. {AbOrt}, Aborts Wash]ng

Do ot reach into the range of motion.

o -
Soddliach Pause | o lbort ] e

Nozzles/Mi

Start b T Meru

[TPox [26/08/2021 [1301:42

NN1-1741 Rev.1
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4.3 Washing

Washing has ended.

Select mode and press, [Start] button.

$-nozzle /@S  OnNo R-nozzle | @YES  ONO
Mixer | @YES ONO
Soak wash?

Nozzles/Mixer | @YES ONO

Start ] T Menu

[ T [25/08/2021 [12:01:23

4

Prep
Functions
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Chapter 5 Maintenance

5.1 Inspection and Maintenance
5.2 List of Parts to Check and Replace
5.3 Export Logs
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Chapter 5 Maintenance

5.1 Inspection and Maintenance

On the [Maintenance] screen, inspection and maintenance items to be conducted
periodically (daily, weekly, and monthly) are displayed.

In addition, touching {Procedure} enables inspections and maintenance orders.

5.1.1 Opening the [Maintenance] Screen

On the [MENU] screen, touching {Maintenance} opens the [Maintenance] screen.

MENU Ceres Touch {Maintenance}.

- o

L~

Create CC graph

Create CC
= s N
%Process data I

2% Maintenance
' 10:22222 |

5

Maintenance

The [Maintenance] screen opens.
1. Clean touch panel Procedure I 5. Clean nozzles Procedure |
aily (weekly)
2. Clean rack lane Procedure | 6. Clean racks Procedure |
daily) (week Iy}
3. Clean bottle Procedure | 7. Clean bottle/tank Procedure |
compartment  (daily) (monthly
4. Clean reagent caps Procedure |
tray (daily)
Parts checklist | Maintenance | Error log |
© Menu
[ T 1ox [28/03/2022 [13:53:08
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5.1 Inspection and Maintenance

5.1.2 Cleaning Control Panel (Daily)

On the [Maintenance] screen, touching {Procedure} on the right side of [1. Clean touch panel] displays the
cleaning procedure.

[Mamarance ]

1. Clean touch panel 5. Clean nozzles Procedure |
(daily) (weekly)

2. Clean rack lane Procedure | B. Clean racks Procedure |
daily week |y )

3. Clean bottle Procedure | 7. Clean bottle/tank Procedure |
compartment (daily) (monthly

4. Clean reagent caps Procedure |
tray (daily)

Parts checklist | Maintenance | Error log |

T Meru

[[[ hox oa/os72022 [13:5308.

MAINTENANCE PROCEDURE

CLEAN TOUCH PANEL

M Cleaning the touch panel

Wipe with dry absorbant cotton
or soft cloth

1/1

Bacl et

NN1-1741 Rev.1

B Procedure

Wipe the touch panel with cotton or a soft
towel.

Maintenance

{Close}: Returns to the [Maintenance] screen.
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5

Maintenance

5.1 Inspection and Maintenance

172

5.1.3 Cleaning the Rack Lane (Daily)

On the [Maintenance] screen, touching {Procedure} on the right side of [2. Clean rack lane] displays the

cleaning procedure.

1. Clean touch panel Procedure I 5. Clean nozzles Procedure |
(daily weekly
2. Clean rack lane B. Clean racks Procedure |
aily) weekly
3. Clean bottle Procedure | 7. Clean bottle/tank Procedure |
compartment  (daily) (monthly
4. Clean reagent caps Procedure |
tray aily
Parts checklist | Ma intenance | Error log |
[£ e
[ [ ox [28/0372022 [13:53.08]

MAINTENANCE PROCEDURE

CLEAN RACH LANE

M Cleaning the rack lane

Clean the set pesitien with a cloth
wetted with ethanol.

< CAUTION >
Please squeeze the cloth tightly.

1/1
et

[T Pex [25/m372022 1160134

B Procedure

(D Wet a soft cloth with ethanol.
A\ Caution: Wring the cloth tightly.

@ Wipe the rack lane with the cloth described
in .

{Close}: Return to the [Maintenance] screen.
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5.1 Inspection and Maintenance

5.1.4 Cleaning Washing Solution and Purified Water Compartments (Daily)

On the [Maintenance] screen, touching {Procedure} on the right side of [3. Cleaning Washing Solution and

Purified Water Compartments] displays the cleaning procedure.

1. Clean touch panel Procedure I 5. Clean nozzles Procedure |
(daily (weekly)
2. Clean rack lane Procedure | 6. Clean racks Procedure |
(daily) (weekly)
3. Clean bottle ‘ 7. Clean bottle/tank Procedure |
compartment (daily) (monthly)
4. Clean reagent caps Procedure |
tray (daily)
Parts checklist | Maintenance | Error log |
T Menu
[ ox [29/03/2022 [1353:08
MAINTENANCE PROCEDURE
W m  Procedure
CLEAH BOTILE CMPARTHENT .
(D Wet a soft cloth with ethanol.

st e et A\ Caution: Squeeze the cloth tightly.

Clean the set position with a cloth
wetted with ethanol

s @ Wipe the compartment with the cloth
Please squeeze the cloth tightly. described in @

1/1
[ B | W |

NN1-1741 Rev.1

{Close}: Returns to the [Maintenance] screen.
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5.1 Inspection and Maintenance

5.1.5 Cleaning the Reagent Cap Tray (Daily)

On the [Maintenance] screen, touching {Procedure} on the right side of [4.Clean reagent caps tray]

displays the cleaning procedure.

i

1. Clean touch panel Procedure I 5. Clean nozzles Procedure

(daily) (weekly)

2. Clean rack lane Procedure | 6. Clean racks Procedure
(daily) (weekly)

. Clean bottle Procedure 7. Clean bottle/tank Procedure
compartment (daily) (monthly)

tray (daily)

w

L

IS

Parts checkl ist | Maintenance | Error log

£ Menu I

[ b /0372022 [13:5308

m  Procedure

MAINTENANCE PROCEDURE

(D Clean the reagent cap tray using a cloth
CLERN RERGENT CaPs TRAV - wetted with puriﬁed water.

5

Maintenance

@ Clean the reagent cap tray using a cloth
wetted with ethanol.

M Cleaning the reagent cap tray

1) Clean the reagent cap tray using
a cloth wetted with purified water_

e e A\ Caution: Please squeeze the cloth tightly.

< CAUTION >
Please squeeze the cloth tightly.

11 {Close}: Returns to the [Maintenance] screen.

L I
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5.1 Inspection and Maintenance

5.1.6  Cleaning the Nozzles (Weekly)

On the [Maintenance] screen, touching {Procedure} on the right side of [5. Cleaning nozzles] displays the
cleaning procedure.

m  Procedure
1 e e et [Provere | 5.l s (D Hold the red circles on the covers of the
2. gle rack lre procsire | 6. Slen raks fs— sample nozzle and reagent nozzle, slowly
%t bottle o brooshr | 7. Clenbettio/ak _Procadns lift them up, and rotate to a position where it
4 Clen ot s _Procatrs is easy to clean.
A Caution: Do not hold the nozzle itself to lift it.
Parts checklist | Maintenance | Error log |
The nozzle may bend.
xlxtwtu‘m A Caution: The tip of the nozzle may break so be
HANTENANCEPROCEFE careful not to touch other mechanical parts when
CLOSE
[ moving it.

@ Clean about 20 mm from the tip of the

M Cleaning the nozzles

dispensing nozzle with a cloth wetted with

| Note) Do not hold the
lift it. The nozzle

purified water.

HNote)

@ Clean about 20 mm from the tip of the

172 dispensing nozzle with a cloth wetted with 5
Lo | e | ethanol. Maintenance
E—— ,i A Caution: Please squeeze the cloth tightly.
[ A Caution: The tip of the nozzle is sharp, so be
Y ? f;:ep:"ﬁ'fz.gﬂmﬁl&'* careful not to pierce your hand when cleaning it.

3) Glean about 20 mm from the tip of the
dispensing nozzlo with a cloth wetted
with sthanol

ueeze the cloth tightly
le is sharp.,

s @ After cleaning is completed, close the safety

mplsted. close the

(8 1) After shoari

o guard and initialize the Prep functions. The
sutenatiaty 2/2 . . e .
/ position will be initialized automatically.
S

c= Page 162 “4.1 Initialization”
{Close}: Returns to the [Maintenance] screen.
{Next} : Changes the screen to the next page.

{Back}: Changes the screen to the previous page.

5.1.7 Cleaning the Racks (Weekly)
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5

Maintenance

5.1 Inspection and Maintenance

On the [Maintenance] screen, touching {Procedure} on the right side of [6. Clean racks] displays the

cleaning procedure.

1. Clean touch panel Procedure

(daily)

2. Clean rack lane Procedure

aily

3. Clean bottle
compartment (daily)

Procedure

4. Clean reagent caps Procedure

tray (daily)

L

Parts checklist |

Maintenance

5. Clean nozzles Procedure

(weekly

6. Clean racks Procedure

(weekly

EL

7. Clean bottle/tank Procedure
(monthly

nthly)

| Error log

£ Meru

MAINTENANCE PROCEDURE

[ f2ar03/2022 [13:5308

CLEAN RACKS

B CLEAN RACKS
Check that there are no foreign
objects at the section where the
sampling bottle and sample cup are
installed.
Tf any foreign objects are found,
remova them by inverting the rack.

< CAUTION >
Do not wash the rack as it has a rack
barcede affixed to it

1.1
Back ;

176

m  Procedure

Check that there are no foreign objects at
the section where the sampling bottle and
sample cup are installed. If any foreign
objects are found, remove them by
inverting and shaking the rack.

A Caution: Do not wash the rack
as it has a rack barcode affixed to it.

{Close}: Returns to the [Maintenance] screen.
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5.1 Inspection and Maintenance

5.1.8 Cleaning Bottles/Tanks (Monthly)

On the [Maintenance] screen, touching {Procedure} on the right side of [7. Clean bottle/tank] displays the

cleaning procedure. Clean the tank once a month.

Maintenance

1. Clean touch panel Procedure 5. Clean nozzles Procedure
(daily) = week ly

2. Clean rack lane Procedure 6. Clean racks Procedure
(daily) (weekly)

3. Clean bottle Procedure | 7. Clean bott ls/tank
compartment (daily) (monthly)

4. Clean reagent caps Procedure
tray (daily

Parts checklist | Maintenance | Error log

[ v |

bex [28/03/2022 [13:53:08

MAINTENANCE PROCEDURE

[CLEAN BOTTLE/TANK
|

M Cleaning the purified water bottle /
washing solution bottle

Rinse with purified water.

B Cleaning the drain tank

<When normal>
Wash thoroughly with tap water and
rinsa with purified water

1/2

| Hext

m  Procedure

Purified water bottle/washing solution bottle
Rinse with purified water.
Drain tank
<When normal>
Wash thoroughly with tap water and rinse
with purified water.
<In case of severe contamination>
(D Wash thoroughly with tap water.
@ Pour 2 L of tap water and 20 mL of
washing solution into the tank.
Tap water: 2 L, Washing solution: 20 mL
@ Close the tank cap securely and shake
the tank. (In case of severe
contamination, leave for about one
hour.)
@ Wash inside the tank thoroughly with

tap water and rinse with purified water.

{Close}: Returns the screen to the [Maintenance]
screen.

A\ Caution : Insufficient rinsing with purified water may affect the test data.

NN1-1741 Rev.12
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5.2 List of Parts to Check and Replace

On the [Parts checklist] screen, the part names, last replacement date, number of

months used, and number of use counts are displayed.

5.2.1 Opening the [Parts checklist] Screen

On the [Maintenance] screen, touching [Parts checklist] opens the [Parts checklist]
screen. The parts that have expired (the number of months or use count has been

exceeded) will be indicated in yellow.

MENU Ceres Bl Touch {Maintenance}.

Create CC graph

Set reagent

=5iProcess data O' Prep functions

- ﬁ Settings e
5 10: 72222

Maintenance

Touch {Parts checklist}.

[
1. Clean touch panel | Procedure { 6. Clean nozzles Procedure
(daily) (weekly)

2. Clean rack lane Procedure | 6. Clean racks Procedure
(daily) (

weekly)
. Clean bottle Procedure | 7. Clean bottle/tank Procedure
compartment  (daily) (monthly)

@

i

4. Clean reagent caps Procedure
tray (daily)

| Parts checklist I Maintenance | Error log |

T Menu

[T bex 2870372022 [13:53:08
Parts checklist 3
' The [Parts checklist] screen opens.
\mangTﬂ at \3}:41{-‘1%:5! of nonth | Test t

08/01/07 176(12) 6887(1000)

The number is max Value.

e

B l | T | \ Print It. e |«. Closs |

3 lowinaronon 74

The lines of the expired parts are yellow.
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5.2 List of Parts to Check and Replace

5.2.2 Replacing Parts

The expired parts can be replaced.

This explanation starts from the condition at which the [Parts checklist] screen is displayed.

Parts checklist

Parts Chanzed at [Nunber of month | Test 1
13 iE] 31012)

GaB 08/01/07 176(12)] 6687(1000)

The number is max Value.

e

oD [ [ Echanse | [ et [t wew [e ciese |

[0 [os/0s/2021 [17:4801

Parts checklist

’
3
o i

The number is max Value.

T
,  r

Al Exchanse | Print It.. Merus I". Close ]

[ T bex [os/09/2021 [17:4801

Parts checklist

[ Than sed_at [Himher of nonth [ Tast T

Exchange parts?

press [Start] to update information on cursor.

[7 Cancel ] |
—

[ [Eome || [ e e o [ ciose

o

NN1-1741 Rev.1

Replace the parts marked in yellow.

Reset the number of month and use
count for the parts replacement.

(D Touch the line of the replaced part.
@ Touch {Exchange}.

Maintenance

(® Touch {Start}.

* The number of months and use count
become “0.”

* The dialog box closes.

{Close}: Aborts the resetting of the months and use
count.
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5.3 Export Logs

The log file, which records various types of information generated during the

operation of the device in chronological order, is output to a USB memory.

When you touch {Maintenance} on the Maintenance screen, the Maintenance
Function screen opens.
Touching {Export Logs} compresses the log files and copies them to a USB

memory device.

MENU Céres Il Touch {Maintenance}.

Start analysis Set reagent Create CC graph

Set reagent

2% Maintenance I Settings Close

& 10: 7222
. 5 Touch {Maintenance}.
Maintenance

1. Clean touch panel | Procedure I 6. Clean nozzles Procedure
(daily) (weekly)

2. Clean rack lane Procedure 6. Clean racks Procedure
(daily) (weekly)

3. Clean bottle Procedure 7. Clean bottle/tank Procedure
compartment (daily) (monthly)

4. Clean reagent caps Procedure
tray (daily)

i

Parts check|ist | Maintenance Error log |

jL

[£ Meru
[ [28/03/2022 [13:53:08
waintenanes | Connect the USB memory device to the external
media connector, and then touch the {Export
— — Logs} button
i | e o | When Operator Mode is set to ‘ON’, Export
Drain | Crate o raasernt 55| Logs is allowed only to the authorized management
o ) USB memory device.
- (4= Page 285 “APPENDIX 5 Management
IR USB Stick Setting”

i ‘ T Menu | t  Close

[ 257027202 (180825
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5.3 Export Logs

Maintenance

Touch {OK}.

LogTool (1.00)

Device logs will be exported
to the USB flash drive.
Do you want to continue?

| 0K l Cancel

{Cancel}: The Export Logs is stopped, and the
Maintenance Functions screen is
ot | |i Meru |t Close displayed.”

[0 [25/02/2026 [18:0831

The log has been exported.
Touch {OK}.

LogToo! (100)
Log export is complete.

Otk -“

My

Application closed

T Menu T Close

[ ex (2570272026 [18:1335

5

Maintenance
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Chapter 6 Settings

6.1 System Settings
6.2 Protocol Settings
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6

Settings

Chapter 6 Settings

6.1 System Settings

When using the system for the first time, the system settings must be set. After the system settings are
completed, no change is necessary for daily testing, unless other settings are needed.
For an outline of the setting items in “System Settings,” see page 31 “2.4.1 System Settings.”

6.1.1 Sample Barcode Settings (Common)

This section describes the common settings which are used to read the sample barcodes.

When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” changing

the settings becomes possible.

Touch {Settings}.

L~

Create CC graph

Touch {Sample barcode}.

iy " I
D‘ Sample barcode ‘b Rack No. settings " Config

Sauple barcode information S-bottle Rack No. settines
setting

‘D Data output ‘b Output format

Destination, online Output format information
setting

ly - i
‘_‘J Language setting ‘_‘] Operator mode

Operator mode

Back w Restore Print T Menu

XX [26/08/2021 [19:10:00
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6.1 System Settings

Set the items on the {Common} tab.

om0 s e e |
Sample barcode @ YES NO Decade accord tines | [ 10
Duplicated check C YES & NO
Barcode reader type @10 20
Barcode to be used (up to 4 types can be selected simultaneously)
[E]CODE3S = =
@1TF | =)
-7 5] ]
— =
ol
Setting item Selection/setting | Content
Sample barcode YES: | Barcodes are affixed to the samples.
NO: | Barcodes are not affixed to the samples.
Duplicated check From system startup to power off:
YES: | Checks for duplicate sample barcodes.
NO: | Does not check for duplicate sample barcodes
However, even if this is set to “YES,” if the test mode is
retest or dilution and retest, the duplicate check is not
conducted.
Barcode reader type 1D: | Uses only 1D codes.
2D: | Uses both 1D and 2D codes.
Decode accord times Number input | Sets 10 times as a rough target.
Barcode to be used Select the barcodes to be used (m).
Up to four types of barcodes can be selected.

Decode accord times

The barcode reader scans a maximum of 500 times when reading a sample barcode. In this process, the

6

Settings
number which the barcode has been properly read is called the decode times.

“Decode accord times” is the number of reading which is sufficient for proper reading.
When the larger number is set to [Decode accord times], erroneous reading of the barcode can be prevented.

However, at the same time, occurrence rate of “barcode reading error” increases.

amp barcode se

Detailed settings for each barcode type

Conmon | CODE3S. K ITF. l -7 | Jan l IND20f5 ‘ CODE128. | C00P20f5 [ 20 |
L are set next.
Sample barcode ® YES  NO Decode accord tines [10 a— .
(4 Page 186 “6.1.2 Sample Barcode Settings

plicatsdicheck LI (Detailed Settings for Each Barcode Type)”
Barcode reader type @ 1D 20
Barcode to be used (up to 4 types can be selected simultaneously)

[EJCODESY [0 I (|

=ITF [ [

[EINH-7 ] O

(@ JAN [

@ Continue

X [26/08/2021 [19:10:15

NN1-1741 Rev.11
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6.1.2 Sample Barcode Settings (Detailed Settings for Each Barcode Type)

In [Samp barcode settings], there are items to set according to barcode types in addition to the common

settings. Available barcodes are CODE39, ITF, JAN, NW-7, IND2of5, CODE128, and COOP20f5. The

barcode settings can be seen by selecting the corresponding barcode name tabs.

When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” the settings

can be changed.

The explanation starts from the condition at which the [Samp barcode settings] screen is displayed.

(=

Samp barcode settings

[= CODESY
ITF
[ENH-7

= JAN

Sample barcode @ YES CNO Decod d 10
Duplicated check CYES @ NO
Barcode reader type 10 c2

Barcode to be used (up to 4 types can be selected simultaneously)

[ £
o

-
O 0
-

# Continue

Samp barcode settings

mlmn‘ jia ‘ W7 ‘ i lxmm’mmlmml n |

6 Digit *
Settings Check digit C YES &N M10/3

Start/stop
Character del | ®YES  CNO

[+ continee |

Page 184 “6.1.1 Sample Barcode Settings (Common)”

Touch the barcode tab to be set.

(Example)
Touch the {NW-7} tab.

Set each item.
(See Tables 6.1.1 -—.1.4.)

For the CODE39, JAN, and ITF barcodes, the check digit calculation method cannot be changed.

Samp barcode settings

Common | CODE33. | ITF. ] NET, ‘ AN ‘ IND2of§ [ CODE128 fmm[ 2 |

Digit 4]
Check digit CYES & NO Mi0/3[ v ]

Start/stop
Character del | ®YES  CNO

|+ continue

186

Touch {Continue}.
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Samp barcode settings

e | el ol Gl ]
Digit | [ x
Check digit | CYES  @NO o [7]
Start/stop
fharantar dal | @VYES No
Register?
——1 | 'camw"l

- Continue

[ e/oa/2021 [1g11:45|

NN1-1741 Rev.11

6.1 System Settings

Touch {Register}.

{Cancel}: Closes the dialog box.

{Discard}: Aborts registration of the Samp barcode
settings and returns to the [System Settings]
screen.

{Register}: Registers the set contents.

187
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When “YES” is selected for the check digit test, the last character of the barcode (one character before the

start/stop character) is tested as a check digit.

Table 6.1.1 Samp barcode settings

Set item Selection/setting | Content
Barcode digits Sets the number of digits of sample barcode.
Digit When “*” is input, the number of barcode digits is not
checked.
(Used when several number of digits exist for the sample
barcode.)
The range of input changes according to the “YES” or “NO”
setting for “Start/stop character del.”
See Table 6.1.2 for details.
Start/stop Sets whether the start/stop character is deleted.
character del (Valid when NW-7 is selected.)
YES 1 Deletes the start/stop character.
NO | Does not delete the start/stop character.
Check digit test Sets whether the check digit test is conducted or not.
YES 1 Conducts the check digit test.
NO | Does not conduct the check digit test.
Check digit calculation See Table 6.1.3 | Sets the check digit calculation method.
method (Valid when NW-7 is selected.)

For the input range and the calculation method of the check digit, see Table 6.1.3.

Table 6.1.2 Range

of input for barcode digits

Barcode type

Start/stop

character deletion

Input range

Max.

NW-7

Yes

17

No

15

ITF

IND2of5

Invalid

COOP2o0f5

15 6

CODE39

JAN

Invalid

CODEI128

15 5

QR

Data Matrix

PDF417

Invalid

GS1 DataBar
Omni-directional

50 6

NN1-1741 Rev.11




Table 6.1.3 Input No. and Calculation Method

6.1 System Settings

Table 6.1.4 Barcode Type and Calculation Method

Input No. | Calculation method
1 Modulus 10/3 weight
2 Modulus 16
3 Modulus 11
4 Modulus 10/2 weight
5 Modulus 10/3 weight
6 7 check DR
7 Weighting modulus
8 Loons

NNI1-1741 Rev.11

Barcode type Calculation method
CODE39 Modulus 43 (fixed)
JAN Modulus 10/3 weight (fixed)
ITF Modulus 10/3 weight (fixed)
NW-7 Modulus 10/3 weight
Modulus 16
Modulus 11
Modulus 10/2 weight
7 check DR
Weighting modulus
Loons
IND2of5 No check digit
CODEI128 No check digit
COOP2of5 No check digit
QR No check digit
Data Matrix No check digit
PDF417 No check digit
GS1 DataBar No check digit

Omni-directional

189
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6.1.3 Rack Setting

The range of sample rack numbers used for S sample bottle are set here.

During testing, racks with numbers in this range are processed as “sample racks.”

When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” settings can be

changed.

The explanation starts from the condition at which the [System Settings] screen is displayed.

{4 Page 184 “6.1.1 Sample Barcode Settings (Common)”

System settings

Protocol settings

W Sarelo barcods

Sample barcode information
setting

b
") Rack No. settings

,J Config

S-bottle Rack No. settings Date and tine, Sample No. at
start up, Password
registration

l
XJ‘ Data output

Destination, online

‘D Output format

Output format information
setting

Iy
") User account

User information
regist

ration/deletion

Iy -
‘_‘J Language setting

Switching display language

‘b Operator mode

Operator node

el e

Print I T Menu |

Rack No. settings

S.bottle Rack No.

Min 001

Max 100

[+ contiree |

S.bottle Rack No.

Min 001

0K [26/08/2021 [19:13:02

Rack No. settings

Max 100

||1f Cont inve I

Touch {Rack No. settings}.

Set the range of sample rack numbers.
(See page 191)

Touch {Continue}.

* The dialog for the change/registration
check appears.
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Touch {Register}.

S.bottle Rack No. Min oot Max 100

{Cancel}: Closes the dialog box.
{Discard}: Aborts the rack range setting and returns to

o the [System Settings] screen.

{Register}: Registers the set contents.

Continue

[T x [26/08/2021 [12:13:19]
Table 6.1.5 Rack setting
Setting Value Meaning
S. bottle Rack No. 1-99- Sets the Rack No. range for S sample bottle.
Min.: When “*” is entered, the range specification is
Max.: disabled.
To disable the rack No. range setting, enter “*.”

NN1-1741 Rev.11

After “*” is entered for the Min. or Max. value, touch the other value (Max. or Min. value). “*” is automatically
set, and Rack No. range setting is disabled.

(If only one of Min. and Max. is “*,” registration is not possible.)

6
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6.1.4 Config.

In Config., the following items are set.
+ Date and time
- Password
When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” settings can
be changed.
The explanation starts from the condition at which the [System Settings] screen is displayed.

(" Page 184 “6.1.1 Sample Barcode Settings (Common)”

Bl Touch {Config.}

l I n I 7

") Sample barcode ") Rack No. settings " Config
Sauple barcode inforuation S-bottle Rack No. settings Date and tine, Samele No. st
Setting start up, Pasérord

registral

sl sl sl

" Data output ) Output format " User account
Destination, online Output fornat inforuation User infornation

setling registration/deletion

My " N

" Language setting ") Operator mode
Seitching display languae Operator node

| [ Bakw | Restore [ Pt [t wew |

XX [26/08/2021 [1g:14:11.

Set the Config.

(See the next page.)

Date | 20[2Tyy [09ws [08pp [75: [27 uw [JSet

Sl st o | f The screen differs depending on

whether or not a password is
6 registered.
Set password
. for data | & NO ®iEs |
Settings
| ‘- Cont inue I

XX [oa/09/2021 [15:27:41

When a %assword is not re%istered

Date | 20[2Tyy [03wv [26pp [79: [T4uw OSet

Sample start No. | [

After entering old password, push [Enter] and new password
0ld password I

New password ]

[o continee |

X [26/08/2021 [19:14:27

When a password is registered
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Date 20[2ZTyy [08ww [Zpp [T9: [T6uw [JSet

Sample start No. 1

After entering old password, push [Enter] and new password
0ld password frorxxx

New password [forrrx

I | T

o [26/08/2021 [19:17:04

[oonny

Date | 20[7Tyy [08wy [26pp [T9: [T6wn [OSet

Sample start No. | 1

After entering old password, push [Enter] and new password
Mo .

6.1 System Settings

Touch {Continue}.

Touch {Register}.

{Cancel}: Closes the dialog box.

{Discard}: Aborts Config. and Returns to the [System

Settings] screen.

ldles: o Rg : i {Register}: Registers the set contents.
New pas |
[[[ bex s/0er2021 [1en17:25
Setting Value Meaning
Date O Setting | To set the date and time, select the checkbox (m).
20(XX)YY — (XX)MM — Year:0- 99
(XX)DD ( ):( )MIN
Month:1- 12
Day:1- 31
Hour:0- 23
Minute:0- 59
Sample start No. 1-99-99 Sets an initial value for the sample sequence No.
Password registration Selects whether or not a password is registered.
Yes: | Registers a password.
No: | Does not register a password.
Password: 5-30ch | Enter the password here.
(0-9,—, X,
Y,Z, . )
Old password 5-30ch. | (When apassword is set)
(0-9,—,X, | Changes the password.
New password Y,Z,. )

To delete a password, touch {Continue} to register without entering anything in the “New password” field.

NN1-1741 Rev.11
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6.1.5 Data Output - [Selecting Data Output Destination]

The following destinations can be set for data output:

+ Output of test data to a printer (printing)
+ Output of test data to external media
Output of time course to external media

+ Output of test data to a computer

When the user is logged with an administrator ID, or when “No” is selected for “Operator mode,” settings can be

changed.

The explanation starts from the condition at which the [System Settings] screen is displayed.

(== Page 184 “6.1.1 Sample Barcode Settings (Common)”

System settings Protocol settings

") Sample barcode

ode inforaat ion

I .
") Rack No. settings
S.bottle Rack No. settings

‘D Config
Da n

st
registration

J Data output

Destinat ion, online

L
") Output format

fornat information

i
") User account

)
" Language setting

ng display language

‘b Operator mode

Operator mode

e T

‘b Dest ination
Output to printer ®
Output to Ext. media O
Time course to Ext. media ()
Output data online O
Output wnit @

Output settings

setting

[FCal

Jliy Online settings
]

Baudrate | 9600 Order request

Length 8 Trans.

Parity None Delimiter [STX/ETX
Stop bit 1 Chk. Char

- sy Test
o Test
@®
e [FOBT]
NO
ACK/NAK
NO

T Menu T Close

X [1/1v/2021 (170501

Destination

Output to printer

Output to Ext. media

Serial No. folder creation

Time course to Ext. media

Output data online

Output unit

QC limit value check

(Cli=]

OYES

@VYES

OYES

OVYES

@ Average

O

ONo

®©No

OnNo

®NO

@No

OReplicate

©O0FF

Cont inue

3t e/t 181850

Touch {Data output}.

Touch {Destination}.

{Menu}: Returns to the [MENU] screen.

{Close}: Returns to the [System Settings] screen.

Select the destinations for data output
(see the next page).
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Setting

Value

Meaning

Output to printer

YES

NO

Selects whether or not test data is printed.
During a test, the test data is printed in real time.
If “Print Saving mode” in which only the STD
and QC process results and errors are printed is
desired, please contact your seller.

Does not print test data.

Output to Ext. media

YES
NO

Selects whether or not test data is automatically
sent to the external media upon completion of the
test.

Output to the external media.

Not output to the external media.

Serial No. folder creation

YSE
NO

Selects whether or not a serial No. folder is
created on the external media when outputting
test data.

Creates a serial No. folder. (Ex. 00226)

Does not create a serial No. folder.

Time course to Ext. media

YES
NO

Selects whether or not a time course is output to
the external media.

Output to the external media.

Not output to the external media.

Output data online

YES
NO

Selects whether or not the test data is output to a
computer.

Detailed settings for computer output are found
on the [Online settings] screen.

Outputs online.

Does not output online.

Output units

Average

Replicate

Selects the output format for sample or QC test
data output online.

Outputs an average value of the output test
results.

Outputs all measured data.

QC limit value check

ON

OFF

Selects the QC control limit value check.

If the data is normal as a result of the check, the
test result is output as is. Otherwise the QC control
limit value error is output.

Outputs the measured results as-is.

NN1-1741 Rev.11
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Destination

Output to printer | ONES ONo
Output to Ext. media I ONES @NO
Serial No. folder creation | ®VYES ONO
Time course to Ext. media OYES ©N0
OQutput data online | OYEs @NO
Output unit | © Average ORepl icate
QC limit value check | O ®OFF

T |

[T box [26/08/2021 [19:19:20

Output to printer | @Y ONo
Output to Ext. media N e)= @ND
Serial No. folder creation |  @VYES ONO
Time course to Ext. media | OVES @NO
Output data online | OVEs @ND
Output unit | @Ahverage ORepl icate

Q¢ [imit y| Resister?

————|| I~ Cancel i

o | [Cowse ]
Cont inue
=] fertine |

[ [ e [2s/08r2021 [re:19:49

Touch {Continue}.

Touch {Register}.

{Cancel}: Closes the dialog box.

{Discard}: Aborts selection of data output and returns
the screen to the [Data output] screen.

{Register}: Register the set contents.
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6.1.6 Data output - [Online Settings]

The control conditions for network communication are set.

For details, refer to “OC-SENSOR Ceres Interface Specifications.”

When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” settings can be

changed.

The explanation starts from the condition at which the [System Settings] screen is displayed.

(" Page 184 “6.1.1 Sample Barcode Settings (Common)”

System settings

Protocol settings

W Sarelo barcoss

Sample barcode information
etting

b
") Rack No. settings

S-bottle Rack No. settings

U Config

Date and tine, Sample No. at
star assvord
registration

l
XJ‘ Data output

Destination, online

‘D Output format

Output format information
setting

Iy
") User account

User information
registration/deletion

Iy -
:J Language setting

‘b Operator mode

Operator mode

| Back w I Restore l Print

[+ e |

XX [26/08/2021 [19:18:41

Output settings

‘b Destination \b Test setting
Output to printer @® O\ ot
Output to Ext. media O @\
Tielonr= Llbteia O @) LFOBT] [FCa]
Output data online (@ @N
Output wnit @ (@)
_ )
‘b Online settings
Baudrate | 9600 Order reauest NO
Length 8 Trans. ACK/NAK
Parity None Delimiter [STX/ETX
Stop bit 1 Chk. Char NO

T Menu t  Close

Xx [11/11/2021 [i7:05:01

Online settings

NN1-1741 Rev.11

IP address| 127, ’T [0 .11 Port No. Outgoing [ 5001
Order reaest | OYES ®NO Incoming [ 5002
Com mode | ODCsensor iol OPLEDIA OLAN @ASTM OHL7
Baudrate | ©2400 O 4800 ©9600 019200  O38400
Length o7 @8 Parity | @None OEven OO0dd
Stop bit @1 O2 Trans. O NOHE © ACK/NAK
Delimiter | © © )
Chk. Char | © O ©® Separator @ @No

Cont inue

Touch {Data output}.

Touch {Online settings}.

{Menu}: Returns to the [MENU] screen.
{Close}: Returns to the [ System Settings] screen.

Select the conditions for network
communication (see the next page).
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Setting Value Meaning
IP address 0-254 | Sets the IP and port number for the network connection.
O.0.0.0 * Valid only when the communication mode is LAN or HL7.
Port No. 1 -65535
Outgoing/Incoming
Order request Selects whether or not order requests are sent to the upper level
system.
YES | Sends an order request.
NO | Does not send an order request.
Com mode Selects a communication mode.
OC sensor 10 | ¢ sensor 10 compatible mode
PLEDIA | ¢ sensor PLEDIA-compatible mode
LAN LAN communication mode
ASTM ASTM communication mode
HL7 | HL7 communication mode
Baudrate Selects the communication speed.
2400 2400 bps
4800 4800 bps
9600 9600 bps
19200 | 19200 bps
38400 | 38400 bps
Length Selects the word length
7 | 7 bits
8 | 8 bits
Select 8-bit when sending 2-byte characters.
Parity Selects the parity check.
None | Do not use parity check.
Even | Check with even-number parity.
Odd Check with odd-number parity.
Stop bit Select as the stop bit.
1| 1bit
2 | 2bits
Trans. Selects the transmission control.
NONE | Doesnot use transmission control
ACK/NAK | Uses ACK/NAK control.
Delimiter Selects the delimiter.
STX/ETX | Start of Text (0x02) / End of Text (0x03)
CR/LF | Carriage Return (0x0D) / Line Feed (0x0A)
CR | Carriage Return (0x0D)
Chk. Char Selects the error detecting method.
BCC | Block Check Code
SUM | Sum
NO | Does not use a check character.
Separator Selects whether or not commas (,) are used to separate data
items.
YES | Separated by commas.
NO | Not separated by commas.
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In the case of LAN or HL7 communication, the settings for delimiter, check character, and item separation

become “none.”

For ASTM communication, the settings for delimiter, check character, and item separation are fixed. They cannot

be changed on the setting screen.

[online settness |

IP address| [127.[0 [0 . [T

Order resuest | OYES @®NO

Com mode | O0Csensor iol OPLEDIA

Port No. Outgoing 5001
Incoming 5002
OLAN ©ASTM OHL7

Baudrate | O2400 O 4800 © 9600 O 19200 O38400

rerath 2 e Parity | @None OEven O0dd
Stop bit | ©1 o2 . o
Dolimiter | @STWEKGORILE OR
Lty | o0 Qe Ol Separator | OYES @©No

|| contirue |

[T/ (2670872021 [19:21:19

Online settings

IP address| W ,T IT IW_

Port No. Outgoing 5001
Order reauest | (O YES @NO Incoming 5002
Com mode | 0 sensor o OPLEDIA OLMN ©4STH OH7

Baudrate | 2400 O 4800 © 9600 019200 038400

Length | O7 @8 Parity | @None Ofven O0dd
Stop bit | @1 0z Trans. | ONDIE  @ACK/NAK
Delimiter | [Register?
Chk. Char | @N
| Careel | Discard |m:
Cont inve
e 1
[ b [2womaont [rszss

NN1-1741 Rev.11

Touch {Continue}.

Touch {Register}.

{Cancel}: Closes the dialog box.
{Discard}: Aborts Online settings and returns to the
[Data output] screen.

{Register}: Registers the set content.
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6.1.7 Data Output - [ Test Setting]

The test items to be handled by the system are set here.

When the user is logged with an administrator ID, or when “No” is selected for “Operator mode,” settings can be

changed.

Settings are also available from the [Assay] screen, [Retest] screen, [QC process] screen, and the [Set reagent]

screen.

The explanation starts from the condition at which the [System Settings] screen is displayed.

(= Page 184 “6.1.1 Sample Barcode Settings (Common)”

System settings

Protocol settings

\b Sample barcode

Sanple barcode information
setting

ly : Iy

‘J Rack No. settings ‘_‘J Config
S.bottle Rack No. settings Date ar ;;m”
start up, Pass
registration

time, Sample No. at

word

Iy
" Data output

Destination, online

‘b Output format "J User account

Output fornat information User informat jor

registration/d

n
leletion

sl 7
J Language setting

Switching display language

‘D Operator mode

Oerator node

| Back wo I Restore I Print

[¢ e |

X [26/08/2021 [1g:1:41

Output settings

JJ Destination "_) Test setting
Output to printer @ ©) oot

Output to Ext. media O @

o e o Bt 10 ) () [FoeT] [FCa]
Output data online (@) @®

Output unit @ O

‘D Online settings

Baudrate | 9600 Order remest NO

Lenzth 8 Trans. ACK/NAK

Parity None Delimiter [STX/ETX

Stop bit | 1 Chk.Char [ NO

T Meru

€ Close

b 1171172021 [1z:05001

Test setting.

1
FOBT

B[FEr] O
O ] ]

ML Hore =

2 8
FCa

m[ FCa ] O

Cont inue

n Touch {Data output}.

Touch {Test setting}.

{Menu}: Returns to the [MENU] screen.
{Close}: Returns to the [System Settings] screen.

Selects the test items (see the next
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Setting

Value

Meaning

Test item

[FOBT]
[FCa]

selects the test item.
Fecal hemoglobin
Calprotectin

Test setting.

1 2 3
- FOBT ~ FCa
®[_FOBT ] [ MNore | Mm[ FCal O
Ol Mone I [ None =0 ][ ]
= Hone 1 =i None 1
[Fissiina ]
[Thex 71172021 [17:06:23

Test setting.

1 2 3
. FOBT  Fta
E[ FOBT ] E [ HNone ] @[ FCa ] E[ None ]
E0 Hope 1 E[ Hope ] O Wope ]

EL None 1

i Register?

_ID‘mrd M =0
Cont inue I

[[bex (71772021 [17:0648

NN1-1741 Rev.11

Touch {Continue}.

Touch {Register}.

{Cancel}: Closes the dialog box.
{Discard}: Aborts the test setting and returns to the
previous screen.

{Register}: Registers the set content.

6
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6.1.8  Output Format Settings (Basic Format)

The output format of data such as the rack, sample No., sample ID, etc. can be set for each output

destination (printer, external media, and network).

For data output to a printer, the settings for the rack, sample No., and sample ID cannot be changed.

When the user is logged with an administrator ID, or when “No” is selected for “Operator mode,” the settings can

be changed.

The explanation starts from the condition at which the [System Settings] screen is displayed.

(=

System settings

Page 184 “6.1.1 Sample Barcode Settings (Common)”
Touch {Output format}.

Protocol settings

W Sarelo barcoss

Sample barcode information
etting

b
") Rack No. settings

S-bottle Rack No. settings

U Config

Date and tine, Sample No. at
start up, Password
registration

l
XJ‘ Data output

Destination, online

‘D Output format

Output format information
setting

Iy
") User account

User information
registration/deletion

Iy -
:J Language setting

Switching display language

‘b Operator mode

Operator node

e e oo [ o

Items Pri

Smal |
space

~

New |ine

@

Rack No.

Sample No.

=

o

Sample 1D

o

DA value

[ oS
nter Online Items
[m] 7 Flag(+-)
=] 8 Date
] 0]
Value

L g Format
L]

10/ GL,ON
[}

XX [26/08/2021 [19:18:41

Output format

(Heetc | (ENERRREAT

Printer Online

E | ®

O]

Printer, external media, online

(¢

o

o

|c Cont inue |

[ o]
Items Printer Online Items
Smal | =
Il e ] 7 Flag(+-)
2 New line = 8 Date
3/ Rack No. L] ]
g VYalue
4 Sample No. = = Bttt
5 Sample 1D I
10/ GL,ON
|6/ DA value O

XX [26/08/2021 [19:24:59

Output format

el | |

Printer Online
m | m

|Printer, external media, online

Touch {Continue}.

|In Cont inue

Select an output item (see page 204).
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Output format

Basic |rm. nedia

[ ]
Items Printer Online Items Printer Online
Sma | | -
1 | Sezem 7 |Flag(+-) ] =
2 New line = 8 Date =
3| Rack No. w Printer, external media, online
‘ VYalue O
4 Sample No. L Format Ty
5 Sample 1| gegister? "
6 DA value

Discard || Resister I

@ Continue

[ pex fesv0/2021 [19:25:14

An item with a check mark is output.

NN1-1741 Rev.11

6.1 System Settings

Touch {Register}.

{Cancel}: Closes the dialog box.

{Discard}: Aborts the output format and returns to the
[System Settings] screen.

{Register}: Registers the set content.

203
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Output item Meaning
Test item Selects test items for output.
Common common settings (items 1 - 8)—
90 : [FOBT] FOBT setting (items 9 - 10-)
53 : [FCa] FCa setting (items 9 - 10-)
1.Small space
Printer | Line spacing becomes narrower when printing.
2. New line
Printer | A line feed is output at the following positions during printing.
Between test data sets
Between items when testing multiple items
(Applied for both real time and processed data printing.)
3. Rack No.
Printer | Rack No. and Rack Position No. are output.
Online | Rack No. and Rack Position No. are output.
4. Sample No.
Printer | Outputs sample Nos.
Online | Outputs sample Nos.
5. Sample ID
Printer | Outputs sample IDs.
Online | Outputs sample IDs.
6. DA value
Printer | Prints DA values.
Outputs DA values.
6 7. Flag (+-)
SHIMEE Printer | Outputs judged results.
Online | Outputs judged results.
8. Date
Online | Outputs test dates.
9. Value Format Selects the output format for the measured data.
#i### (integer) | Outputs integers.
#it## 4 (1 digit of decimal number) Outputs numbers with one decimal digit (all measured data values are
rounded up.)
10. QL, QN
Qualitative | Outputs the qualitative value of the measured results.
QL, QN | Outputs the qualitative and quantitative values of the measured results.

When the communication mode is set to ASTM on the [Online settings] screen, only the [Value Format] and [QL, QN]

settings are applied, and other settings are not applied.
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6.1 System Settings

6.1.9 Output Format Setting (External Media)

The data output to external media can be selected, and the output order can be changed.

When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” the settings

can be changed.

The explanation starts from the condition at which the [System Settings] screen is displayed.

(" Page 184 “6.1.1 Sample Barcode Settings (Common)”

System settings

Protocol settings

W Sarelo barcods

Sample barcode information
setting

‘b Rack No. settings

S-bottle Rack No. settings

‘IJ Config

Date and tine, Sample No. at
start up, Password
registration

JJ Qata output

Destination, online

b Output format

Output format information
setting

Iy
") User account

User information
registration/deletion

Iy -
‘_‘J Language setting

Switching display language

‘b Operator mode

Operator node

Touch {Output format}.

I el e

Touch the {Ext. Media} tab.

Basic |[Exl.ls B
[ oS
Items Printer Online Items Printer Online
Smal | _
1 space = 7 Flag(+) ] =
2 New line = 8 Date =
3 Rack No. ] = Printer, external media, online
Value 6
4 Sample No. & iC| Format
5 Samle 1D w - Settings
10 OL,ON )
6 DA value 0 -

|¢ Cont inue I

XX [26/08/2021 [19:24:59

Output format

| Basic I’ExL nedia

Select the test information to be

changed using the radio buttons.
©8amle test datd OXC test data OSTD test data
OSample replication OQC replication OSTD replication

<Item> (10) <Output item>  (29)
Feservel 4 4
Reserve2 ANALYSIS DATE
Reserve3 ANALYSIS TIME
Reserved 2 I RACK_NO. - |
Reserveb POSITION IN RACK
Reservef SAMPLE 1D
Reserve?7 SAMPLE SEQUENCE NO.
Reserve8 s | MEAS . METHOD NO. X |
Reserve8 NUMBER OF REPLICATE
Reservel0 DA VALUE

Reset I

® Continue

NN1-1741 Rev.11
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6.1 System Settings

Output format Change the order of output and select the
v | (e output data.

@Bample test data OQOC test data OSID test data
OSample replication OQC replication OSID replication

Output items: List of items to be output

Output order to: The data is output in the order

Quto: item ]
DATA TYPE P shown.
ANALYSIS DATE

Reserved ANALYSIS TIME
Reserve4 2 RACK NO.
Reserveb POSITION IN RACK 3
Reservef SAMPLE 1D
Reserve? SAMPLE SEQUENCE NO.
Reserve8 S MEAS .METHOD NO. . . ..
Roservet : NUIBER OF REPLICATE i (D When an item on the left-side <Item> list is
eserve a 3 . .
| selected and the {>>} button is clicked,
[pr—— . . .

| the corresponding item is added to the

» Continue . . . .

— right-side <Output items> list.

@ To delete an item from <Output items>,
select the item in the list and touch the
{<<} button.

@ Usethe { A} and { ¥} buttons to change
the order of a selected item.

{Reset}: Returns to the initial condition.
{ & }: Scrolls the list upward.
{3

}: Scrolls the list downward.

Some items are necessary for output. Such items cannot be deleted from the <Output items> list. For the items

required for output, see (=5 273 “4 Saving to External Media.”

Settings
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Touch {Continue}.

. Basic l (Ext. nedia
©Bamle test datd OOC test data OSTD test data
OSamle replication OOC replication OSTD replication
<Item> (10) <Output item>  (29)
Reservel 1t DATA TYPE 4t
Reserve2 ANALYSIS DATE
Reserve3 ANALYSIS TIME
Reserved 2 | RACK NO. - |
Reserveb POSITION IN RACK
Reservef SAMPLE 1D
Reserve? SAMPLE SEQUENCE NO.
Reserved & | MEAS.METHOD NO.
Reserved NUMBER OF REPLICATE
Reservel0 DA VALUE
Reset I
[ e |)
[T %X [26/08/2021 [19:26:56
Touch {Register}.
Basic | Ext. media
@Sample test data OQC test data OSTD test data
OSanmpele replication QOC replication QST repl ication
<Item> (10) <Output item> (29)
Reservel DATA TYPE .
Reserve? 1z ANALYSIS DATE x {Cancel}: Closes the dialog box.
Reserve3 ANALYSIS TIME
Reserved ;I RACK NO. ;I {Discard}: Aborts output format and
Reserveb POSITION IN RAGK
R 3 SAMPLE 1D .
v N e returns to the [System Settings] screen.
Reser ve M |
Reser vi| fesister? {Register}: Registers the set content.
Reser ve
Discard || Rezister i;
@ Continue
[T 0 loouraer szt

6

Settings
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6.1 System Settings

6.1.10 User Account Settings

Operator IDs can be registered, deleted, and changed.
If the current operator ID is “User,” registration and changing the operator ID of the administrator is not possible.
Setting an administrator ID is available only when the user is logged in with an administrator ID or when

Operator mode is set to “NO.”

The explanation starts from the condition at which the [System Settings] screen is displayed.

(£ Page 184 “6.1.1 Sample Barcode Settings (Common)”

System settings

Protocol settings

n Touch {User account}.

208

s
") Sample barcode

Sample barcode information

S.bottle Rack No. settings

l
") Rack No. settings

D Data output

Destination, online

utput format information
setting

‘b Output format

sl
ser accoun
Us t

User int
regis

N 3
") Language setting

Switching display language

Operator node

‘b Operator mode

Back w Restore

Print T Menu

16 : Remaining numbers
= New " Change

Operator 1D

Operator name

Password

Privilege

Automatic logout time

Reset

C Delete

New account

XX [26/08/2021 [19:18:41

User account setting

1D:Z22ZZ (Adninist rator)

™~

Minute

Select “New,” “Change,” or “Delete.”

K * At “ID:”, the ID of the currently logged in

operator is displayed.

Enter each setting.

<In case of a new registration>

Cont inue

XX [26/08/2021 [19:29:05

Register a new operator ID by entering the
items in the following order.

@ Operator ID

@ Operator name

@ Password

@ Privilege

(® Automatic logout time

{Reset}: Clears the entered value.

The privilege returns to “User.”
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Up to 20 operator IDs can be registered.

The operator ID registered first automatically becomes an administrator

User account setting <To change an ID>
16 ¢ Remainine nurbers Enter the items in the following order for the
" New = Changel (" Delete 1D:ZZZZZ(Adninist rator) t ID t b h d
operator 0 b€ changed.
A it h
N — | @ Enter the current operator ID.
erator
= | : * Selecting from the {User list} is also available.
t
ereter e Y * The current operator name, new operator ID
Feemrocd [' () ]I' (4) ] and operator name are automatically filled in.
Privilege (o @ = ®
Automatic logout time Minut Minute @ Enter the Current password
Reset
@ Enter the new operator ID and name.
| teer st | o Gntine The current operator ID and name can be
XX [26/08/2021 |19:29:31

left as they are.

@ Enter a new password.
To use a new password, enter a password
different from the current password.

{Reset}: Clears the entered value.
The privilege returns to “User.”

(® Set the new privilege.
® Set the automatic logout time.

<To delete an ID>

A 25 - Enter the items in the following order for the

 New " Change @ Delete 1D: 27777 (Adninist rator) Operator ID tO be deleted,

De\ete@unt

Operator nare * Selecting from the {User list} is also available. Settings
Password & * The Operator name will be automatically filled
Privilege = ® n.
Automatic logout time 10 Minute @ Password

Reset

= T {Reset}: Clears the entered value.

XX [26/08/2021 [19:29:43

NN1-1741 Rev.11
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6.1 System Settings

Setting Meaning

Operator ID 1 - 20—digits

alphanumeric characters

Enter an operator ID.
<when changing/deleting>
Selecting from the {User list} is available.

Operator name 1 -20-digits | Displays the name or the entered operator ID.
alphanumeric characters
<when changing>
Enter the new operator’s name.
Password 5-10-digits | Enter a password.
alphanumeric characters
Privilege Displays the privilege.
Admin. | <when changing>
User | The privilege can be changed.
Automatic logout 0—99 min.| While the [MENU] screen is displayed, if no

time

operation is conducted for this length of time,
automatic logout occurs.

User account setting

Touch {Continue}.

User account setting

16 : Remaining numbers

= New " Change T Delete 1D: 22777 (Administ rator)
New account
Operator 1D | [
Operator name | pocoo
Password | e
Privilege ‘ 7 Admin. " User

Automatic |

Register?

Reset

———| i~ Cancel !
Uszer [ist I

Cont inue

[ [ [xx [25/08¢2021 [19:3038

16 : Remaining numbers

& New  Change C Delete 10:27Z7Z(Adninist rator)

New account

Operator 1D XXXXX
Operator name XXX
Password g
Privilege @ Admin.. € User
Automatic logout time 10 Minute

Reset

| [ omine |
XX [26/08/2021 [19:3024

Touch {Register}.

{Cancel}: Closes the dialog box.

{Discard}: Aborts the user account setting and returns

to the [System Settings] screen.

{Register}: Registers the set content.
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6.1 System Settings

6.1.11 Language Settings

Application language can be selected.

When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” the settings

can be changed.

The explanation starts from the condition at which the [System Settings] screen is displayed.

(" Page 184 “6.1.1 Sample Barcode Settings (Common)”

System settings Protocol settings Touch {Language Setting}.

hy ly : Iy

\_J Sample barcode ‘J Rack No. settings ‘J Config
Sanple barcode information S.bottle Rack No. settings Date and time, Sample No. at
setting start up, Password

registration

1 1 ]
Wiy sl N
ata outpu put forma Jser accoun
Dat tput Output f t Us it
Destination, online Output fornat information User inforaation
setting registration/deletion

sl 7 iy
J Language setting ‘J Operator mode

Switching display language Oerator node

e o e |

Touch {¥} to select a language.

Dislay tansses | [ Ewriw[T]))

6

Settings

Cont inue

XX [26/08/2021 [1931:52

Touch {Continue}.

Display language | Engl\shlj

[ oot

NN1-1741 Rev.11
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6.1 System Settings

Switching language

Display lanauase | Enslish|[¥ ]

Register?

* Switching the displaved lanzuage requires restart of the

ecuipment .
Discard || Resister ||

Continue

| = Cancel i
[ X [25/0a/2022 16449 |

Touch {Register}.

{Cancel}: Closes the dialog box.

{Discard}: Aborts changing the language and returns to
the [System Settings] screen.

{Register}: Enables the selected language.

After changing the language, restart the
system.

O Shut down the system.

(" Page 89 “2.7 Shutting Down the System”

@ Press the System switch to start up the
system.
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6.1.12 Operator Mode

The operator mode can be changed.

The explanation starts from the condition at which the [System Settings] screen is displayed.

(£ Page 184 “6.1.1 Sample Barcode Settings (Common)”

System settings

Protocol settings

W Sarelo barcoss

Sample barcode information
setting

‘b Rack No. settings

S-bottle Rack No. settings

‘IJ Config

Date and tine, Sample No. at
start up, Password
registration

JJ Qata output

Destination, online

b Output format

Output format information
setting

Iy
") User account

User information
registration/deletion

Switch

Iy -
‘_‘J Language setting

ing display language

‘b Operator mode

Operator node

| Back w I Restore I Print

[+ e |

Switching operator management

XX [26/08/2021 [19:18:41

[ Operator management = @ON

OOFF l

Cont inue

[ [xx [26/08/2021 193312

Switching operator management

Operator management =~ @DN

OOFF

[ s |

NN1-1741 Rev.11

Touch {Operator mode}.

Switch the Operator mode.

Switching from “ON” to “OFF” is
available only when logged in with an
administrator ID.

6

Settings

Touch {Continue}.
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214

6.1 System Settings

Switching operator management

Operator management | @ON OuF
Resister?
——| = Cancel Discard
[T [x 250372022 1651707 |
0C-SENSI
MENU Ceres

Start analysis

| ilD:ZZZZZ ||

Touch {Register}.

{Cancel}: Closes the dialog box.
{Discard}: Aborts switching the Operator mode and

returns to the [System Settings] screen.
{Register}: Registers the set content.

<When changed from “ON” to “OFF>
Returns to the [MENU] screen.
Continue using the system as is.

<When changing from “OFF” to “ON">
Returns to the [MENU] screen and logs-out.
Touch the LOGIN button to log in.

[+ Page 28 “2.3 Logging In”
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6.1 System Settings

6.1.13 Printing the System Settings

The information registered in System Settings can be printed.

Touch {Settings}.

MENU Ceres
- =

L~

Create CC graph

Create CC
P ——

Start analysis

9% Maintenance
i 10:22272 |

- e — Touch {Print}.

Protocol settings

‘b Sample barcode

Sample barcode information
setting

‘b Rack No. settings

S.bottle Rack No. settings

‘IJ Config

Date and tine, Sample No. at
start up, Passwors
registration

‘D [leltg output

Destination, online

‘D Output format

Output format information
setting

Iy
‘J User account

User information
rezistration/deletion

Iy .
" Language setting

Switching display language

‘b Operator mode

Operator mode

* All the settings registered in [System
Settings] are printed.

—_—
Back w | Restore || Print

L Henu 6

[T box [26/08/2021 [1:18:41

Settings
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6.1 System Settings

6.1.14 Backing Up System Settings and Protocol Settings

The system settings and protocol settings can be backed up.

When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” backup is

possible.

Connect the management USB stick to

the system.

(# For the management USB stick, see
Page 285 “Appendix 5 Management
USB Stick Setting”

Touch {Settings}.

N

Create CC graph

Start analysis

2% Maintenance
i 10: 22722 |

System settings

Protocol settings

Touch {Back up}.

‘l”} Sample barcode

Sanple barcode information
setting

‘b Rack No. settings ‘J Config

S.bottle Rack No. settings

6

Settings

l
‘J‘ Data output

Destination, online

‘D Output format

Output fornat information
setting

I
" User account

User information
registration/deletion

Iy 7
XJ‘ Language setting

Switching display language

‘D Operator mode

Oerator node

[ |

X [26/08/2021 [1g:1:41

System settings Protocol settings

‘b Sample barcode

Sanple barcode information
setting

iy
‘J‘ Rack MNo. settings
S.bottle Rack No. settings

‘D Config

Date and tine, Sample No. at
start up, Password
registration

‘D Data output

Destination, online

‘D Output format

Output fornat infornation
sstting

i
‘J User account

User infornat ion
registration/delet ion

‘D Langue r

Suitching disi | Backuo?

T Meru

[T e/oam>1 aas el

Touch {Start}.

* [System settings] and [Protocol settings]
are backed up to the external media.

{Close}: Aborts backup.
{Start}: Executes backup.
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6.1.15 Restoring System Settings and Protocol Settings

System settings and protocol settings can be restored from external media.

When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” restoration

becomes possible.

Start analysis

‘Process data

i 10:22272 |

Set reagent

Set reagent

\l "
O‘ Prep functions

Settings

System settings

<

Create CC graph

A ——
O

Close

Protocol settings

‘b Sample barcode

Sanple barcode information
setting

‘b Rack No. settings

S.bottle Rack No. settings

‘IJ Config

Date and tine, Sample No. at
start up, Password
registration

\b Data output

Destination, online

‘b Output format

Output format information
setting

Iy
‘J‘ l{sgr account

User information
registration/deletion

Iy 3
" Language setting

Switching display language

W Gorator mae

Orerator node

[——
| ke[| mestore [| print

[e e |

XX [26/08/2021 [19:18:41

System settings Protocol settings

‘b Sarp le barcode

Sanple barcade infornation
setting

‘b Rack No. settings

S.hottle Rack No. settings

‘b Config

Date and t ine, Sample Ho. at
start up, Passwor
registration

‘b Data output

Destinat ion, online

‘b Output format

Output fornat infornation
sstting

I
") User account

User infornation
registration/delet ion

‘b Languz

Suitching disi | Restore?

[ Cancel l Start |

T Meru

NN1-1741 Rev.11

TR0 r/ormo1 Hammas

Connect the management USB stick to
the system.
(#" For the management USB stick, see
page 285 “Appendix 5 Management
USB Stick Setting”
Touch {Settings}.

Touch {Restore}.

6

Settings

Touch {Start}.

* [System Settings] and [Protocol settings]
are restored from the external media.

{Close}: Aborts restoring.

{Start}: Executes restoring.
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6.2 Protocol Settings

The protocol settings can be roughly divided into the following three types:
Conditions for samples and QC samples (Sample/QC protocol settings)
CC protocol settings

Common conditions for testing samples, STD samples, and QC samples (maker settings)

Protocol settings do not need to be changed for normal test flows unless the contents of the flow are
changed. In addition, the maker settings are set before shipping from the factory and are not available

for users.

6.2.1 Sample/QC Protocol Settings

Conditions to test the samples (including interrupted samples) and QC samples can be set. The

setting screen consists of two pages, and the tabs are used to switch the pages.
When the user is logged in with an administrator ID, or when “No” is selected for “Operator mode,” the settings can

be changed.

Touch {Settings}.
-~

Create CC graph

6 | |
Start analysis

Settings

O oo Touch the {Protocol settings} tab.
ystem settings Protocol settings

ol Iy 7 I

") Sample barcode ") Rack No. settings " Confi
Sample barcode information S.bottle Rack No. settings d i
sotting

ol i oy

") Data output ") Output format ") User account
Destination, online Output format information User information

setting registration/deletion

sl = Wl

") Language setting ") Operator mode

Switching display language Operator mode

Back wp Restore Print Tt Menu

XX [26/08/2021 [19:18:41
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Srstemsctines Brotocelsetines Select a test item from the pull-down

90 : [FOBTI[ V] menu.
\Jiy Samo/QC protocol JJuy Manufacturer use only
2 Seap/0C Test condition settings ') Conson test state settings of

sanp/QC/CC create

JJ CC protocol

Necessary state for STD test

System settings Protocol settings Touch {Samp/QC protocol} .

90 : [FoBTI[ V]
JJ Samp/QC protocol ‘TJ Manufacturer use only
Sanp/QC Test condition settings Conmon test state settings of

sanp/QC/CC create

JJ CC protocol

Necessary state for STD test

i e

XX [26/08/2021 [19:37:58

Set each item (see page 221).

el oo || o
o o.

1 Samp Replicate [T [times] 6 Min Value [ 300 [ne/ml]
| 2 0CReplicate [ 3 [tines] | 7 Max Value [ % [nemld
| 3 Cut off 1 [ 100 [ne/nld
Mooz I e ||| {Print}: Prints the [Sample and QC Protocol] settings.

| 5 cut off 3 % [ne/nl] 6

Settings

[ print [ continee |

T lawiomiaoat ot

Samp/QC protocol[FOBT]
= p—
No. No.|

[
1 [Samp Replicate 1 [times] 6 ‘Min Value 300 [ne/nl]
T
2 QC Replicate 3 [times] 7 Max Value * [na/nl]
3 Cut off 1 100 [ne/ml]

4 Cut off 2 * [ne/nl] |
Soutoffs [ % e {Print}: Prints the contents of [Samp/QC protocol].

Touch the {Page 2} tab.

Prit [ Contimel

15X [26/08/2021 [19:38:21
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6.2 Protocol Settings

220

Samp/QC protocol[FOBT]

Page | |\Pa:eZ |1Pms
Ho.| Ho.
8 ‘RBC check O 12 Factor A 1.000
9 RBC coefficient 1.10 13 Factor B 0.00
10 PRC check 0]

11 PRC coefficient 1.30

Print |0 Cont inue. I

[ Pox [26/08/2021 [19:38:45

Samp/QC protocol[FOBT]

1/PRC coefficient 1.30

el (e [
o. o.
8 [RBC check O 12 |Factor A 1.000
9 RBC coefficient 1.10 13 |Factor B 0.00
10 PRC check =

Prit [ Continue [

XX [26/08/2021 (138145

Samp/QC protocol[FOBT]

e || oo | e

No.|
Min. 1000 [ne/nl]
14 ELevel 1 Wax. [ * [ng/nl]
Scale factor El [Double]
Min. [ % [ne/nd
15 JLevel 2|Max. * [ne/nl]
Scale factor -E [Double]
Min. [ % [ne/mld
16 OLevel 3 Max. * [na/nL]
Saale factor Dable]

17 [CIRBC dil. factor

-E [Dowble]

18 [CIPRC dil. factor

[ 20[Z]] oo

No.

Print [ o Continee ||

XX [28/08/2021 [19:39:05

Samp/QC protocol[FOBT]

Page | | Page 2 I Page 3

1000 [ne/m.]

14 @Level 1 Max.

I
[ * [ng/nl]

zg! ;l [tines]

*  [ne/m]

15 CLevel 2 Max.

[ * [ne/nl]

16 OLevel 3/Max.

1!; [tines]
* [ne/nl]
* [ng/nl]

~ @

[CIR8C dil. factor

-E [tines]

)

[CIPRG dil . factor

[ 2[5 wma

[FOBT18etting
Register?

——— | Cancel I

Discard Il Register I
e

Cont inue

[ 1xx [25/03/2022 [16:43:01

Set each item (see page 220).

{Print}: Prints the contents of [Samp/QC protocol].

Touch the {Page 3] ta}.

{Print}: Prints the contents of [Samp/QC protocol].

Set each item (see page 223).
{Print}: Prints the contents of [Samp/QC protocol].

Touch {Continue}.

Touch {Register}.

{Cancel}: Closes the dialog box.

{Discard}: Aborts and returns to the [Protocol settings]

screen.

{Register}: Registers the set content.

NN1-1741 Rev.11



{Page 1} tab

6.2 Protocol Settings

Setting Value Meaning
Samp Replicate 1 —10 times | Sets the number of sample tests.
QC Replicate 1 —10 times | Sets the number of QC sample tests.
Cut off 1 Sets the criteria for Cut off 1.
0- 9,9;9999 I+ | Measured data is higher than “Cut off 1”
(integer) or equal to or lower than “Cut off 2”
- | Measured data = Cutoff 1
Cut off 2 Sets the criteria for Cut off 2.
N Cut off 2 < Measured data = Cut off 3
’ 2+ | When “* is set, judging Cut off 2 is
0 - 99-9999 .
] emitted.
(integer) Cut off 1 < Cut off 2
Cut off 3
*, Sets the criteria for Cut off 3.
0-99-999
. Measured data exceeds the set value.
(integer) . C .
3+ | When “*” is set, judging Cut off 3 is
emitted.
Cut off 2 < Cut off 3
Min Value 0.0 - UR | Displayed when the measured data is
99-9999.9 “Min. value or lower” in diluent retesting.
Max Value 0.0 - OR Displayed when the measured data is
99-9999.9 “Max value” or higher.

NN1-1741 Rev.11
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6.2 Protocol Settings

{Page 2} tab
Setting Value Meaning

8 | RBC check Sets whether or not the RBC check is conducted. If
conducting the check, set by clicking the box.
(=" Page 240 “m RBC method”

9 | RBC coefficient 1.00-2.-0 At the detection point of the RBC method, when the sample
ABS becomes larger than STD-6 ABS x “RBC coefficient,”
that sample is judged “prozone sample.”

(=" Page 240 “m RBC method”

10 | PRC check Sets whether or not the PRC check is conducted. If
conducting the check, set by clicking the box.
(= Page 241 “m PRC method”

11 | PRC coefficient 0.01-2-0 At No. 2 detection point (T2), when the sample DA2 value
becomes larger than STD-6 DA2 value x “PRC
coefficient,” that sample is judged to be a “prozone

sample.”
(=« Page 241 “m PRC method”
12 | Factor A 0.001 -
99-9.999 | Measured data= A x Concentration value + B
13 | Factor B -999.999 -
99-.999

6
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{Page 3} tab

6.2 Protocol Settings

Setting Value Meaning
14| Level 1 Check Sets whether or not the automatic retest is
conducted for samples within the Level 1 range.
Min. * 0- | Setsthe minimum value.
9999999
Max. * 0-| Setsthe maximum value.
9999999 | Min. value < Max. value
Scale 1 | Sets the dilution factor for automatic retest.
factor] 10
20
100
200
400
15 | Level 2 Check Sets whether or not the automatic retest is
conducted for samples within the Level 2 range.
Min. * 0-| Setsthe minimum value.
9999999
Max. * 0- | Setsthe maximum value.
9999999 | Min. value < Max. value
Scale 1 | Sets the dilution factor for automatic retest.
factor 10
20
100
200
400
16 | Level 3 Check Sets whether or not the automatic retest is
conducted for samples within the Level 3 range.
Min. * 0- | Setsthe minimum value.
9999999
Max. * 0-| Setsthe maximum value.
9999999 | Min. value < Max. value
Scale 1 | Sets the dilution factor for automatic retest.
factor] 10
20
100
200
400

NN1-1741 Rev.11
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6.2 Protocol Settings

{Page 3} tab (continued)

Setting Value Meaning
17| RBC dil. factor Check Sets whether or not an automatic retest is
conducted for the prozone samples in the RBC
method.
(=" Page 240“m RBC method”
Scale 1 | Sets the dilution factor for automatic
factor 10 | retesting.
20 | (= Page 240 “m RBC method”
100
200
400
18 | PRC dil. factor Check Sets whether or not an automatic retest is
conducted for the prozone samples in the PRC
method.
(=" Page 241 “m PRC method”
Scale 1 | Sets the dilution factor for automatic
factor 10 | retesting.
20 | (= Page 241 “m PRC method”
100
200
400

To perform automatic retest of OR, set the Level 1 Min. and Max values as follows.

6

Settings
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Ex. In case of FOBT, because the test Max. value is 1000 ng/mL, set 1000.

Level 1 Min. value = 1000

Max value = *

NN1-1741 Rev.11



6.2 Protocol Settings

6.2.2 CC Protocol Settings

The necessary conditions for STD sample measurements can be set.

The setting screen consists of two pages, and the tabs are used to switch pages.

When the user is logged with an administrator ID, or when “No” is selected for “Operator mode,” the settings can be

changed.

The explanation starts from the condition at which the [Protocol settings] screen is displayed.

(=" Page 218 “6.2.1 Sample/QC Protocol Settings”

System settings Protocol settings Select a test item.
[ o wwle]

J Samp/QC protocol \b Manufacturer use only
Samp/QC Test condition settings Common test state settings of
sanp/0C/CC create

‘b CC protocol

Necessary state for STD test

[+ e |

XX [26/08/2021 [19:37:58

P osemsetinss | 2 { }
System settings Protocol settings TOUCh CC pI‘OtOC’O1 N
[FUBT] n
) Samp/GC protocol Manufacturer use only
—J Samp/QC Test condition settings Common test state settings of
sanp/QC/CC create 6

Settings

J O protocol protocol

Necessary state for STD test

T Menu

XX [26/08/2021 [1937:58

Set each item.

[ Page | ‘ Page 2 —
‘ e (4 Page 227 “{Page 1} tab”
No.
‘ 1 Replicate [ 3 [times]
o N 7 co1 | ce2 | Thad
‘2 ST-6 | ® | ® | 1000 5 STO-3 125.0 {Print} : Prints the [CC protocol] settings.
‘3 §T0-5 0.0 | 6 STD-2 —E3
\
‘4 STD-4 20.0( (7(sm~1 | W | O | 0.0
[ print [ contine |

NNI1-1741 Rev.11
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Settings

6.2 Protocol Settings

CC protocol[FOBT]

f mel |Framz

No- I
1 Replicate ‘I—S[times] ‘

STD Conc. STD Conc.
Ho | CC1 | CC2 | Tne/l]  [Wo CC1 | CC2 | ‘[re/nl]
2(870-6 | ® J w 1000.0| | 5 |8TD-3 125.0
3 sT0-5 500.0 | 6 STD-2 62.5
4 |ST0-4 20.0 | 7 |ST0-1 w ‘ | 0.0

[ print

lc Cont inue |

T aroarzoat 194035

CC protocol[FOBT]

[ [

No.

Operator's
8 Bolaeit @ YES CNO
No.
9  STD Spec | STD-6 Min DA 2000 12 STD-1 Min DA -50
10 STD-6 Max DA 4000 13 STD-1 Max DA 50
mn STD-6-3 backfit* 5% 14| STD-2 backfit* 10 %

CC protocol[FOBT]

Trat I pamz

No. |

Operator’s
8 it @ YES CNO
No.
9 | STD Spec | STD-6 Min DA 2000 12 STD-1 Min DA -50
10 STD-6 Max DA 4000 13 STD-1 Max DA 50
11 STD-6-3 backfit* 5% |14 STD-2 backfit+ 10 %

| Print I- Contime'
[ThocT28/08/2021 Tisiatio7

CC protocol[FOBT]

Page 1 | Page 2

———| " Cancel I

No.
Operator 's

8 Judsment SYES  ONO

No.

9 STDSec | STD-6 Min DA 2000 | 12| STO-1 Win DA 50

10 STD-6 Wax DA 4000 | 13| STO-1 Max DA 50

v [ 7

# Continue

[ X 250372022 16433

226

Touch the {Page 2} tab.

Set each item.
(5 Page 227 “{Page 2} tab”

{Print} : Prints the [CC protocol] settings.

B Touch {Continue}.

Touch {Register}.

{Cancel}: Closes the dialog box.
{Discard}: Aborts and returns to the [Protocol settings]
screen.

{Register}: Registers the set content.
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{Page 1} tab

6.2 Protocol Settings

Setting Value Meaning

1| Replicates 1—10| Sets the number of STD sample tests.

7| STD-6 0-99-999 Sets the concentration value which is described in the

3| sTD=5 calibrator operation manual.

4| STD-4

5| STD-3

6| STD-2

7| STD-1 (No input)

{Page 2} tab

Setting Value Meaning

8| Operator’s Sets whether or not the operator judges after creation
Judgment of CC.

YES | The system enters standby after the creation of CC in
order to wait for the operator’s judgment.
The operator does not judge.

NO When the measured data are normal, the measurement
continues. When the measured data are abnormal, wait
for the operator’s judgment. The system enters
standby.

STD Spec. Sets the standard value for each STD point.
The STD judgment is based on the specified values.
9| STD-6 DA Min DA -9999 - | Checks against the DA1 value.
99-99
10| STD-6 DA Max DA -9999 - | Sets as the Min. value < Max. value.
99-99
11| STD-6 - 3 Origin value 0-10- | Checks for deviation from the origin value.
+0%
12| STD-1 DA Min DA -9999 - | Checks against the DA1 value.
99-99
13| STD-1 DA Max DA -9999 - | Sets the Min. value < Max. value.
99-99
14| STD-2 DA Origin value 0- 10— | Checks for deviation from the origin value.
+0%

For the checking of the STD and QC measured data, see page 235 “1.1 STD/QC Sample Measured Data Check.”

NN1-
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6.2 Protocol Settings
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Chapter 7 Error Handling

7.1 How to Read the [FUNCTION ERROR] Screen
7.2 Error Handling Buttons
7.3 Cancelling Errors

CU[—SENSUR
eres
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Chapter 7 Error Handling

When an error occurs, the [FUNCTION ERROR] screen opens. If several errors have occurred, they are

displayed on multiple pages. Touch {Next err} to display them.

7.1 How to Read the [FUNCTION ERROR] Screen

€
[ | [ ey ABORT MUTE “« d
a —> Sarrple rozzle No liguid error (1-032) Mode:0 Operation Seq:l Solution:Z55 Remaining

pulse:
The sample could not be detected.
<ERROR CANCELLATION>

1 there i= no error at the mechanical movement, press [Retrv]. The process restarts,

. If there is an error at the mechanical movement or it an error is issued again, press
[.&bort] Stop the process.

b —»
| “«—
[FUNCTION ERROR] Screen
Error a Error Error No. and Error name.

Handling Cause and method of cancellation

Explains errors and displays the cancellation method.

Page switching button

{Back}
{Next}

When the handling method for one error is explained over several
pages, the pages can be switched.

Displays the previous page.

Displays the next page.

d Handling buttons

Cancels an error.
(= Page 231 “7.2 Error Handling Buttons”

e Error select buttons
{Last err}
{Next err}

When several errors have occurred, error display is switched.
Displays the previous error.
Displays the next error.

230
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7.2  Error Handling Buttons

At the top of the [ERROR FUNCTION] screen, there are buttons to handle the errors. Operations after

touching the cancellation button are as follows.

Button name Function
{RETRY} Retries the sample process for which the error occurred.
{ABORT} Ends the testing.

When selected during testing, finishes the current sample process.
{Continue} Resumes the operation of the mechanism stopped by the error.
{Close} Closes the screen.
{MUTE} Mutes the alarm sound.
{Shut down} Shuts down the system.

It may require a few minutes until the system shuts down.

The cancellation button names change depending on the error.

7

Error
Handling
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7.3 Cancelling Errors

When an error occurs, cancel the error as follows:

FUNCTION ERROR

[ [RETRY |

ABORT MUTE

[The samele could not be detected.
<ERROR CAN[ILLATI&D

[Abort] Stop the process.

| Analyzing
Operator ID:ZZZZZ MainVer.1.40 GVer.1.17

Sample No.

Sample barcode

ol

Auto retest

‘I g Measurenent node

[DUsed
Unused
@ Used
@Detection error

Lot.001  Llot0O1  Lot021  Samp dil.

Unmeasured &
Measuring @
. I Retesting @

tee. © ()

FOBT FOBT FCa 7 8  Washsol P water OR/PRC/RBC

SanleUnozzle No Tiauid error (1-032) Mode:0 Operation Sea:T Solution:255 Remaining
pulse:

here is no error at the mechanical movement press [Retry]. The process restarts.
here is an error at the mechanical movement or if an error is issued again, press

LANE 1 LANE 2
—
® OMN
o @
@ o

Uninstal led @

|-Asayend|

IRR [oe/09/2021 [11:39:57

Check the error.
(D Check the section with the error, and
the error details.

@ Touch one of the error handling buttons.
(= Page 231 “7.2 Error Handling Buttons”

When a button other than {Abort} is
selected, the error is cancelled, and the
operation continues.
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FUNCTION ERROR

[aEoRT ) MTE

Sanple nozzle 7-axis origin error (1-002) Mode:0 Operating Seq:l

[The Z-axis of the sample nozzle could not be moved to the origin on the reaction table.
Analyze the sample currently under analysis again.
KERROR_CANCELLATION>

Press [Abort]. The assay ends.

[

| | |

Sample nozzle No Ticuid error (1-032) Mode:0 Operat ion Sea:T Solution:255 Remaining
pulse:

The sample could not be detected.
KERROR: CANCELLATION>
1. If there

is no error at the mechanical movement, press [Retry]. The process restarts.
2. If there is an error at the mechanical movement or if an error is issued again, press
[Abort ]. Stop the process.

bart?

[t6ort]

process on the reaction table will end and nenu will be displayed autoat ical ly.
In this case, the result of nessuring saple is canceled.

[Close]

after process on the react ion table finish, mems will be displayed.
In this case it is outpul about the result of a sanple neasured normally.

For the following types of errors, touching {ABORT}

7.3 Cancelling Errors

(Continued)
<When {ABORT} is selected>
D Touch { ABORT}.

@ Touch { Abort}.

* Forcibly ends the processes on the reaction
table and returns to the [Assay] screen.
The results of samples testing are
discarded.

{ Abort}: Forcibly ends the process and returns to the
[Assay] screen.

{Cancel}: Aborts the forcible end and returns to the
[Error] screen.

{Close}: Returns to the [Assay] screen upon
completion of the process on the reaction table.

ends the process forcibly without opening the dialog box for forcible end execution.

— Errors that occur during maintenance or prep functions (not during testing)

— Errors that occur on the reaction table (Errors which cannot be closed)

NN1-1741 Rev.11
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Appendix

1 Calculation Processes

2 Printing Example

3 Error List

4 Saving to External Media

5 Management USB Stick Setting
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1 Calculation Processing

The following calculation processes are performed during an analysis.

1.1 STD/QC Sample Measured Data Check

1.2 DA Value Calculation

1.3 Measured Data (Concentration) Calculation and Qualitative Assessment
1.4 Prozone Check

1.5 Reagent Blank Check

1.6 Calculate Cell Blank

Appendix

NN1-1741 Rev.11
236



1  Calculation Processing

1.1 STD/QC Sample Measured Data Check

Check whether the measurement data of STD samples or QC samples are proper values.

1. STD sample measured data check

(D By looking at the large and small DA values at each point, check
that the CC is showing an ascending curve.

@ Check that the DA values of adjacent points are not the same. If
the values are the same, the condition becomes “Abnormal.”

(@ Based on the STD standard set on the [CC Protocol] screen,
check the deviation (%) between the theoretical value and the
back fit value.

STD-1  "Abnormal" if DA is out of min/max range.
STD-2 Ifthe deviation is deviated from the set value, the

STID— 5 condition becomes “Abnormal.”

STD-6  "Abnormal" if DA is out of min/max range.
The data is checked based on the limit value set on the {Set} tab

on the [QC process] screen.
The condition becomes abnormal under the following conditions:
When the QC setting is lower than the min value

Y
2. QC sample measured data check

When the QC setting is the max value or above

Appendix
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1  Calculation Processing

1.2 DA Value Calculation

The DA value is the final measurement result. Measured data (concentration value: X) are calculated from DA
values and calibration curves. When a reagent is dispensed to a cell that has a sample dispensed, latex
agglutination occurs and the absorbance (ABS) changes.

The time course shows changes in absorbance.

The time course is monitored once a sample is dispensed into a cell (see Figure 5).

Time course
[ABS]
AT
AQ
0 TO T1 T2 T3 [Cycle] Figure 5

TO: Oth d*ection point AO0: TO absorbance
T1: Ist d*'ection point Al: T1 absorbance
T2: 2nd d®ection point A2: T2 absorbance
T3: 3rd dection point A3: T3 absorbance

A0,A1, A2, and A3 are the mean values of absorbances of the former and current cycles.
(Ex.) T0=3,T1=4,T2=5, T3 =12 [cycle]

A0 = (Absorbance of the 3rd ¢*°le + Absorbance of the 2nd ¢*°le)/2

A1l = (Absorbance of the 4th c*“le + Absorbance of the 3rd ¢*le)/2

A2 = (Absorbance of the 5th c*“le + Absorbance of the 4rd c*“le)/2

A3 = (Absorbance of the 12th c*“le + Absorbance of the 11th c*“le)/2

However, if you set the 1st or 2nd c*“le, it will be the absorbance of the set cycle.

DA values are the amount of change for A0,A1, A2, and A3.

DAL :A3-Al
I DA2 : A2 - A0

Appendix
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1  Calculation Processing

1.3 Measured Data (Concentration) Calculation and Qualitative
Assessment

Measured data (concentrations) are calculated using DA values and calibration curves. The qualitative

assessment is performed by comparing the corrected measured data and the cut-off values.

1. Calculate measured data (concentrations) using
DA values and calibration curves.

(= Page 238 “1.2 DA Value Calculation”

~

2. Range check by minimum/maximum measurement
value*

OR : Displayed when the measured data has exceeded the maximum
measurement value.

Concentration : Displayed when the measured data is at or below the maximum
measurement value.

UR : Displayed when the measured data is lower than the minimum
measurement value.

(== Page 218 “6.2.1 Sample/QC Protocol Settings”

* Measured data is the value prior to correction such as correction by factor A/B or by applying a dilution

ratio.

Appendix
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1  Calculation Processing

1.4 Prozone Check

Prozone checking is conducted using two methods: RBC and PRC.

RBC method: Compares the absorbance of the RBC points in STD-6 (maximum concentration point) and the

sample.

PRC method: Compares the DA2 values in STD-6 (maximum concentration point) and the sample.

B RBC method

When comparing the RBC point sample absorbance (a) and STD-6 absorbance (b), if the following

relationship is formed, the sample is designated as a “prozone sample.”

(b) x RBC method coefficient < (a)

Time course

[ ABS |

| Prozone sample |

a | /
b P

0 RBC point [Cycle]

[Measured max value] Figure 6

RBC method coefficient is set by “9 RBC method coefficient” on {Page 2}a of [Protocol setting] - [Sample/QC
Protocol setting] screen.
Sample absorbance (a) and STD-6 absorbance (b) are the mean values of the RBC point and the former point
respectively.
(Ex.) When the RBC point is 5
(a) and (b) are
S (Absorbance of 5™ cycle + absorbance of 4th c¥le)/2.

Appendix
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1  Calculation Processing

B PRC method

When comparing the DA2 values of the sample and STD-6, if the following relationship is formed, the

samples are designated as “prozone samples.”

DAZ2srps X PRC method coefficient < DA2 sample

Time course
[ABS]
| Prozone sample ‘
/——
.............................................
sample /
DA2s1D-6
0 TO T2
[Cyde] Figure 7

DA2 sample: DA2 value of prozone sample

DA2stp-6: DA2 value of STD-6

PRC method coefficient is set by “11 PRC method coefficient” on {Page 2}a of [Protocol setting] - [Sample/QC

Protocol setting] screen.
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Appendix

1  Calculation Processing

1.5 Reagent Blank Check

@® Al Check
Normal dispensing of the reagent is checked by using the T1 cycle absorbance.
The absorbance is obtained from the mean value of T1 cycle ADC value and T1-1 cycle ADC value. The value
is compared with the max value and the min value of the A1 check.

The “reagent blank error” is output if the condition is as follows.

Mean absorbance < A1 check min value
or
Mean absorbance > A1 check max value

Absorbance =logio  (ADC space/ADC mean value) x 10000 — Cell blank value
Al check max and min values are set by the manufacturer. Users cannot change the settings.

® DA1 Check
Normal dispensing of the reagent is checked by using the T1 cycle absorbance and the DA1 value.
The absorbance is obtained from the mean value of T1 cycle ADC value and T1-1 cycle ADC value. The value

is compared with the max value of the Al check. Also, the DA1 value is compared with the min value of the
DAI1 check.

The “reagent blank error” is output if the condition is as follows.

Mean absorbance = A1 check max value
and
DA1 value = DAI1 check min value

[(A1 Check) Al check max value] and [(DA1 Check) Al check max value] are different.
A1l check max value and DA1 check min values are set within the device. Users cannot change the settings.

3If an error occurs during the reagent blank check, please check the condition of the sample and reagent bottle and
retest. If the problem occurs again, please contact the manufacturer or a legal representative. If an error occurs

during the DAT1 check, the cell may need to be investigated, so please save the cell where the reagent blank error

occurred.

1.6 Calculate Cell Blank

After the analysis starts, detection is performed for all cells (55 cells) for each cycle.

The cell blank value of each cell is calculated from the following formula using ADC value (ADC space, ADC

blank cell) which was measured while the cell had no sample dispensed.

Cell blank value = logio (ADC space/ ADC blankeenr) x 10000

ADC gpace: ADC value of the space between cells (no cell condition)

ADC plank ceni: ADC value when a blank cell is measured

NN1-1741 Rev.11
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2 Printing Examples

This section describes various printing examples.

2.1 Positive Sample printing

2.2 Final Result Printing at Retesting

2.3 Printing when STD Sample and QC Sample are Measured

2.4 Printing Error Messages

( )
" - . - Date and time of
ID of an operator POWERA ON 20/02/03 09 :_00 L system power on )
performing the test - i e
=% % % x e N
START 20/02/03 10:00 $—  Tetsandae
[ 1D: 12345678901234567890 | N
H AT A F AT A TR XA A AT T AR A A A K 4
Rack No.- FOBT 931 20/01/24 15:25 Test item name and reagent
Rack position No. FCa 932 20/01/24 16:28 <«—| lotand CC measurement
r L e o ¥ L o L e date and tlme
005-01] 00001 (123456789012345 ||
Test item ———| FOBT | Sample ID
/,|1_+\|2001 [ ][_200 ng/nL |
Result of qualitative judgment \ Measurement
5-02 234567890123451 value

NN1-1741 Rev.11

Error message
(Reagent dispensing error)
(= Page 249

OR, UR, and PRC are
printed at sections with 3.

FOBT
DA value [ Reag. Pippet Err ]\
i 20/02/03 10:30
Sample sequence No. TR IO 4 =
p ~ OFF 20/02/03 15:40
.4
Test complete date AR AR A AR A
and time
\. J/
( )
System completion
date and time
. J
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2 Printing Examples

2.1 Positive Sample Printing

<When the number of replications is 1>

“Sample information” and the positive “test result” are printed in bold letters.

005-01 00001 123456789012345
FOBT

- 50 50 ng/mL
005-02 00002 234567890123451
FOBT

1+ 200 200 ng/mL

<When the number of replications>1 and the mean value is a positive sample>
Only the line containing the mean value is printed in bold.

(Example: Replications = 3)

CV value of measured data

005-01 00001 123456789012345
FOBT
- 50 50 ng/mL
1+ 200 200 ng/mL
- 50 50 ng/mL
1+ 100 ng/mL
/ 86. 60 86.6 \
SD value of measured data gg:-m 00001 123456789012345
- 50 50 ng/mL
1+ 200 200 ng/mL
- 50 50 ng/mL
1+ 100 ng/mL
86. 60 86.6

The calculation of average depends on digit setting (integer or tenths place).

Printed value is rounded to the set digit.

S (= 9. Value Format under “6.1.8 Output Format Settings (Basic Format)” on page 202.

Appendix
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2 Printing Examples

2.2 Final Result Printing at Retesting

The Dilution factor is printed after the item name. Other sections are the same as the first test.

<When the number of replications is 1>

094-03 00001 123456789012345

FOBT | (A100) I< Dilution factor
i 200 200 ng/mL A Retest without dilution
FCa (A) .
= 50 50 ng/mL A10: Dilute by a factor of 10 and retest

A20: Dilute by a factor of 20 and retest

040-04 00002  123456789012345 A100: Dilute by a factor of 100 and retest

FOBT (A200)
- 40 40 ng/mL A200: Dilute by a factor of 200 and retest
FCa (A100) A400: Dilute by a factor of 400 and retest
- 34 34 ng/mL

Appendix
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Printing Examples

<When the number of replications is larger than 1>

005-04 0001 123456789012343

FOBT  (A100)

- 50 50 ng/mL

1+ 200 200 ng/mL

- 50 50 ng/mL

1+ 100 ng/mL
86.6 [«

FCa (A20)

- 50 50 ng/mL

1+ 50 50 ng/mL

- 50 50 ng/mL

- 50 ng/mL
86. 60 86.6

005-07 0002 123456789012343

FOBT  (A200)

- 50 50 ng/mL

1+ 200 200 ng/mL

- 50 50 ng/mL

1+ 100 ng/mL
86. 60 86.6

FCa (A100)

- 50 50 ng/mL

1+ 200 200 ng/mL

- 50 50 ng/mL

1+ 100 ng/mL
86. 60 86.6

P — e —

— \ —

CV value of the measured value

SD value of the measured value

NN1-1741 Rev.11



2 Printing Examples

2.3 Printing when STD Sample and QC Sample are Measured

STD * QC sample

FOBT STD START < measurement start
DAI1 value Folokok *
DA2 value
- 049-03 SXDG 2396 232 4+ —T |
STD point No. 2305 217
2254 209 DAZ2 value used for
Averagevalueof DAL | | | / cc
2305 2174 |
CV value of DA1 — 0.0 0.0 « CV value of DA2

049-08 STDI 23 9 The replicate result and
Replicate No. 1 :g _5, the mean value are
P printed for. each STD
Replicate No. 2 45 y point.
Replicate No. 3 0.0 0.0
FOBT CAL. CURVE

STD1 0.0 ng/mL 15 7

DAT ( 0 ng/nL +0.0) 4— DX (%)

STD2 56. 3 ng/mL 77 15

DA1 ( 57 ng/mL  +1.2)

Theoretical value \

STD6 900.0 ng/mL 2305 217

” 900 ng/mL +0.0)
Back f CAL CURVE TYPE = LNR-LNR < CC type
Regression DIMENSION = 3
coefficient | ————»CAL CURVE EQUATION LNR-LNR : Primary - Tertiary
DA1 F(0)= 1.562235e+001 ALOKA :Alolfa curve
F(1)= 7.215826e-001 3-SPLINE : Spline
F(2)= 6.503654e-003 1-SPLINE : Polygonal line

F(3)= -4.976670e-006
CC dimension

Continue to the next page
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Printing Examples

Continued from the previous page

QC sample
Fw]’ Qc CI/CZ/C3 «— measurement start
QC sample No. —I 049-08 C-8000 —Measured data
120 415 ng/mL <
122 415 ng/mL Mean value of
/’ measured values
121 415 ng/mL 4
SD value of — 0.0 0.0 «— CV value of
measured data 049-09 C-8001 measured value
301 381 ng/mL
304 380 ng/mL The replicate result
and the mean values
302 381 ng/mL are printed for each
0.71 0.2 QC.
049-10 C-8002
301 381 ng/mL
304 380 ng/mL
302 381 ng/mL
0.71 0.2
CC measurement |, 90/03/26 13:56 931« Reagent lot.
date and time oA
2325 i
CC graph —— >
g
L
900.0 O
STD-QC END .
When CC lled,
CAL. CURVE-QC REGISTER CANCEL is printod.

NN1-1741 Rev.11



2.4 Printing Error Messages

Meanings of error messages are as follows.

POWER ON 20/03/26 09:40

START 20/03/26 10:56

1D:12345678901234567890

FOBT 931 20/03/25 15:19
FCa 932 20/03/25 16:25

005-01 00001 123456789012343

Error message

FOBT
1+ 200 200 ng/mL
005-02 00002
FOBT
:52

END 20/03/26 11

Printed Error Message Meaning
Cell Blank Error Cell blank error
No Sample No sample

Sample Fusoku

Sample short

No Reagentl

No R1 reagent

No Reagent2

No R2 reagent

Mixing Error

Mixing error

Reag.Blank Error Reagent blank error
Cal.Curvel Error STD error (DAI1)
Cal.Curve?2 Error STD error (DA2)
Samp.Pippete Err Sample not dispensed

R1. Pippete Err

R1 reagent no dispensing

R2. Pippete Err

R2 reagent no dispensing

Sample Blank Err

Sample amount error

Control Error

Control error

NN1-1741 Rev.11
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3 Error List

3

Error List

This section describes error messages that are displayed on the screen, as well as error messages printed by

the printer.

3.1 ERR#0-1001 to 0-3005 (Main)
Error No. Screen Message (Upper)
ERR#0- Printed Message (Lower) | Error Description and Cancelling Procedure
ERR# 0-1001 -
G communication error (Not displayed on screen)
1001 G communication error PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[SHUT DOWN] Turn off the system.
Unexpected command (Not displayed on screen)
1003 received Operation continues automatically.
Unexpected command received
1004 TELEGRAM DATA ERROR | (Not displayed on screen)
TELEGRAM DATA ERROR | Operation continues automatically.
No reply from GLIFE (Not displayed on screen)
1005 command Touch [SHUT DOWN] to turn off the power.
No reply from GLIFE command| Finish the sample process currently being tested.
No reply from G command (Not displayed on screen)
1006 No reply from G command Touch [SHUT DOWN] to turn off the power.
Finish the sample process currently being tested.
Abort failed (Not displayed on screen)
1007 Abort failed PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[SHUT DOWN] Turn off the system.
[CLOSE] Close error display
Multiple absorbance data INF1: Ready counter
received in the same cycle. * No effect on the measurement data.
1008 Multiple absorbance data However, if it occurs repeatedly, contact the seller.
received in the same cycle. <ERROR CANCELLATION>
Online ACK Timeout PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE] Close error display
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3 Error List

Error No.
ERR#0-

Screen Message (Upper)

Printed Message (Lower)

Error Description and Cancelling Procedure

ERR#

0-1100 -

Online ACK timeout error

(Not displayed on screen)

1101 Online ACK Timeout An error occurred in communication with an external computer.
Operation continues automatically.
Online NAK count error (Not displayed on screen)
1102 Online NAK count An error occurred in communication with an external computer.
Operation continues automatically.
Online data reception error (Not displayed on screen)
1103 Online data reception error An error occurred in communication with an external computer.
Operation continues automatically.
Online connection error (Not displayed on screen)
1111 Online connection error An error occurred in communication with an external computer.
Operation continues automatically.
Online err [NG RECEIVE] (Not displayed on screen)
1112 Online err [NG RECEIVE] An error occurred in communication with an external computer.
Operation continues automatically.
Online err [ABNORMAL (Not displayed on screen)
1113 DATA] An error occurred in communication with an external computer.
Online err [ABNORMAL Operation continues automatically.
DATA]
Online err [TIME OUT)] (Not displayed on screen)
1114 Online err [TIME OUT] An error occurred in communication with an external computer.

Operation continues automatically.

ERR#

0-1400 -

1409

Insufficient test reagents

Insufficient test reagents

The reagent ran out.

Set the reagent after the assay completes.
<ERROR CANCELLATION>
<ERROR CANCELLATION>

PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.

[CLOSE]: Close error display.

1410

Insufficient buffer volume

Insufficient buffer volume

Buffer ran out.
Set the buffer after the assay completes.
<ERROR CANCELLATION>

PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.

[CLOSE]: Close error display.

NN1-1741 Rev.11
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3 Error List

Error Screen Message (Upper)
No. Printed Message (Lower) | Error Description and Cancelling Procedure
ERR#0-
Double sample barcode (Not displayed on screen)
1416 Double sample barcode A sample barcode is duplicated. This sample will not be tested.
Operation continues automatically.
Sample barcode reading error (Not displayed on screen)

1417 Sample barcode reading error A sample barcode couldn’t be read. This sample will be tested.
Operation continues automatically.

Sample barcode digit error (Not displayed on screen)
While reading sample barcodes, for one sample, the number of
1418 Sample barcode digit error barcode digits exceeded the limit was found. This sample will be
tested.
Operation continues automatically.
1430 Cell check error (Not displayed on screen)
Cell check error A measurement cell has been set. Touch [ABORT] and set the cells.
Reagent blank error (Not displayed on screen)
1435 Reagent blank error The reagent blank is abnormal. Operation continues automatically.

Al check error : Additional information INF3: 0
DAI1 check error : Additional information INF3: 1

Cell blank error (Not displayed on screen)

1436 Cell blank error Cell blank status is abnormal. Operation continues automatically. To
replace the cells, touch [ABORT].
Transportation Result Data Error (Not displayed on screen)

14377 | Transportation Result Data Error | An error occurred in rack transfer.

Touch [ABORT].

Container check results error (Not displayed on screen)

1438 Container check results error CONTAINER CHECK FAIL

This sample will not be tested. Operation continues automatically.

Maximum number of samples  [Rack loading stopped due to reaching maximum number of sample

reached Warning analysis after a system start up.
Maximum number of samples ~ |Close error display. Close the instrument under main analysis screen
1439 reached Warning of [Completed]
After system restart, new analysis can be started.
<ERROR CANCELLATION>

PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR
[CLOSE]: Close error display

Program error PROGRAM ERROR
Program error Close error display. Close the instrument under main analysis screen
1440 of [Completed]
<ERROR CANCELLATION>

PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR
[CLOSE]: Close error display
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3 Error List

Error No. Screen Message (Upper) Error Description and Cancelling Procedure
ERR#0- Printed Message (Lower)
Detection start position error Some cells output a detection start position error during cell
Detection start position error replacement.
Cells with an error will not be used for the assay.
1441 The cell may be tilted.
Check the cell placement and replace the cell again.
<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE]: Close error display
Usable cells ran out Usable cells ran out.
Usable cells ran out After closing this error message, replace the cell on the Cell
1442 replacement screen.
<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE]: Close error display
Purified water volume 0 (Not displayed on screen)
1443 | purified water volume 0 PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE]: Close error display
Washing solution volume 0 (Not displayed on screen)
1444 | washing solution volume 0 PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE]: Close error display
Reagent double barcode There are multiple reagents with the same barcode.
1445 *P1 to P8: Presence of double barcode at installation positions 1 to 8
Reagent double barcode (0: Normal, 1: Double barcode)
LED deterioration detected LED has deteriorated. Check that there are no foreign objects on the
LED deterioration detected table. If the issue persists, please contact the seller.
LED wavelength (nm): Status
Wavelength nm
660, 800, 600, and 340
1446 Status
0: Normal, 1: Caution about deterioration, 2: Deterioration
detected
<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE] Close error display
Caution about LED LED may be deteriorated. Be careful.
deterioration LED wavelength (nm): Status
Caution about LED Wavelength nm
deterioration 660, 800, 600, and 340
1447 Status
0: Normal, 1: Careful about deterioration
<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE] Close error display
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3 Error List

Error No. | Screen Message (Upper)
ERR#0- | Printed Message (Lower) Error Description and Cancelling Procedure
Cell blank range value Cell blank range value error occurred for some cells during cell replacement.
error Cells with an error will not be used for the assay.
1448 Cell blank range value Check the cell condition on the Cell replacement screen.
error <ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE] Close error display
Measurement The measurement was interrupted.
interruption occurred INF1: Causes of interruptions No. 1 to 21
No.01: All cells were used No.12: Order error
No.02: Cell shortage (for one test) No.13: Puncture error
Measurement No.03: Cell shortage No.14: Sample dispense error
interruption occurred (for one consecutive sample)
No.04: Empty cell No.15: Reagent dispense error
No.05: Double BC error No.16: Mixing error
No.06: Reagent shortage No.17: Temperature error
(reagent refrigerator)
1449 No.07: Buffer shortage No.18: Temperature error (reaction table)
No.08: Purified water shortage ~ No.19: No usable reagent
No.09: Washing solution shortage No.20:Temperature communication
error (reagent refrigerator)
No.10: LED deterioration error No.21: Temperature communication error
(reaction table)
No.11: Container check results error No.22: Cycletime error
<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE] Close error display
Temperature error at (Not displayed on screen)
reagent refrigerator PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
during analysis [CLOSE] Close error display
1450 Temperature error at
reagent refrigerator
during analysis
|
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3 Error List

Error No. Screen Message (Upper)
ERR#0- Printed Message (Lower) Error Description and Cancelling Procedure
Cell presence check error In priming before the assay, some cells output the cell presence
Cell presence check error error.
Blocks containing cells with an error will not be used for the assay.
1452 Check the cell condition on the Cell replacement screen.
<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE] Close error display
Rack error Set rack error.
Rack transfer error INF1: Reason for the stop
No.05: Rack barcode reading error
1453 No.06: Rack setting outside the range
<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[CLOSE] Close error display
1454 Sampling volume check error| (Not displayed on screen)
Sampling check error Operation continues automatically.
Temperature error of reaction | (Not displayed on screen)
1455 table during analysis PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
Temperature error of reaction | [CLOSE] Close error display
table during analysis
Usable reagent is not (Not displayed on screen)
1456 installed. PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
Usable reagent is not [CLOSE] Close error display
installed.
Temperature communication | (Not displayed on screen)
error at reagent refrigerator | PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
1457 during analysis [CLOSE] Close error display
Temperature communication
error at reagent refrigerator
during analysis
Temperature communication | (Not displayed on screen)
error of reaction table during | PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
1458 analysis [CLOSE] Close error display
Temperature communication
error of reaction table during
analysis
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3 Error List
Error No. Screen Message (Upper)
ERR#0- Printed Message (Lower) Error Description and Cancelling Procedure

ERR

# 0-1500 -

Necessary common memory
cannot be found.

Startup failed (Not displayed on screen)
1501 Unable to start the system.
Startup failed Touch [SHUT DOWN] to turn off the power.
Analysis end processing failed | (Not displayed on screen)
1502 Unable to complete testing.
Analysis end processing failed | Touch [SHUT DOWN] to turn off the power.
Program end processing failed | (Not displayed on screen)
1503 Program end processing failed | Unable to end the system.
Touch [SHUT DOWN] to turn off the power.
A required file cannot be found. | FILE MISSING
No file INF1: MISSING FILE No.
1 = Config.ini
1504 2 = Support.ini
<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[SHUT DOWN] Shut down the system.
func.ini is abnormal or (Not displayed on screen)
1505 cannot be found The file is missing.
func.ini is abnormal Touch [SHUT DOWN] to turn off the power.
kinou.dat is abnormal or (Not displayed on screen)
1506 cannot be found The file is missing.
kinou.dat is abnormal Touch [SHUT DOWN] to turn off the power.
Necessary common memory (Not displayed on screen)
1509 cannot be found. Memory cannot be found.

Operation continues automatically.
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3 Error List

Error No. | Screen Message (Upper)

ERR#0- | Printed Message (Lower) Error Description and Cancelling Procedure
Common memory| PROGRAM ERROR (MEMORY) due to file setting failure
initialization failed INF1 : MEMORY No.1 - 53-01: Sample barcode (SysTBcr.txt) 11: Sample cup
(SysTube.txt)

02: Rack information (SysRack.txt) 12: Order test (SysOdrAna.txt)

03: Environment setting (SysEnv.txt) 13: Sample/QC protocol (PrtSmpQc.txt)
04: Data output (SysDtOut.txt) 14: CC1-CC6 protocol (PrtCC.txt)

05: Output format (SysForm.txt) 15: Common protocol 1 (PrtCom]1.txt)

06: RS232C setting (SysRS.txt) 16: Common protocol 2 (PrtCom?2.txt)

07: Analysis method (SysSoku.txt) 17: Analysis (Analnf.dat)

08: Alarm setting (SysAlm.txt) 18: Test mode (SokuMode.dat)

09: Screen saver (SysScrn.txt)  19: Reagent CC (SiyakuCC.dat) 10:

STD/QC run (SysStdQc.txt) 20: Reagent volume (SiyakuZan.dat)

<ERROR CANCELLATION>

PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[SHUT DOWN] Shutdown the system.

PROGRAM ERROR (MEMORY) due to file setting failure

INF1 : MEMORY No.1 to 53

21: Buffer volume (KBufZan.dat) 31: System status (------------- )
22: Shift register (-------- ) 32: Error information (----)
23: Supply units (KUnitinf.dat) 33: Subsystem (--- )

24: Unload units (HUnitinf.dat) 34: Additional analysis (----)
25: Rack-Sample (RackInf.dat) 35: Test result (---)

1511 26: Analysis data (AnaRslt.dat) 36: STD-QC result ( ---)

27: STD result data (StdRslt.dat) ~ 37: Instrument information (---)
28: Cell blank analysis (CellBlnk.dat) 38: CC information ( ---)

29: Temperature information (-------- ) 39: Printer (----)
30: Protocol DWLD (-------- ) 40: Spare parts (U_Parts.dat)
<ERROR CANCELLATION>

PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[SHUT DOWN] Shutdown the system.

PROGRAM ERROR (MEMORY) due to file setting failure

(Messages will not be INF1 : MEMORY No.lI to 53

printed.) 41: Spare parts (S_Parts.dat) 51: Washing solution information (WashSol.dat)
42: Additional analysis recovery (-----) 52: Retest order information ( )
43: Reagent-CC (-----) 53: Switch display language (SysLang.txt)

44: Auto Startup (AutoStart.txt)

45: Log in information ( )

46: Cell management information (CellMng.dat)

47: Rack lane information (RackLane.dat)

48: Reagent history information (SRireki.dat) 49: Buffer information (KRireki.dat)
50: Purified water information (Water.dat )

<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
[Shutdown] Shutdown the system.
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3 Error List

Error No. Screen Message (Upper)
ERR#0- Printed Message (Lower) Error Description and Cancelling Procedure
COM port is not properly PRINT ERROR
connected COM PORT CONNECTION FAIL.
CHECK CONNECTION.
1601 <ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
COM port error
[CLOSE] Close error display
Replace the purified water Replace from purified water to washing solution.
with the washing solution After the replacement, press [Close] button.
<ERROR CANCELLATION>
2003 PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
(The message is not printed.)
[CLOSE] Close error display
Shutdown error Warning The system was shut down abnormally last time.
The hard disk may be damaged.
If there is something wrong with the hard disk after system
2004 startup, please contact our seller.
<ERROR CANCELLATION>
PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
Shutdown error Warning [CLOSE] Start up the system.
S
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3 Error List

Error No. Screen Message (Upper)
ERR#0- Printed Message (Lower) Error Description and Cancelling Procedure
ERR# 0-3000 -
Reagent shortage Reagent shortage.
Finish analysis.
<ERROR CANCELLATION>
3001 PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
Reagent shortage
[CLOSE] Close error display
Empty cell shortage Analyzing cell shortage.
Finish analysis.
<ERROR CANCELLATION>
3002 PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
Empty cell shortage
[CLOSE] Close error display
STD or QC installation error | STD or QC installation error
Finish analysis.
<ERROR CANCELLATION>
3003 PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
Installation error
[CLOSE] Close error display
QC expiration date expired QC expiry date expired.
Finish analysis.
<ERROR CANCELLATION>
3004 PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
QC expired
[CLOSE] Close error display
Test item is undecided Test item setting error
Finish analysis.
<ERROR CANCELLATION>
3005 PRESS THE FOLLOWING BUTTON TO SOLVE THE ERROR.
Test item is undecided
[CLOSE] Close error display
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3 Error List

3.2 ERR#1-001 - 1-200(SS1)

Error No.
ERR#1-

Screen Message (Upper)

Printed Message (Lower)

Error Description and Cancelling Procedure

ERR

#1-001 -

002

Sample nozzle Z-axis origin
error
(Test)

SAMP Z ORG error

The Z-axis of the sample nozzle could not be moved to the origin on
the reaction table.

Analyze the sample currently under analysis again.

<ERROR CANCELLATION>

Press [ABORT]. The assay ends.

003

Sample nozzle Z-axis origin
error
(Test)

SAMP Z ORG error

The Z-axis of the sample nozzle could not be moved to the origin on
the rack or on the overflow cell.
Wait for the results for samples currently under analysis.

Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>
Press [Close]. The Error screen closes.

004

Sample nozzle Z-axis origin
error
(Out of test)

SAMP Z ORG error

The Z-axis of the sample nozzle could not be moved to the origin.
<ERROR CANCELLATION>

1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.

2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.

005

Sample nozzle Theta-axis origin
error (shaft origin error
(Test)

SAMP 6 ORG error

The Theta-axis of the sample nozzle could not be moved to the
origin. Wait for the results for samples currently under analysis.

Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>
Press [Close]. The Error display closes.

006

Sample nozzle Theta-axis origin
error
(Out of test)

SAMP 0 ORG error

The Theta-axis of the sample nozzle could not be moved to the origin.
<ERROR CANCELLATION>

1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.

2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.

007

Sample dispensing pump origin
error
(Test)

SAMP P ORG error

The syringe of the sample dispensing pump could not be moved to
the origin.
Wait for the results for samples currently under analysis.

Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>
Press [Close]. The Error display closes.
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3 Error List

Error No. Screen Message (Upper)
ERR#1- Printed Message (Lower) Error Description and Cancelling Procedure
Sample dispensing pump The syringe of the sample dispensing pump could not be moved to the
origin error origin.
(Out of test) <ERROR CANCELLATION>
008 SAMP P ORG error 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Rack installation lane origin The rack lane could not be moved to the origin.
error <ERROR CANCELLATION>
009 (Out of test) 1. Press [ABORT]. Stop the process.
Rack installation lane ORG
error
Rack conveyance lane origin The rack lane could not be moved to the origin.
error <ERROR CANCELLATION>
010 (Out of test) 1. Press [ABORT]. Stop the process.
Rack conveyance lane ORG
error
Sample nozzle Z-axis jam The Z-axis of the sample nozzle jammed while descending.
error Wait for the results for samples currently under analysis.
011 (Test) Re-analyze the errored samples and unmeasured samples.
SAMPZ JAM error <ERROR CANCELLATION>
Press [Close]. Close Error display.
Sample nozzle Z-axis jam error | The Z-axis of the sample nozzle jammed during descending.
(Out of test) <ERROR CANCELLATION>
012 SAMPZ JAM error 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Sample nozzle jam sensor error  [The jam sensor did not work correctly at the sample nozzle.
(Test) 'Wait for the results for samples currently under analysis.
013 SAMP jam sensor error Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>
Press [Close]. Close Error display.
Sample nozzle jam sensor error The jam sensor did not work correctly at the sample nozzle.
(Out of test)
SAMP jam sensor error <ERROR CANCELLATION>
014 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
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Error No. Screen Message (Upper)
ERR#1- Printed Message (Lower) Error Description and Cancelling Procedure
Rack conveyance error The rack could not be pulled into the end in the equipment during the
Rack conveyance etrror rack transfer.
022 A rack or other obstacle may exist on the transfer line.

<ERROR CANCELLATION>
1. Press [ABORT].
2. Remove the rack on the transfer line.

Rack detection error While the rack transfer, the rack could not be detected.

The result of this rack is not output.

After the analysis is completed, remove any racks in the rack set
023 position

and initialize with the Prep functions.

Check the rack orientation and analyze again.

<ERROR CANCELLATION>
Rack detection error 1. Press [Close]. Close Error display.
Rack discharge error While unloading the rack, the rack could not be transferred to
Rack discharge error the set position.

Or the rack could not be provided correctly.

An obstacle may exist on the transfer line.

024 The result for this rack is not output. Analyze again.

If the analysis result of the previous rack is output, close the Error
screen and abort.

<CANCELLATION>

Press [Close]. Close Error display.

Sample nozzle No liquid error The liquid level could not be detected.
(Test) Wait for the results for samples currently under analysis.
031 Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>
SAMP No liquid Press [Close]. Close Error display.
Sample nozzle No liquid error | The liquid level could not be detected.
(Out of test) <ERROR CANCELLATION>
032 1. If there is no error at the mechanical movement, press [Retry]. The

process restarts.
2. If there is an error at the mechanical movement or if an error is

SAMP No liquid issued again, press [ABORT]. Stop the process.
Sample nozzle Erroneous The position which the liquid level was detected was not the
liquid level detection error expected position.
033 (Test) Wait for the results for samples currently under analysis.
SAMP nozzle Erroneous liquid Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>

level detection error

Press [Close]. Close Error display.
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3 Error List

Error No. Screen Message (Upper)
ERR#1- Printed Message (Lower) Error Description and Cancelling Procedure
Sample nozzle Erroneous The position which the liquid level was detected was not the expected
liquid level detection error position.
(Out of test) <ERROR CANCELLATION>
034 SAMP nozzle Erroneous liquid | 1. If there is no error at the mechanical movement, press [Retry]. The
level detection error process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Overflow cell (for Sample When cleaning the sample nozzle, the waste liquid in the overflow cell
nozzle) Poor discharge could not be discharged.
035 (Test) Wait for the results for samples currently under analysis.
OF Poor discharge Re-analyze the errored samples.
<ERROR CANCELLATION>
Press [Close]. The Error screen closes.
Overflow cell (for Sample When cleaning the sample nozzle, the waste liquid in the overflow cell
036 nozzle) Poor discharge could not be discharged.
(Out of test) <ERROR CANCELLATION>
OF Poor discharge Press [ABORT]. The process is aborted.
Squeeze mechanism The squeeze DC motor did not work correctly.
Operation error Wait for the results for samples currently under analysis.
041 (Test) Re-analyze the errored samples and unmeasured samples.
Squeeze error <ERROR CANCELLATION>
Press [Close]. Close Error display.
Squeeze mechanism The squeeze DC motor did not work correctly.
Operation error <ERROR CANCELLATION>
042 (Out of test) 1. If there is no error at the mechanical movement, press [Retry].
Squeeze error Restart the process.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Puncturing The puncture DC motor did not work correctly.
mechanism Operation Wait for the results for samples currently under analysis.
043 error Re-analyze the errored samples and unmeasured samples.
(Test) <ERROR CANCELLATION>
Puncture error Press [Close]. Close Error display.
Puncturing The puncture DC motor did not work correctly.
mechanism Operation <ERROR CANCELLATION>
044 error 1. If there is no error at the mechanical movement, press [Retry]. The
(Out of test) process restarts.
Puncture error 2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
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3 Error List

Error No. Screen Message (Upper)
ERR#1- Printed Message (Lower) Error Description and Cancelling Procedure
Sample and rack barcode The communication with the barcode reader did not work correctly.
071 reader error Analyze the sample currently under analysis again.
(Test) <ERROR CANCELLATION>
SAMP barcode reader error Press [ABORT]. The assay ends.
Sample and rack barcode reader | The communication with the barcode reader did not work correctly.
error Wait for the results for samples currently the analysis.
(Test) Re-analyze the errored samples and unmeasured samples.
072 SAMP barcode reader error <ERROR CANCELLATION>
(D Press [ABORT].
@ The assay ends when [ABORT] is pressed on the displayed dialog.
When [Close] is pressed, the current sample is analyzed through the end,
but no additional samples will be analyzed.
Sample and rack barcode reader | The communication with the barcode reader did not work correctly.
error <ERROR CANCELLATION>
073 (Out of test) 1. If there is no error at the mechanical movement, press [Retry]. The
SAMP barcode reader error process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Sample and rack barcode reader | Reading the barcode did not complete within the specified time.
074 Communication timeout error | Analyze the sample currently under analysis again.
(Test) <ERROR CANCELLATION>
Barcode communication timeou{ Press [ABORT]. The assay ends.
Sample and rack barcode reader | The reagent could not be detected.
Communication timeout error | Wait for the results for samples currently under analysis.
(Test) Re-analyze the errored samples and unmeasured samples.
075 Barcode communication timeou{ <ERROR CANCELLATION>
(D Press [ABORT].
@ The assay ends when [ABORT] is pressed on the displayed dialog.
When [Close] is pressed, the current sample is analyzed through the end,
but no additional samples will be analyzed.
Sample and rack barcode reader | Reading the barcode did not complete within the specified time.
Communication timeout error | <ERROR CANCELLATION>
076 (Out of test) 1. If there is no error at the mechanical movement, press [Retry]. The
Barcode communication timeou{ process restarts.
2. If there is an error at the mechanical movement or if an error is issued
again, press [ABORT]. Stop the process.
|
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Error No. Screen Message (Upper)
ERR#1- Printed Message (Lower) Error Description and Cancelling Procedure
ERR#1-101 -
Set the rack. <CANCELLATION>
101 (The message is not printed.) 1. Se.t the rack on the lane and press [Continue]. The process
continues.
2. When aborting the process, press [ABORT].
Close the rack setting cover. The process temporarily stops.
105 (The message is not printed.) <CANCELLATION>
1. Close the rack lane cover and press [Retry]. The process restarts.
2. If the message is issued again, press [ABORT]. Stop the process.
Remove the rack from the The rack could not be ejected.
displayed lane No. <CANCELLATION>
108 (Test) 1. Remove the racks on the displayed lane No. and press [Retry].
(The message is not printed.) Restart the process.
2. When aborting the process, press [ABORT].
Remove the rack from the The rack transfer motor was returned to the origin.
displayed lane No. <CANCELLATION>
109 (Out of test) 1. Remove the rack of lane 1 or lane 2 and press [Continue]. The
(The message is not printed.) process continues.
2. When aborting the process, press [ABORT].
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3.3 ERR#2-001 - 2-200(SS2)

Error No.
ERR#2-

Screen Message (Upper)

Printed Message (Lower)

Error Description and Cancelling Procedure

ERR#2-001 -

002

Reagent nozzle Z-axis origin
error
(Test)

REAGZ ORG error

The Z-axis of the reagent nozzle could not be moved to the origin on
the reaction table.

Analyze the sample currently under analysis again.

<ERROR CANCELLATION>

Press [ABORT]. The assay ends.

003

Reagent nozzle Z-axis origin
error
(Test)

REAGZ ORG error

The Z-axis of the Reagent nozzle could not be moved to the origin on
the reagent refrigerator or on the overflow cell.

Wait for the results for samples currently under analysis.

Re-analyze the errored samples and unmeasured samples.

<ERROR CANCELLATION>

Press [Close]. The Error display closes.

004

Reagent nozzle Z-axis origin
error
(Out of test)

REAGZ ORG error

The Z-axis of the reagent nozzle could not be moved to the origin.
<ERROR CANCELLATION>

1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.

2. If there is an error at the mechanical movement or if an error is issued
again, press [ABORT]. Stop the process.

005

Reagent nozzle Theta-axis
origin error
(Test)

REAG 6 ORG error

The Theta-axis of the reagent nozzle could not be moved to the origin.
Wait for the results for samples currently under the analysis.
Re-analyze the errored samples and unmeasured samples.

<ERROR CANCELLATION>

Press [Close]. The Error display closes.

006

Reagent nozzle Theta-axis
origin error
(Out of test)

REAG 6 ORG error

The Theta-axis of the reagent nozzle could not be moved to the origin.
<ERROR CANCELLATION>

1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.

2. If there is an error at the mechanical movement or if an error is issued
again, press [ABORT]. Stop the process.

007

Reagent dispensing pump
Origin error
(Test)

REAGP ORG error

The syringe of the reagent dispensing pump could not be
moved to the origin.

Wait for the results for samples currently under analysis.
Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>

Press [Close]. The Error display closes.
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Error No. Screen Message (Upper)
ERR#2- Printed Message (Lower) Error Description and Cancelling Procedure
Reagent dispensing pump The syringe of the reagent dispensing pump could not be moved to the
Origin error origin.
(Out of test) <ERROR CANCELLATION>
008 REAGP ORG error 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Reaction table Origin error The motor on the reaction table could not move to the origin.
Reaction table ORG error <ERROR CANCELLATION>
010 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Reagent refrigerator Origin The motor of the reagent refrigerator could not be moved to the origin.
error <ERROR CANCELLATION>
012 REAG rotation ORG error 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Reagent nozzle Z-axis jam error | The Z-axis of the reagent nozzle jammed during descending.
(Test) Wait for the results for samples currently under analysis.
013 REAGZ JAM error Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>
Press [Close]. Close Error display.
Reagent nozzle Z-axis jam error | The Z-axis of the reagent nozzle jammed during descending.
(Out of test) <ERROR CANCELLATION>
014 REAGZ JAM error 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Reagent nozzle Jam sensor error | A jam sensor error was detected at the reagent nozzle.
(Test) Wait for the results for samples currently under analysis.
015 REAG jamming sensor error Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>
Press [Close].
Reagent nozzle Jam sensor error | A jam sensor error was detected at the reagent nozzle.
(Out of test) <ERROR CANCELLATION>
016 REAG jamming sensor error 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
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Error No. Screen Message (Upper)
ERR#2- Printed Message (Lower) Error Description and Cancelling Procedure
Reaction table Step-out error The pulse motor on the reaction table stepped out.
017 Table motor step-out <ERROR CANCELLATION>
1. Press [ABORT]. End the assay.
Reagent refrigerator Step-out The pulse motor of the reagent refrigerator stepped out.
error Wait for the results for samples currently under analysis.
018 Refrigerator motor step-out Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>
Press [Close].
Pulse motor Step-out error The pulse motor stepped out.
Motor step-out <Motor>
1: Reaction table
6: Reagent refrigerator
019 <ERROR CANCELLATION>
1. If there is no error at the mechanical movement, press [Retry]. It is
initialized, and the process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Reagent nozzle No The liquid level could not be detected.
liquid error Wait for the results for samples currently under analysis.
031 (Test) Re-analyze the errored samples and unmeasured samples.
REAG No liquid <ERROR CANCELLATION>
Press [Close]. Close Error display.
Reagent nozzle No The liquid level could not be detected.
liquid error (Out of <ERROR CANCELLATION>
032 test) 1. If there is no error at the mechanical movement, press [Retry]. The
REAG No liquid process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. The process stops.
Reagent nozzle Erroneous The position which the liquid level was detected was not the
liquid level detection error expected position.
033 (Test) Wait for the results for samples currently under analysis.
REAG Liquid level error Re-analyze the errored samples and unmeasured samples.
<ERROR CANCELLATION>
Press [Close]. Close Error display.
Reagent nozzle Erroneous The position which the liquid level was detected was not the expected
liquid level detection error position.
(Out of test) <ERROR CANCELLATION>
034 REAG Liquid level error 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. The process is aborted.
|
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Error No. Screen Message (Upper)
ERR#2- Printed Message (Lower) Error Description and Cancelling Procedure
Overflow cell (for Reagent When cleaning the regent nozzle, the waste liquid in the overflow cell
nozzle) Poor discharge could not be discharged.
037 (Test) Wait for the results for samples currently under analysis.
OF Poor discharge Re-analyze the errored samples.
<ERROR CANCELLATION>
Press [Close]. The Error screen closes.
Overflow cell (for Reagent When cleaning the reagent nozzle, the waste liquid in the overflow cell
038 nozzle) Poor discharge could not be discharged.
(Out of test) <ERROR CANCELLATION>
OF Poor discharge Press [ABORT]. The process is aborted.
Reagent refrigerator Shutter The shutter of the reagent refrigerator did not work
operation error correctly.
(Test) Wait for the results for samples currently under analysis.
041 Reagent refrigerator Shutter Re-analyze the errored samples and unmeasured
operation error samples.
<ERROR CANCELLATION>
Press [Close]. Close Error display.
Reagent refrigerator shutter The shutter of the reagent refrigerator did not work correctly.
operation error <ERROR CANCELLATION>
042 (Out of test) 1. If there is no error at the mechanical movement, press [Retry]. The
Reagent refrigerator shutter process restarts.
error 2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Reagent refrigerator barcode The communication with the barcode reader did not work correctly
reader error <ERROR CANCELLATION>
043 REAG barcode reader error 1. If there is no error at the mechanical movement, press [Retry]. The
process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Mixer operation The mixer arm DC motor did not work correctly above the
error reaction table.
044 (Test) Wait for the result for the currently testing sample.
Mixer operation error Retest error samples and untested samples.
<ERROR CANCELLATION>
Press [ABORT]. The test ends.
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Error No. Screen Message (Upper)
ERR#2- Printed Message (Lower) Error Description and Cancelling Procedure
Mixer operation The mixer arm DC motor did not work correctly above the reaction
error table.
(Out of test) <ERROR CANCELLATION>
046 Mixer operation error 1. If there is no error at the mechanical movement, press [Retry].
The process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Mixing operation The mixer DC motor did not work correctly.
error Wait for the results for samples currently under analysis.
047 (Test) Re-analyze the errored samples and unmeasured samples.
Mixing error <ERROR CANCELLATION>
Press [Close]. The Error screen closes.
Mixing operation The mixer DC motor did not work correctly.
error <ERROR CANCELLATION>
048 (Out of test) 1. If there is no error at the mechanical movement, press [Retry].
Mixing error The process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.
Temperature control error An error was detected in the temperature control.
Temperature control error Analyze the sample currently under analysis again.
<ERROR CANCELLATION>
051 1. Press [ABORT].
If an analysis is ongoing, such analysis will be ended.
If any process other than analysis is ongoing, such process will be
aborted.
Detection control error An error was detected in the detection control.
Detection control error Analyze the sample currently under analysis again.
<ERROR CANCELLATION>
052 1. Press [ABORT].
If an analysis is ongoing, such analysis will be ended.
If any process other than analysis is ongoing, such process will be
aborted.
S
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Error No. Screen Message (Upper)
ERR#2- Printed Message (Lower) Error Description and Cancelling Procedure
Liquid level detection control An error was detected in the liquid level detection control.
error Analyze the sample currently under analysis again.
Liquid level detection control | <ERROR CANCELLATION>
053 error 1. Press [ABORT].
If an analysis is ongoing, such analysis will be ended.
If any process other than analysis is ongoing, such process will be
aborted.
DC pump control error An error was detected in the DC pump control.
DC pump control error Analyze the sample currently under analysis again.
<ERROR CANCELLATION>
054 1. Press [ABORT].
If an analysis is ongoing, such analysis will be ended.
If any process other than analysis is ongoing, such process will be
aborted.
Purified water set position Lack of solution in the purified water bottle was detected.
Purified water shortage Wait for the results for samples currently under analysis.
061 (Test) Re-analyze the errored samples and unmeasured samples.
Purified water shortage <ERROR CANCELLATION>
Press [Close].
Purified water set position Lack of solution in the purified water bottle was detected.
Purified water shortage <ERROR CANCELLATION>
062 (Out of test) 1. When the bottle is replaced, press [Retry]. The process restarts.
Purified water shortage 2. If there is an error at the mechanical movement or if an error is issued
again, press [ABORT]. Stop the process.
Washing solution set Lack of solution in the washing solution bottle was detected.
position Washing solution Wait for the results for samples currently under analysis.
063 shortage Re-analyze the errored samples and unmeasured samples.
(Test) <ERROR CANCELLATION>
Washing solution shortage Press [Close].
Washing solution set Lack of solution in the washing solution bottle was detected.
position Washing solution <ERROR CANCELLATION>
064 shortage 1. When the bottle is replaced, press [Retry]. Restart the process.
(Out of test) 2. If there is an error at the mechanical movement or if an error is
Washing solution shortage issued again, press [ABORT]. Stop the process.
Safety guard error The analysis was ended because the safety guard was opened during an
Safety guard open error analysis.
071 Analyze the sample currently under analysis again.
<ERROR CANCELLATION>
Press [ABORT]. The assay ends.
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Error No. Screen Message (Upper)
ERR#2- Printed Message (Lower) Error Description and Cancelling Procedure

Mixer nozzle Presence sensor The mixer nozzle could not be detected in the overflow cell.
error Wait for the results for samples currently under analysis.

072 (Test) Re-analyze the errored samples and unmeasured samples.
Mixer nozzle Presence sensor | <ERROR CANCELLATION>
error Press [Close].
Mixer nozzle Presence sensor The mixer nozzle could not be detected in the overflow cell.
error <ERROR CANCELLATION>

073 (Out of test) 1. If there is no error at the mechanical movement, press [Retry]. The

Mixer nozzle Presence sensor
error

process restarts.
2. If there is an error at the mechanical movement or if an error is
issued again, press [ABORT]. Stop the process.

ERR#2-101 -

Close the safety guard. The process temporarily stops.
101 (The message is not printed.) <CANCELLATION>
1. Close the safety guard and press [Retry]. Restart the process.
2. If the error is issued again, press [ABORT]. Stop the process.
Close the reagent refrigerator The process temporarily stops.
102 COVer. <CANCELLATION>
(The message is not printed.) 1. Close the reagent refrigerator and press [Retry]. Restart the process.
2. If the error is issued again, press [ABORT]. Stop the process.
103 Check the reagent again. <CANCELLATION>
(The message is not printed.) Close the reagent refrigerator cover and press [Continue].
Remove the pipes of purified <CANCELLATION>
107 water and washing solution. 1. Remove pipes and press [Continue]. The process continues.
(The message is not printed.) 2. When aborting the process, press [ABORT].
Replace the washing solution <CANCELLATION>
line to the purified water. 1. Replace the washing solution line to the purified water. Disconnect
111 (The message is not printed.) the pipe connected to the washing solution bottle and connect the

bottle to the purified water container.
2. Press [Continue]. When aborting the process, press [ABORT].
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4 Saving to External Media

The following data can be saved to external media: Sample measured data information, Sample replication

information, QC measured data information, QC replication information, STD measured data information,

STD replication information, and Time course data information.

Output data are variable-length.

4.1 Sample Measured Data Information

Sample Measured Data Information is saved.

B File name: ocsamp.csv

No. | Item name Note (/A\ is a blank [20H])) Output
setting
1| Datatype Analysis date, re-measurement data: ‘N A’ Yes
Retest data  (buffer retest included): ‘A A’
If the data is edited, set “E” to /\.
Example) Analysis data edited: ‘NE’
2 | Date of analysis Date of analysis —
Example) September 23, 2020 -> 2020/09/23
3 | Time of analysis Time of analysis (24-hour notation) —
Example: 2:05 P.M. -> 14:05
4 | Rack No. Barcode information put on the rack -
5 | Position in rack Positions in the rack: 1 - 10 -
6 | SampleID Barcode information put on the sampling bottle (*1) Yes
7 | Sample sequence No. Measurement sequence number: 1 to 99999 —
8 | Measurement method counter Unused. ",," is output. Yes
9 | Number of replications Number of replications in the replication measurements: —
1-10
10 | DA value Value obtained by No. 3 detection — No. 1 detection Yes
See “Appendix 1.2 Calculation of DA Value.”
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No. | Item name Note (A is a blank [20H]) Output
setting
11 | Measured data Calculated measured data: Up to 7 digits in the integer Yes
part and 1 digit in the decimal part (the number of digits
in the decimal part can be changed in the “Output Format
Settings.”)
12 | Judgment result Qualitatively converted result of measured data by the Yes
cut off value
A - A+, 1+, 2+, and 3+
13 | SD value SD value of measured data (statistic) Yes
14 | CV value CV value of measured data (statistic) Yes
15 | Error code See “Appendix 4.8 List of Error Codes for External Yes
Media Output.”
16 | Testitem code Measured item code -
Not output in order error (CSV format. Thus, it is
displayed as , , ).
17 | Test item name Name of measured item Yes
Not output in order error (CSV format. Thus, it is
displayed as , , ).
18 | Units of inspection result Units of measure inspection result Yes
19 | Normal value range 1 Set cut off 1 value Yes
20 | Normal value range 2 Set cut off 2 value (“*”” when not set) Yes
21 | Normal value range 3 Set cut off 3 value (“*”” when not set) Yes
22 | Operator ID ID of logged-in operator Yes
23 | Rl reagent lot Lot of used R1 reagent Yes
24 | RI reagent expiration date Expiration date of used R1 reagent lot Yes
25 | R2reagent lot Lot of used R2 reagent Yes
26 | R2reagent expiration date Expiration date of used R2 reagent lot Yes
27 | Buffer expiration date Lot of used buffer ( , , is output when brand Yes
new)
28 | Buffer expiration date Expiration date of used buffer ( , , is output Yes
when the expiration date is unknown)
29 | Dilution factor Sample dilution factor in a retest (0 is output in regular Yes
tests) 0, 1, 10, 20, 100, 200, 400

. The item name is placed at the head of a file name as a header followed by data.
Each item is separated by a comma (,).
Output order and content depend on the setting of output item selection of the output format setting.
Zero suppression is performed for items other than date of analysis, time of analysis, rack number,
test item code, and test item name.
_ *1 A maximum of 50 digits are output for sample IDs when 2D code is used (option).
Appendix
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4.2 Sample Replication Information

Sample replication information is saved.

B File name: ocrsamp.csv

No. | Item name Note Output
setting

1 | Data type See “Appendix 4.1 Sample Measured Data Information.” Yes
2 | Date of analysis See “Appendix 4.1 Sample Measured Data Information.” —
3 | Time of analysis See “Appendix 4.1 Sample Measured Data Information.” —
4 | Relative cell No. Used cells No.: 1 -55 Yes
5 | Rack No. See “Appendix 4.1 Sample Measured Data Information.” —
6 | Position in rack See “Appendix 4.1 Sample Measured Data Information.” —
7 | Sample ID See “Appendix 4.1 Sample Measured Data Information.”(* 1) Yes
8 | Sample sequence No. See “Appendix 4.1 Sample Measured Data Information.” —
9 | Replication counter Number of replications in replication measurement: 1 - 10 —
10 | Al value See “Appendix 1.2 Calculation of DA Value.” Yes
11 | A2 value See “Appendix 1.2 Calculation of DA Value.” Yes
12 | A3 value See “Appendix 1.2 Calculation of DA Value.” Yes
13 | DAI value See “Appendix 1.2 Calculation of DA Value.” Yes
14 | DA2 value See “Appendix 1.2 Calculation of DA Value.” Yes

It is output when there is no measured data.

15 | Measured data See “Appendix 4.1 Sample Measured Data Information.” Yes
16 | Judgment result See “Appendix 4.1 Sample Measured Data Information.” Yes
17 | Error code See “Appendix 4.1 Sample Measured Data Information.” Yes
18 | Testitem code Measured item code —
19 | Testitem name Measured item name Yes
20 | Units of inspection result Measured test result units Yes
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No. | Item name Note Output
setting
21 | Normal value range 1 Set cut off 1 value Yes
22 | Normal value range 2 Set cut off 2 value (“*” when not set) Yes
23 | Normal value range 3 Set cut off 3 value (“*”” when not set) Yes
24 | Operator ID See “Appendix 4.1 Sample Measured Data Information.” Yes
25 | RI reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes
26 | RI reagent expiration date See “Appendix 4.1 Sample Measured Data Information.” Yes
27 | R2reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes
28 | R2 reagent expiration date See “Appendix 4.1 Sample Measured Data Information.” Yes
29 | Buffer expiration date See “Appendix 4.1 Sample Measured Data Information.” Yes
30 | Sample dilution factor See “Appendix 4.1 Sample Measured Data Information.” Yes
31 | Dilution factor See “Appendix 4.1 Sample Measured Data Information.” Yes
32 | AO value See “Appendix 1.2 Calculation of DA Value.” Yes
The item name is placed at the head of a file name as a header followed by data.
Each item is separated by a comma (,).
Output order and content depend on the setting of output item selection of the output format setting.
Zero suppression is performed for items other than date of analysis, time of analysis, rack number,
test item code, and test item name.
Sample uninstallation” is not output for Sample Replication Information.
Sample Replication Information is not output for no order and order error.
*1 The maximum of 50 digits are output for sample IDs when 2D code is used (option).
|

Appendix

276

NN1-1741 Rev.11



4.3 QC Measured Data Information

4

Saving to External Media

QC measured data information is saved.

B File name: ocqc.csv

No. | Item name Note Output
setting

1 | Data type QC data:*Cx’ x: 1 — 4 QC numbers Yes
2 | Date of analysis See “Appendix 4.1 Sample Measured Data Information.” Yes
3 | Time of analysis See “Appendix 4.1 Sample Measured Data Information.” Yes
4 | Rack No. See “Appendix 4.1 Sample Measured Data Information.” Yes
5 | Position in rack See “Appendix 4.1 Sample Measured Data Information.” Yes
6 | Sample sequence No. See “Appendix 4.1 Sample Measured Data Information.” Yes
7 | QClot QC lot Yes
8 | Number of replications See “Appendix 4.1 Sample Measured Data Information.” Yes
9 | DA value See “Appendix 4.1 Sample Measured Data Information.” Yes
10 | Measured data See “Appendix 4.1 Sample Measured Data Information.” Yes
11 | Judgment result Not output Yes
12 | SD value See “Appendix 4.1 Sample Measured Data Information.” Yes
13 | Error code See “Appendix 4.8 List of Error Codes for External Media Yes

Output.”

14 | Testitem code Measured item code Yes
15 | Testitem name Measured item name Yes
16 | QCID Barcode information put on the QC container (*1) Yes
17 | Units of inspection result Units of measured inspection result Yes
18 | Operator ID See “Appendix 4.1 Sample Measured Data Information.” Yes
19 | Control expiration date QC expiration date Yes
20 | RI reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes
21 | RI reagent expiration date See “Appendix 4.1 Sample Measured Data Information.” Yes
22 | R2reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes
23 | R2reagent expiration date See “Appendix 4.1 Sample Measured Data Information.” Yes
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: The item name is placed at the head of a file name as a header followed by data.
: Each item is separated by a comma ().
Output order and content depend on the setting of output item selection of the output format setting.
Zero suppression is performed for items other than date of analysis, time of analysis, rack number,
test item code, and test item name.

*1 A maximum of 50 digits are output for sample IDs when 2D code is used (option).
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4.4 QC Replication Information

Information for each QC replication is saved.

®m  File name: ocrqc.csv

No. | Item name Note Output
setting

1 | Data type See “Appendix 4.3 QC Measured Data Information.” Yes
2 | Date of analysis See “Appendix 4.1 Sample Measured Data Information.” Yes
3 | Time of analysis See “Appendix 4.1 Sample Measured Data Information.” Yes
4 | Relative cell No. See “Appendix 4.2 Sample Replication Information.” Yes
5 | Rack No. See “Appendix 4.1 Sample Measured Data Information.” Yes
6 | Position in rack See “Appendix 4.1 Sample Measured Data Information.” Yes
7 | Sample sequence No. See “Appendix 4.1 Sample Measured Data Information.” Yes
8 | QClot See “Appendix 4.3 QC Measured Data Information.” Yes
9 | Replication counter See “Appendix 4.2 Sample Replication Information.” Yes
10 | Al value See “Appendix 1.2 DA Value Calculation.” Yes
11 | A2 value See “Appendix 1.2 DA Value Calculation.” Yes
12 | A3 value See “Appendix 1.2 DA Value Calculation.” Yes
13 | DAI value See “Appendix 1.2 DA Value Calculation.” Yes
14 | DA2 value See “Appendix 1.2 DA Value Calculation.” Yes
15 | Measured data See “Appendix 4.1 Sample Measured Data Information.” Yes
16 | Judgment result Not output. Yes
17 | Error code See “Appendix 4.8 List of Error Codes for External Media Output.” Yes
18 | Testitem code Measured item code Yes
19 | Test item name Measured item name Yes
20 | QCID Barcode information put on the QC container (*1) Yes
21 | Units of inspection result Units of measured sample result Yes
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No. | Item name Note Output
setting

22 | Operator ID See “Appendix 4.1 Sample Measured Data Information.” Yes

23 | Control expiration date QC expiration date Yes

24 | Rl reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes

25 | RI reagent expiration date See “Appendix 4.1 Sample Measured Data Information.” Yes

26 | R2reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes

27 | R2reagent expiration date See “Appendix 4.1 Sample Measured Data Information.” Yes

28 | AO value See “Appendix 1.2 DA Value Calculation.” Yes

. The item name is placed at the head of a file name as a header followed by data.

Each item is separated by a comma (,).

Output order and content depend on the setting of output item selection of the output format setting.
Zero suppression is performed for items other than date of analysis, time of analysis, rack number,
test item code, and test item name.

*1 A maximum of 50 digits are output for sample IDs when 2D code is used (option).
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4.5 STD Measured Data Information

STD Measured Data Information is saved.

m  File name: ocstd.csv
No. | Item name Note Output
setting
1 | Date of analysis See “Appendix 4.1 Sample Measured Data Information.” Yes
2 | Time of analysis See “Appendix 4.1 Sample Measured Data Information.” Yes
3 | Rack No. See “Appendix 4.1 Sample Measured Data Information.” Yes
4 | Position in rack See “Appendix 4.1 Sample Measured Data Information.” Yes
5 | STD point No. Measurement point No. (STD1 - STD6): 1 - 6 Yes
6 | DA value See “Appendix 1.2 DA Value Calculation.” Yes
DAZ2 value See “Appendix 1.2 DA Value Calculation.” Yes
DAL applying value Concentration acquired by applying DA1 to CC Yes
DAICYV value DAT1 CV value (statistic) Yes
10 | DA2CV value DA2 CV value (statistic) Yes
11 | DAI1SD value DAT1 SD value (statistic) Yes
12 | DA2SD value DAZ2 SD value (statistic) Yes
13 | Theoretical value STD concentration Yes
14 | Number of replications STD Number of replications Yes
15 | Error code See “Appendix 4.8 List of Error Codes for External Media Output.” Yes
16 | Testitem code Measured item code Yes
17 | Test item name Measured item name Yes
18 | RI1 reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes
19 | RI reagent expiration date See “Appendix 4.1 Sample Measured Data Information.” Yes
20 | R2 reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes
21 | R2reagent expiration date | See “Appendix 4.1 Sample Measured Data Information.” Yes
22 | Cal. lot Calibrator lot Yes
23 | Cal. expiration date Calibrator expiration date Yes
The item name is placed at the head of a file name as a header followed by data.

Each item is separated by a comma (,).

Output order and content depend on the setting of output item selection of the output format setting.

Zero suppression is performed for items other than date of analysis, time of analysis, rack number,

test item code, and test item name.
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4  Saving to External Media
4.6 STD Replication Information
Information for each STD replication is saved.
®m  File name: ocrstd.csv
No. | Item name Note Output
setting
1 Date of analysis See “Appendix 4.1 Sample Measured Data Information.” Yes
2 | Time of analysis See “Appendix 4.1 Sample Measured Data Information.” Yes
3 | Relative cell No. See “Appendix 4.2 Sample Replication Information.” Yes
4 | Rack No. See “Appendix 4.1 Sample Measured Data Information.” Yes
5 | Position in rack See “Appendix 4.1 Sample Measured Data Information.” Yes
6 | STD point No. See “Appendix 4.5 STD Measured Data Information.” Yes
7 | Replication counter See “Appendix 4.2 Sample Replication Information.” Yes
8 | Al value See “Appendix 1.2 Calculation of DA Value.” Yes
9 | A2 value See “Appendix 1.2 Calculation of DA Value.” Yes
10 | A3 value See “Appendix 1.2 DA Value Calculation.” Yes
11 | DAI value See “Appendix 1.2 DA Value Calculation.” Yes
12 | DA2 value See “Appendix 1.2 DA Value Calculation.” Yes
13 | Error code See “Appendix 4.8 List of Error Codes for External Media Output.” Yes
14 | Testitem code Measured item code Yes
15 | Testitem name Measured item name Yes
16 | RI reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes
17 | RI reagent expiration date | See “Appendix 4.1 Sample Measured Data Information.” Yes
18 | R2 reagent lot See “Appendix 4.1 Sample Measured Data Information.” Yes
19 | R2reagent expiration date | See “Appendix 4.1 Sample Measured Data Information.” Yes
20 | Cal.lot Calibrator lot Yes
21 | Cal. expiration date Calibrator expiration date Yes
22 | AO value See “Appendix 1.2 Calculation of DA Value.” Yes
The item name is placed at the head of a file name as a header followed by data.
Each item is separated by a comma ().
Output order and content depend on the setting of output item selection of the output format setting.
Zero suppression is performed for items other than date of analysis, time of analysis, rack number,
I test item code, and test item name.
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4 Saving to External Media

4.7 Time Course Data Information

Information for the time course data is saved.

m  File name: tcourse.csv

No. | Item name Note Output setting
1 Cell information 1 Time course information of relative cell 1 —
n Cell information n Time course information of relative cell n -

m  Cell information #

No. | Item name Note Output setting
1 | Date of analysis See “Appendix 4.1 Sample Measured Data Information.” -
2 | Time of analysis See “Appendix 4.1 Sample Measured Data Information.” -
3 | Relative cell No. See “Appendix 4.2 Sample Replication Information.” —
4 | Testitem code Measured item code —
5 | Testitem name Measured item name —

6 Cell blank ABS value

7 | ABS value of 1* cycle See “Appendix 1.2 DA Value Calculation.” —

8 | ABS value of 2™ cycle See “Appendix 1.2 DA Value Calculation.” -

26 | ABS value of 20" cycle See “Appendix 1.2 DA Value Calculation.” —

. The file contains only data without a header.
. Each item is separated by a comma ().
CR/LF is added as a delimiter, and EOF is added at the end of the file.
Zero suppression is performed for items other than date of analysis, time of analysis, rack number,
test item code, and test item name.
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4  Saving to External Media
4.8 List of Error Codes for External Media Output
Code | Error content Measured data | Note
(*3)
10 | Sample barcode read error Yes
01 Sample shortage, No sample - Dispensing is not conducted.
02 | No reagent error - *2
03 RBC (Prozone) Yes
04 | PRC (Prozone) Positive/Negative
judgment only
05 OR (Over Range) Positive/Negative
judgment only
06 | UR (Under Range) -
07 Sample dispense error — Dispensing is not conducted.
(Sample nozzle jamming, etc.)
08 | Reagent dispense error - Dispensing of R1 reagent or R2 reagent
(Reagent nozzle jamming, etc.) is not conducted. Dispensing of buffer
can also cause this error.
09 Mixer error - No mixing (agitation) is conducted.
(Mixer jamming, etc.)
0A | Reagent blank error — The reagent blank is abnormal.
(A1 check, DA1 check)
0B | NoCC - Includes mismatch of CC lot.
0D | QC control limit check error -
11 Combination error of ”10” + 01 errors — *1
12 Combination error of”10” + 02" errors — *1
13 Combination error of”10” + 03 errors Yes *1
14 Combination error of”10” + 04" errors — *1
15 Combination error of”’10” + 05 errors — *1
16 Combination error of”10” + 06 errors — *1
17 Combination error of”10” + ”07” errors - *1
18 Combination error of”’10” + 08 errors — *1
19 Combination error of”10” + 09 errors — *1
1A | Combination error of’10” + 0A” errors — *1
1B | Combination error of”10” + 0B errors — *1
*1 11 - 1B is a combined error with two errors overlapped. No other error is overlapped.
*2 “No reagent error” is output if the reagent volume could not be detected when dispensing the reagent is attempted.
*3 For errors with “Yes” in the “Measured data” field outputs the measured data and the judgment result.
_ For errors with “-“ in the “Measured data” field outputs blank (20H) to the measured data and the judgment result.
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5 Management USB Stick Setting

When saving measurement data or other data to a USB stick, the USB stick needs to be set as a management USB

stick first.

This section describes the procedure to set a USB stick as a management USB stick.

5.1 How to Set a Management USB Stick

Set an administrator ID.
(=¥ For setting an administrator ID, see “6.1.10
User Account Settings” on page 208.

Select “ON” for [Operator management].

(=¥ For operator management setting, see “6.1.12
Operator Mode” on page 213.

Log in using the administrator ID.
(= See “2.3 Logging In” on page 28.
Touch [Maintenance] on the [MENU] screen.

* [Maintenance] screen opens.

Start analysis Create CC graph

Create CC
- N
Process data d)

[‘% Maintenance) i
i 10:22222

{Create a management USB} button.

‘ ‘ * [Create a management USB] screen
opens.

S [:.Mem IL Close

xx losrizi20z2 f1s:29:12
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Management USB Stick Setting

Create a management USB

Instal | the USB memory and press the [Continue] button.

| T Menu |0 Cont inue I

XX [26/08/2021 [1946:27

Create a management USB

Instal| the USB memory and press the [Continue] butten.

Start?

Discard | [ start |

[ [ pxx [25/08¢2021 1946150

@ Continue

Create a management USB

Install the USB memory and press the [Continue] button.

Creat ing a management USB succeeded.

T Heru # Continue
[ XX [2021/07/12 [oz:57:00

Insert the USB stick.

Touch {Continue}.

Touch {Start}.

{Cancel}: Closes the dialog box.
{Discard}: Aborts setting and returns to [Maintenance]
screen.

{Start}: Set the inserted USB stick as a management
USB stick.

Bl The inserted USB stick has been
successfully set as a management USB
stick.

Remove the USB stick from the system.
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Index
A
Abort 76
Accuracy control 137
Additional setting 70
Analysis
— completion of analysis 75
— item setting 200
— main screen during analysis 23
B
Backup 32,216
C
Calibrator 47
CC protocol settings 34,225
Cell blank 83
Cleaning 84, 170
Close 75
Config. 32,192
Control panel 10
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Index

D
DA value calculation 238
Daily operation flow 35
Data output 32,194
Data output destination
selection 194
Drain tank
— check 46
— process 91
E
Error
— cancellation 232
— button 231
— list 250
—log 88
— screen 230
External media 44,205, 273, 285
Export Logs 180
I
Initial test 60
Initialization 162
Intra-day/Inter-day data
— deletion 147
— editing 145
— range specification 149
— screen 142
Item selection 116, 125
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Index

L

Language setting 32,211

List of users 30

Login 28
— changing password 159

Logout 158

M

Measurement cell

replacement 78

MENU screen 16

O

Online settings 197

Operator mode 32,213

Output format setting 32,202
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Index

P
Parts checklist 86, 178
PRC method 241
Primary power switch 10
Prime 164
Printer 10, 44
Printing
— Example of real-time printing 243
— (CO) 56
— (Sample time course) 131
— (STD time course) 132
Protocol settings 33,216
Prozone judgment 240
Purified water bottle 41,43
Q
QC
— lot
— deletion 141
— list 137
— selection 140
— process 65
— sample 47, 65
Qualitative judgment 239
I
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Index

R
Rack
— information 73
— setting 32,190
Range specification
—(intra-day/inter-day data) 149
—(replicate data) 123,125
—(test data ) 102
RBC method 240
Reagent
— barcode 40, 50, 52
— blank check 242
— setting 25,37
— volume 72
Replication
— data item selection 116, 125
— data range specification 123, 125
— data search 126
— list display 114
Restore 32,217
Retest 62
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Index

S
Safety guard 10
Sample
— additional setting 70
— barcode setting 32,184, 186
— ID editing 112
— setting 58
Sample/QC protocol
settings 34,218
— check 56
— creation 47
— editing/re-calculating 128
— list 57
STD
— replicate 118, 120
— sample 47
System setting 31, 184
System switch 10
T
Test data
— measurement date
specification 100
— output 109
— range specification 102
— screen indication 96
— search 106
Time course
Time course —(sample) 131,133
Time course —(STD) 132,135
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Index

U
User account setting 32,208
A\
Washing 166
Washing solution bottle 42,43
X
X-R control
— display 151
— range change 155
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Glossary

ABS

A0, Al, A2, and A3
Logarithm of the ratio of the strength of incident light striking a sample (Io) and the strength
of the transmitted light (I) (i.e. Io/I).

Analysis mode

Used when the sample is analyzed for the first time. One of the measurement modes.

B
Back fit value
The value obtained by fitting absorbance to a calibration curve.
D
DA value
Absorbance difference. Calculated as the amount of change in absorbance. For example,
DA1 = A3-Al [ABS]
DA2 = A2-A0 [ABS]
Data
The concentration value of a target, such as hemoglobin.
Measured data (concentration values) calculated using DA values and calibration curves.
J
Jam error
An error indicating that something is touching the sample nozzle or mixer.
I
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Glossary

P
PRC method
Compares the DA2 values of STD-6 (the highest concentration of an STD sample series) and
a patient sample.
Prozone
Phenomenon where there are excessive antibodies or antigens, and observable reactions in a
mixture of specific antigens and antibodies no longer occur.
This is seen in high value samples. Samples where the amount of change decreases in the
late stage of a reaction are referred to as prozone samples.
Q
QC (sample)
Control sample. Also referred to as reference material or a reference sample.
QC value check
Check based on the control limit values set on the [QC process] screen.
Specification:
When less than Min Value +1: Abnormal
When Max Value +1 or more: Abnormal
R
RBC method

Compares the absorbance at the RBC point (in the initial stage of a reaction) of the highest
concentration of an STD sample series (STD 6) and a patient sample.

Remeasure mode

Measures the sample again. One of the measure modes.
Remeasured samples are handled in the same manner as first test samples.

Retest mode

Retests samples measured in the analysis mode. However, they are not punctured again. One

of the measurement modes.
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Glossary

S

STD (sample)

The calibrator sample. Also referred to as standard material or standard sample.

T

Time course

Results (graph) of measuring/recording changes in absorbance as time passes.
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MICROSOFT SOFTWARE LICENSE TERMS (SAMPLE TEMPLATE)
WINDOWS 10 IOT ENTERPRISE & MOBILE (ALL EDITIONS)

IF YOU LIVE IN (OR IF YOUR PRINCIPAL PLACE OF BUSINESS IS IN) THE UNITED STATES, PLEASE READ THE BINDING
ARBITRATION CLAUSE AND CLASS ACTION WAIVER IN SECTION 8. IT AFFECTS HOW DISPUTES ARE RESOLVED.

Thank you for choosing Microsoft!

Depending on how you obtained the Windows software, this is a license agreement between (i) you and the device
manufacturer or software installer that distributes the software with your device; or (ii) you and Microsoft

Corporation (or, based on where you live or if a business where your principal place of business is located, one of its
affiliates) if you acquired the software from a retailer. Microsoft is the device manufacturer for devices produced by
Microsoft or one of its affiliates, and Microsoft is the retailer if you acquired the software directly from Microsoft.

This agreement describes your rights and the conditions upon which you may use the Windows software. You
should review the entire agreement, including any supplemental license terms that accompany the software and
any linked terms, because all of the terms are important and together create this agreement that applies to you.
You can review linked terms by pasting the (aka.ms/) link into a browser window.

By accepting this agreement or using the software, you agree to all of these terms, and consent to the
transmission of certain information during activation and during your use of the software as per the privacy
statement described in Section 3. If you do not accept and comply with these terms, you may not use the
software or its features. You may contact the device manufacturer or installer, or your retailer if you purchased the
software directly, to determine its return policy and return the software or device for a refund or credit under that
policy. You must comply with that policy, which might require you to return the software with the entire device on
which the software is installed for a refund or credit, if any.

1. Overview.

a. Applicability. This agreement applies to the Windows software that is preinstalled on your device, or
acquired from a retailer and installed by you, the media on which you received the software (if any),
any fonts, icons, images or sound files included with the software, and also any Microsoft updates,
upgrades, supplements or services for the software, unless other terms come with them. It also applies
to Windows apps developed by Microsoft that provide functionality such as mail, calendar, contacts,
music and news that are included with and are a part of Windows. If this agreement contains terms
regarding a feature or service not available on your device, then those terms do not apply.

b. Additional terms. Depending on your device’s capabilities, how it is configured, and how you use it,
additional Microsoft and third party terms may apply to your use of certain features, services and apps.

(i) Some Windows apps provide an access point to, or rely on, online services, and the use of those
services is sometimes governed by separate terms and privacy policies, such as the Microsoft
Services Agreement at (aka.ms/msa). You can view these terms and policies by looking at the
service terms of use or the app’s settings, as applicable; please read them. The services may not
be available in all regions.

(i)  The manufacturer or installer may also preinstall apps, which will be subject to separate license
terms.

(iii)  The software may include third party software such as Adobe Flash Player that is licensed under
its own terms. You agree that your use of Adobe Flash Player is governed by the license terms for
Adobe Systems Incorporated at (aka.ms/adobeflash). Adobe and Flash are either registered
trademarks or trademarks of Adobe Systems Incorporated in the United States and/or other
countries.

(iv)  The software may include third party programs that are licensed to you under this agreement, or
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under their own terms. License terms, notices and acknowledgements, if any, for the third party
program can be view at (aka.ms/thirdpartynotices).

2. Installation and Use Rights.

a.

License. The software license is permanently assigned to the device with which you acquired the
software. You many only use the software on that device.

Device. In this agreement, “device” means a physical hardware system) with an internal storage device
capable of running the software. A hardware partition or blade is considered to be a device.

Restrictions. The manufacturer or installer and Microsoft reserve all rights (such as rights under
intellectual property laws) not expressly granted in this agreement. For example, this license does not
give you any right to, and you may not:

(i)

(ii)
(iif)
(iv)
(v)

(vi)

(vii)

use or virtualize features of the software separately;

publish, copy (other than the permitted backup copy), rent, lease, or lend the software;
transfer the software;

work around any technical restrictions or limitations in the software;

use the software as server software, for commercial hosting, make the software available for
simultaneous use by multiple users over a network, install the software on a server and allow
users to access it remotely, or install the software on a device for use only by remote users;

reverse engineer, decompile, or disassemble the software, or attempt to do so, except and only
to the extent that the foregoing restriction is (a) permitted by applicable law; (b) permitted by
licensing terms governing the use of open source components that may be included with the
software; or (c) required to debug changes to any libraries licensed under the GNU Lesser
General Public License which are included with and linked to by the software; and

when using Internet-based features you may not use those features in any way that could
interfere with anyone else’s use of them, or to try to gain access to or use any service, data,
account, or network, in an unauthorized manner.

Multi use scenarios.

(i)

(ii)

(iii)

(iv)

(v)

Multiple versions. If when acquiring the software, you were provided with multiple versions
(such as 32-bit and 64-bit versions), you may install and activate only one of those versions at a
time.

Multiple or pooled connections. Hardware or software you use to multiplex or pool connections,
or reduce the number of devices or users that access or use the software, does not reduce the
number of licenses you need. You may only use such hardware or software if you have a license
for each instance of the software you are using.

Device connections. You may allow up to 20 other devices to access the software installed on the
licensed device for the purpose of using the following software features: file services, print
services, Internet information services, and Internet connection sharing and telephony services
on the licensed device. The 20 connection limit applies to devices that access the software
indirectly through “multiplexing” or other software or hardware that pools connections. You may
allow any number of devices to access the software on the licensed device to synchronize data
between devices. This section does not mean, however, that you have the right to install the
software, or use the primary function of the software (other than the features listed in this
section), on any of these other devices.

Remote access. Users may access the licensed device from another device using remote access
technologies, but only on devices separately licensed to run the same or higher edition of this
software.

Remote assistance. You may use remote assistance technologies to share an active session
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without obtaining any additional licenses for the software. Remote assistance allows one user to
connect directly to another user’s computer, usually to correct problems.

(vi) POS application. If the software is installed on a retail point of service device, you may use the
software with a point of service application (“POS Application”). A POS Application is a software
application which provides only the following functions: (i) process sales and service transactions,
scan and track inventory, record and/or transmit customer information, and perform related
management functions, and/or (ii) provide information directly and indirectly to customers about
available products and services. You may use other programs with the software as long as the
other programs: (i) directly support the manufacturer’s specific use for the device, or (ii) provide
system utilities, resource management, or anti-virus or similar protection. For clarification
purposes, an automated teller machine (“ATM”) is not a retail point of service device.

(vii) Cloud Computing Devices. If your device uses Internet browsing functionality to connect to and
access cloud hosted applications: (i) no desktop functions may run locally on the device, and (ii)
any files that result from the use of the desktop functions may not be permanently stored on the
system. “Desktop functions,” as used in this agreement, means a consumer or business task or
process performed by a computer or computing device. This includes but is not limited to email,
word processing, spreadsheets, database, scheduling, network or internet browsing and personal
finance.

(viii) Desktop Functions. If your system performs desktop functions, then you must ensure that they:
(i) areonlyused to supportthe application, and (ii) operate only when used with the
application.

e. Windows 10 loT Enterprise Features for Development and Testing Only.

(1) Device Health Attestation. You may only implement Device Health Attestation in a
commercial use if you execute a Microsoft Windows loT Core Services Agreement at:
https://azure.microsoft.com/en-us/services/windows-10-iot-core/.

f. Specific Use. The manufacturer designed the licensed device for a specific use. You may only use
the software for that use.

Privacy; Consent to Use of Data. Your privacy is important to us. Some of the software features send or
receive information when using those features. Many of these features can be switched off in the user
interface, or you can choose not to use them. By accepting this agreement and using the software you agree
that Microsoft may collect, use, and disclose the information as described in the Microsoft Privacy Statement
available at (aka.ms/privacy), and as may be described in the user interface associated with the software
features.

Authorized Software and Activation. You are authorized to use this software only if you are properly licensed
and the software has been properly activated with a genuine product key or by other authorized method.
When you connect to the Internet while using the software, the software will automatically contact Microsoft
or its affiliate to confirm the software is genuine and the license is associated with the licensed device. You
can also activate the software manually by Internet or telephone. In either case, transmission of certain
information will occur, and Internet, telephone and SMS service charges may apply. During activation (or
reactivation that may be triggered by changes to your device’s components), the software may determine
that the installed instance of the software is counterfeit, improperly licensed or includes unauthorized
changes. If activation fails the software will attempt to repair itself by replacing any tampered Microsoft
software with genuine Microsoft software. You may also receive reminders to obtain a proper license for the
software. Successful activation does not confirm that the software is genuine or properly licensed. You may
not bypass or circumvent activation. To help determine if your software is genuine and whether you are
properly licensed, see (aka.ms/genuine). Certain updates, support, and other services might only be offered
to users of genuine Microsoft software.
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Updates. You may obtain updates only from Microsoft or authorized sources, and Microsoft may need to
update your system to provide you with those updates. The software periodically checks for system and app
updates, and may download and install them for you. To the extent automatic updates are enabled on your
device, by accepting this agreement, you agree to receive these types of automatic updates without any
additional notice.

Geographic and Export Restrictions. If your software is restricted for use in a particular geographic region,
then you may activate the software only in that region. You must also comply with all domestic and
international export laws and regulations that apply to the software, which include restrictions on
destinations, end users, and end use. For further information on geographic and export restrictions, visit
(aka.ms/exporting).

Support and Refund Procedures. For the software generally, contact the device manufacturer or installer for
support options. Refer to the support number provided with the software. For updates and supplements
obtained directly from Microsoft, Microsoft may provide limited support services for properly licensed
software as described at (aka.ms/mssupport). If you are seeking a refund, contact the manufacturer or
installer to determine its refund policies. You must comply with those policies, which might require you to
return the software with the entire device on which the software is installed for a refund.

Binding Arbitration and Class Action Waiver if You Live in (or if a Business Your Principal Place of Business is
in) the United States.

We hope we never have a dispute, but if we do, you and we agree to try for 60 days to resolve it informally. If
we can’t, you and we agree to binding individual arbitration before the American Arbitration Association
(“AAA”) under the Federal Arbitration Act (“FAA”), and not to sue in court in front of a judge or jury.
Instead, a neutral arbitrator will decide and the arbitrator’s decision will be final except for a limited right of
appeal under the FAA. Class action lawsuits, class-wide arbitrations, private attorney-general actions, and
any other proceeding where someone acts in a representative capacity aren’t allowed. Nor is combining
individual proceedings without the consent of all parties. “We,” “our,” and “us” includes Microsoft, the
device manufacturer, and software installer.

a. Disputes covered—everything except IP. The term “dispute” is as broad as it can be. It includes any
claim or controversy between you and the manufacturer or installer, or you and Microsoft, concerning
the software, its price, or this agreement, under any legal theory including contract, warranty, tort,
statute, or regulation, except disputes relating to the enforcement or validity of your, your licensors’,
our, or our licensors’ intellectual property rights.

b. Mail a Notice of Dispute first. If you have a dispute and our customer service representatives can’t
resolve it, send a Notice of Dispute by U.S. Mail to the manufacturer or installer, ATTN: LEGAL
DEPARTMENT. If your dispute is with Microsoft, mail it to Microsoft Corporation, ATTN: LCA
ARBITRATION, One Microsoft Way, Redmond, WA 98052-6399. Tell us your name, address, how to
contact you, what the problem is, and what you want. A form is available at (aka.ms/disputeform).
We'll do the same if we have a dispute with you. After 60 days, you or we may start an arbitration if the
dispute is unresolved.

c. Small claims court option. Instead of mailing a Notice of Dispute, and if you meet the court’s
requirements, you may sue us in small claims court in your county of residence (or if a business your
principal place of business) or our principal place of business—King County, Washington USA if your
dispute is with Microsoft. We hope you’ll mail a Notice of Dispute and give us 60 days to try to work it
out, but you don’t have to before going to small claims court.

d. Arbitration procedure. The AAA will conduct any arbitration under its Commercial Arbitration Rules (or
if you are an individual and use the software for personal or household use, or if the value of the
dispute is $75,000 USD or less whether or not you are an individual or how you use the software, its
Consumer Arbitration Rules). For more information, see (aka.ms/adr) or call 1-800-778-7879. To start
an arbitration, submit the form available at (aka.ms/arbitration) to the AAA; mail a copy to the
manufacturer or installer (or to Microsoft if your dispute is with Microsoft). In a dispute involving
$25,000 USD or less, any hearing will be telephonic unless the arbitrator finds good cause to hold an in-
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person hearing instead. Any in-person hearing will take place in your county of residence (of if a
business your principal place of business) or our principal place of business—King County, Washington
if your dispute is with Microsoft. You choose. The arbitrator may award the same damages to you
individually as a court could. The arbitrator may award declaratory or injunctive relief only to you
individually to satisfy your individual claim.

Arbitration fees and payments.

(i) Disputes involving $75,000 USD or less. The manufacturer or installer (or Microsoft if your
dispute is with Microsoft) will promptly reimburse your filing fees and pay the AAA’s and
arbitrator’s fees and expenses. If you reject our last written settlement offer made before the
arbitrator was appointed, your dispute goes all the way to an arbitrator’s decision (called an
“award”), and the arbitrator awards you more than this last written offer, the manufacturer or
installer (or Microsoft if your dispute is with Microsoft) will: (1) pay the greater of the award or
$1,000 USD; (2) pay your reasonable attorney’s fees, if any; and (3) reimburse any expenses
(including expert witness fees and costs) that your attorney reasonably accrues for investigating,
preparing, and pursuing your claim in arbitration. The arbitrator will determine the amounts
unless you and we agree on them.

(ii)  Disputes involving more than $75,000 USD. The AAA rules will govern payment of filing fees and
the AAA’s and arbitrator’s fees and expenses.

(iii) Disputes involving any amount. If you start an arbitration we won’t seek our AAA or arbitrator’s
fees and expenses, or your filing fees we reimbursed, unless the arbitrator finds the arbitration
frivolous or brought for an improper purpose. If we start an arbitration we will pay all filing, AAA,
and arbitrator’s fees and expenses. We won’t seek our attorney’s fees or expenses from you in
any arbitration. Fees and expenses are not counted in determining how much a dispute involves.

Must file within one year. You and we must file in small claims court or arbitration any claim or dispute
(except intellectual property disputes — see Section 9.a.) within one year from when it first could be
filed. Otherwise, it’s permanently barred.

Severability. If the class action waiver is found to be illegal or unenforceable as to all or some parts of a
dispute, those parts won’t be arbitrated but will proceed in court, with the rest proceeding in
arbitration. If any other provision of Section 9 is found to be illegal or unenforceable, that provision will
be severed but the rest of Section 9 still applies.

Conflict with AAA rules. This agreement governs if it conflicts with the AAA’s Commercial Arbitration
Rules or Consumer Arbitration Rules.

Microsoft as party or third-party beneficiary. If Microsoft is the device manufacturer or if you acquired
the software from a retailer, Microsoft is a party to this agreement. Otherwise, Microsoft is not a party
but is a third-party beneficiary of your agreement with the manufacturer or installer to resolve disputes
through informal negotiation and arbitration.

Governing Law. The laws of the state or country where you live (or if a business where your principal place of
business is located) govern all claims and disputes concerning the software, its price, or this agreement,
including breach of contract claims and claims under state consumer protection laws, unfair competition
laws, implied warranty laws, for unjust enrichment, and in tort, regardless of conflict of law principles. In the
United States, the FAA governs all provisions relating to arbitration.

Consumer Rights, Regional Variations. This agreement describes certain legal rights. You may have other
rights, including consumer rights, under the laws of your state or country. You may also have rights with
respect to the party from which you acquired the software. This agreement does not change those other
rights if the laws of your state or country do not permit it to do so. For example, if you acquired the software
in one of the below regions, or mandatory country law applies, then the following provisions apply to you:

a.

Australia. References to “Limited Warranty” are references to the express warranty provided by
Microsoft or the manufacturer or installer. This warranty is given in addition to other rights and
remedies you may have under law, including your rights and remedies in accordance with the statutory
guarantees under the Australian Consumer Law.
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In this section, “goods” refers to the software for which Microsoft or the manufacturer or installer
provides the express warranty. Our goods come with guarantees that cannot be excluded under the
Australian Consumer Law. You are entitled to a replacement or refund for a major failure and
compensation for any other reasonably foreseeable loss or damage. You are also entitled to have the
goods repaired or replaced if the goods fail to be of acceptable quality and the failure does not amount
to a major failure.

Canada. You may stop receiving updates on your device by turning off Internet access. If and when you
re-connect to the Internet, the software will resume checking for and installing updates.

Germany and Austria.

(i) Warranty. The properly licensed software will perform substantially as described in any
Microsoft materials that accompany the software. However, the manufacturer or installer, and
Microsoft, give no contractual guarantee in relation to the licensed software.

(i)  Limitation of Liability. In case of intentional conduct, gross negligence, claims based on the
Product Liability Act, as well as, in case of death or personal or physical injury, the manufacturer
or installer, or Microsoft is liable according to the statutory law.

Subject to the preceding sentence, the manufacturer or installer, or Microsoft will only be liable for
slight negligence if the manufacturer or installer or Microsoft is in breach of such material contractual
obligations, the fulfillment of which facilitate the due performance of this agreement, the breach of
which would endanger the purpose of this agreement and the compliance with which a party may
constantly trust in (so-called "cardinal obligations"). In other cases of slight negligence, the
manufacturer or installer or Microsoft will not be liable for slight negligence.

Other regions. See (aka.ms/variations) for a current list of regional variations

Additional Notices.

a.

Networks, data and Internet usage. Some features of the software and services accessed through the
software may require your device to access the Internet. Your access and usage (including charges) may
be subject to the terms of your cellular or internet provider agreement. Certain features of the
software may help you access the Internet more efficiently, but the software’s usage calculations may
be different from your service provider’'s measurements. You are always responsible for (i)
understanding and complying with the terms of your own plans and agreements, and (ii) any issues
arising from using or accessing networks, including public/open networks. You may use the software to
connect to networks, and to share access information about those networks, only if you have
permission to do so.

H.264/AVC and MPEG-4 visual standards and VC-1 video standards. The software may include
H.264/MPEG-4 AVC and/or VC-1 decoding technology. MPEG LA, L.L.C. requires this notice:

THIS PRODUCT IS LICENSED UNDER THE AVC, THE VC-1, AND THE MPEG-4 PART 2 VISUAL PATENT
PORTFOLIO LICENSES FOR THE PERSONAL AND NON-COMMERCIAL USE OF A CONSUMER TO (i)
ENCODE VIDEO IN COMPLIANCE WITH THE ABOVE STANDARDS (“VIDEO STANDARDS”) AND/OR (ii)
DECODE AVC, VC-1, AND MPEG-4 PART 2 VIDEO THAT WAS ENCODED BY A CONSUMER ENGAGED IN A
PERSONAL AND NON-COMMERCIAL ACTIVITY AND/OR WAS OBTAINED FROM A VIDEO PROVIDER
LICENSED TO PROVIDE SUCH VIDEO. NO LICENSE IS GRANTED OR SHALL BE IMPLIED FOR ANY OTHER
USE. ADDITIONAL INFORMATION MAY BE OBTAINED FROM MPEG LA, L.L.C. SEE WWW.MPEGLA.COM

Malware protection. Microsoft cares about protecting your device from malware. The software will
turn on malware protection if other protection is not installed or has expired. To do so, other
antimalware software will be disabled or may have to be removed.

Entire Agreement. This agreement (together with the printed paper license terms or other terms
accompanying any software supplements, updates, and services that are provided by the manufacturer or
installer, or Microsoft, and that you use), and the terms contained in web links listed in this agreement, are
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the entire agreement for the software and any such supplements, updates, and services (unless the
manufacturer or installer, or Microsoft, provides other terms with such supplements, updates, or services).
You can review this agreement after your software is running by going to (aka.ms/useterms) or going to
Settings - System - About within the software. You can also review the terms at any of the links in this
agreement by typing the URLs into a browser address bar, and you agree to do so. You agree that you will
read the terms before using the software or services, including any linked terms. You understand that by
using the software and services, you ratify this agreement and the linked terms. There are also informational
links in this agreement. The links containing notices and binding terms are:

Windows 10 Privacy Statement (aka.ms/privacy)
Microsoft Services Agreement (aka.ms/msa)

Adobe Flash Player License Terms (aka.ms/adobeflash)
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NO WARRANTY

THE SOFTWARE ON YOUR DEVICE (INCLUDING THE APPS) IS LICENSED “AS1S.” TO THE MAXIMUM EXTENT
PERMITTED BY YOUR LOCAL LAWS, YOU BEAR THE ENTIRE RISK AS TO THE SOFTWARE’S QUALITY AND
PERFORMANCE. SHOULD IT PROVE DEFECTIVE, YOU ASSUME THE ENTIRE COST OF ALL SERVICING OR REPAIR.
NEITHER THE DEVICE MANUFACTURER NOR MICROSOFT GIVES ANY EXPRESS WARRANTIES, GUARANTEES, OR
CONDITIONS FOR THE SOFTWARE. TO THE EXTENT PERMITTED UNDER YOUR LOCAL LAWS, THE MANUFACTURER
AND MICROSOFT EXCLUDE ALL IMPLIED WARRANTIES AND CONDITIONS, INCLUDING THOSE OF MERCHANTABILITY,
QUALITY, FITNESS FOR A PARTICULAR PURPOSE, AND NON-INFRINGEMENT. YOU MAY HAVE ADDITIONAL
CONSUMER RIGHTS OR STATUTORY GUARANTEES UNDER LOCAL LAWS THAT THESE TERMS CANNOT CHANGE.

IF YOUR LOCAL LAWS IMPOSE A WARRANTY, GUARANTEE, OR CONDITION EVEN THOUGH THIS AGREEMENT DOES
NOT, ITSTERM IS LIMITED TO 90 DAYS FROM WHEN THE FIRST USER ACQUIRES THE SOFTWARE. IF THE
MANUFACTURER OR MICROSOFT BREACHES SUCH A WARRANTY, GUARANTEE, OR CONDITION, YOUR SOLE
REMEDY, AT THE MANUFACTURER’S OR MICROSOFT’S ELECTION, IS (1) REPAIR OR REPLACEMENT OF THE
SOFTWARE AT NO CHARGE, OR (Il) RETURN OF THE SOFTWARE (OR AT ITS ELECTION THE DEVICE ON WHICH THE
SOFTWARE WAS INSTALLED) FOR A REFUND OF THE AMOUNT PAID, IF ANY. THESE ARE YOUR ONLY REMEDIES FOR
BREACH OF A WARRANTY, GUARANTEE, OR CONDITION YOUR LOCAL LAWS IMPOSE.

TO THE EXTENT NOT PROHIBITED BY YOUR LOCAL LAWS, IF YOU HAVE ANY BASIS FOR RECOVERING DAMAGES, YOU
CAN RECOVER FROM THE MANUFACTURER OR MICROSOFT ONLY DIRECT DAMAGES UP TO THE AMOUNT YOU PAID
FOR THE SOFTWARE (OR UP TO $50 USD IF YOU ACQUIRED THE SOFTWARE FOR NO CHARGE). YOU WILL NOT, AND
WAIVE ANY RIGHT TO, SEEK TO RECOVER ANY OTHER DAMAGES OR REMEDY, INCLUDING LOST PROFITS AND
DIRECT, CONSEQUENTIAL, SPECIAL, INDIRECT, OR INCIDENTAL DAMAGES, UNDER ANY PART OF THIS AGREEMENT
OR UNDER ANY THEORY. THIS LIMITATION APPLIES TO (I) ANYTHING RELATED TO THIS AGREEMENT, THE
SOFTWARE (INCLUDING THE APPS), THE DEVICE, SERVICES, CORRUPTION OR LOSS OF DATA, FAILURE TO TRANSMIT
OR RECEIVE DATA, CONTENT (INCLUDING CODE) ON THIRD PARTY INTERNET SITES OR THIRD PARTY PROGRAMS,
AND (I1) CLAIMS FOR BREACH OF CONTRACT, WARRANTY, GUARANTEE, OR CONDITION; STRICT LIABILITY,
NEGLIGENCE, OR OTHER TORT; VIOLATION OF A STATUTE OR REGULATION; UNJUST ENRICHMENT; OR UNDER ANY
OTHER THEORY.

THE DAMAGE EXCLUSIONS AND REMEDY LIMITATIONS IN THIS AGREEMENT APPLY EVEN IF YOU HAVE NO REMEDY
(THE SOFTWARE IS LICENSED “AS IS”), IF REPAIR, REPLACEMENT, OR A REFUND (IF REQUIRED BY YOUR LOCAL LAW)
DOES NOT FULLY COMPENSATE YOU FOR ANY LOSSES, IF THE MANUFACTURER OR MICROSOFT KNEW OR SHOULD
HAVE KNOWN ABOUT THE POSSIBILITY OF THE DAMAGES, OR IF THE REMEDY FAILS OF ITS ESSENTIAL PURPOSE.

Check with your device manufacturer to determine if your device is covered by a warranty.
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