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Contact Address for System Trouble

We appreciate your adoption of our Automated Clinical Analyzer.
This system is produced under the severe quality control and production
management.
But if the system has any trouble, please contact one of our offices without
hesitation.
In case of trouble, we would like to ask you to let us know the following
information, which may make us rapid action.
Serial No.
Installation date
System Software Version
Status of the trouble including estimated cause of the trouble

Also if you have any question regarding analyzer function, or if you want to
have technical training information, please contact one of our offices .

Manufactured by Tokyo Boeki Medisys Inc.

1-14-21, Higashitoyoda, Hino-shi, Tokyo 191-0052, Japan
Tel: (81)-42-587-7777

MT Promedt Consulting GmbH
Altenhofstr.a0, O-66386 St Ingbert, Termany
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Caution

» This analyzer system may cause unpredictable accident or injury, it if is improperly installed or
improperly operated. Therefore, please follow the instruction of operation manual strictly.

* Please read the [Safety caution] certainly, in advance. You should not do the following action,
without our approval beforehand.

* Modification for the analyzer
Addition of an attachment, supplied from the other maker than us.
- Self-repair or parts replacement
Self-adjustment of the points, assigned as qualified service engineer only.

» If you conflict the above, you may loose our assurance and maintenance agreement does not cover
the trouble.

* For the safety operation of the analyzer, it is necessary to do daily maintenance by yourself, but
also the inspection of the whole analyzer by a qualified service engineer, is necessary at the time of
consumable replacement or at the time of proper interval to keep smooth operation.

* For the accident or the trouble, without above inspection, we are not responsible.

- After analyzer installation has finished, if position movement, transfer, resale or abolition is
necessary, please let us know. If the above action has done without presence of qualified engineer,
we will not responsible for the accident or trouble after that.

* The maintenance function parts, which are necessary to keep analyzer function, will be stored for 7
years after the sales date. If you want to have these parts over 7 years, please consult to us within
storage period.

- The contents of this operation manual and software specification may change without notice.

» If you find any defects or mistakes in this manual, please let us know.

© Copyright 2011 Tokyo Boeki Medisys Inc.
Original Instructions
Registered trademark

[Windows] is a registered trademark of Microsoft USA.

CSA Standard

This product meets the requirements of CSA.
“This product has been tested to the requirements of CAN/CSA-C22.2 No. 61010-1, second
edition, including Amendment 1, or a later version of the same standard incorporating the same

level of testing requirements”
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Before the software installation, which is supplied from TOKYO BOEKI MEDISYS
INC (TMS), please read the following Software license agreement carefully.
Software installation to a computer is considered your agreement to the all items of
Software license agreement. If you find any objection, please let us know before
installation.

Software license agreement

The purpose of this Software license agreement is to establish mutual agreement
between customer and TMS on license of the software which belongs to TMS.

1 The right to use
The word Software license agreement means the privilege to use the supplied
software from TMS.

2 License
2.1 TMS permits to the customer a privilege to use the software, supplied by
TMS, under the condition of Software license agreement, antimonopoly and
non-transferring basis.
Note A privilege to use the consented software, means that the privilege
to install the supplied software on a computer, having recommended
operating system, and run the software on the computer.

2.2 All the privileges which are not included in Software license agreement
are reserved by TMS.

2.3 Any customer cannot do the following action such as: let a third party use
the consented software, disclose, takeout to the other countries by means of
setting the re-use rights and other methods.

3 Copyright
3.1 Copyright, trademark right, and intellectual property right related with
consented software and operation manual belong to TMS.

3.2 Any customer cannot do the following action, such as transfer, sublease,
disclosure, related to the consented software and operation manual, without
written permission of TMS in beforehand. No customer can set security
interest.

3.3 Any customer cannot do the following action, such as partial collection,
modification, reverse engineering, reverse compile, reverse assemble for the
consented software. If a customer did the above and any trouble occurred on
the analyzer, based on the modification, TMS has no responsibility.
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4 Reproduction prohibition
Any customer cannot copy the consented software, even though partly.

5 Guarantee and responsibility limit
5.1 TMS does not guarantee, no defect on consented software, and also we do
not guarantee that our analyzer system fits customer’s special needs, or
useful for the needs.
5.2 TMS has no responsibility on the loss of customer or the third party, caused
by the usage of consented software or related action. Also we have no

responsibility on the claims of a customer caused by the third party.

6 Forbidden items
Customer should not do the following action intentionally.

6.1 Transmitting harmful computer program, such as virus, to TMS or the third
party.

6.2 The action violating the law and regulation.
6.3 The action inducing or promoting criminal acts and leading to criminal acts.

6.4 The action infringing copyright, trademark right, portrait right and other
right and profit of the third party.

6.5 The action of slander TMS or the third party and the action staining honor.

6.6 The action of publish or transmitting false information or information
leading to misunderstanding.

6.7 The action contrary to other public order and morals.
6.8 Other than the above items, any action which disturbs operation of TMS.
7 Effective period
7.1 This contract is active from the date of agreement, and active till failure of

the contract, by the procedure explained at the next article.

7.2 In spite of the above, the third article is active after the failure of the
contract.

8 Cancellation of the agreement
8.1 If the customer violates this agreement, TMS can notice the cancellation of
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this agreement without any notification. Other than that, TMS can
demand on the loss, caused by the violation.

8.2 The customer can cancel this agreement by the abandonment of the
consented software.

9 The action after the agreement has over
When this agreement is cancelled based on the article 8, customer should abandon
the consented software and notify to TMS.

10 Conference
10.1 Regarding the subjects which are not covered by the agreement, customer
and TMS will discuss and reach to the conclusion by the basis of principle
of good health.

10.2 If you have any question regarding the agreement, please contact to TMS
by a document.
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Introduction

This Automated Clinical Analyzer is an IVD medical equipment for indoor use and is
based on the colorimetric and turbidimetric measurement.
Its main application is expected to be colorimetric measurement, clinical chemistry
testing, immuno-serological testing, hematological testing and urine testing in
hospitals, clinical laboratories and other research laboratories.

This operation manual is composed of the following contents.

0-2
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[ 1. Expression of Warning and Notice ]

In this manual, the items you have to be careful for safety are indicated by the following
levels.

Classification of display

/A Caution

:If ignored, the accident may cause personal injury or heavy damage on the

instrument.
A Warning : Ifignored, the accident may lead to death or heavy injury.
Note : Pay attention, additional explanation.

Description of the mark

: Biohazard.
There is the risk of your being infected.
In case of treating samples that may be hazardous or infectious, wear rubber
gloves not to touch directly.

Any spills on the skin should be washed off with a great volume of water and
sterilized.

>

And consult a physician if necessary.

Also any spills on the system should be wiped off and sterilized at once.

: This mark means electric shock if touched.

: This mark means laser light leakage. Do not see by naked eye.

tdd’e

: This mark means high temperature. Keep out from burn.

: This mark means do not touch with wet hand.

: This mark means electric ground is necessary.

: This mark means to protect eye, wear protective goggle.

@O 6 E

: This mark means do not touch with naked hand.

0-3
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Explanation of caution and warning seal

The following seal are stuck on the analyzer body as warning.
If this mark is attached to the analyzer, read the corresponding caution of the
operation manual. Never remove these seals for safety protection.

1) Warning label of top cover

- AA

Revolution, vertical movement hazard
Some units rotate and move up and down.

Location: top cover

2) Right side cover ; ISE unit, Water supply/drain panel

w A

Revolution, vertical movement hazard

Some units rotate and move up and down.

A

Biohazard
If you operate the dangerous parts, please

wear glove.

0-4
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At Lamp house

B: CWS

C: STM

D: RTM1, RTM2

E: Body
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High temperature hazard

Scald by high temperature

If you operate the parts, turn off the main
breaker of the machine and disconnect the
cable.

Location : Lamp house (Lamp)

A

Revolution, vertical movement hazard

Some units rotate and move up and down.

A A

Revolution, vertical movement hazard
Some units rotate and move up and down.
Location: STM, STM for ISE

A A

Revolution, vertical movement hazard
Some units rotate and move up and down.
Location: RTM1, RTM2

A

Biohazard
If you operate the dangerous parts, please
wear glove.

Location : Sample tray, Reagent tray
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F: Reagent tray

Gt Sample tray

vV

0-6
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Injury hazard

Never open this cover while
analyzer is in operation.

Only Access cover when green
tray replace light is on.

Injury hazard

Never open this cover while
analyzer is in operation.

Only Access cover when green
tray replace light is on.
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[ 2. Safety Caution = Caution in Operation ]

VAN Warning

1) Electric shock prevention

A\

2) Usage

/A Caution

When electrically charged, never open rear cover nor covers of both

sides. It may cause electrical shock.

Mainly used for clinical chemistry electrolyte tests and
immuno-serological test of water soluble

samples.

The system may not be proper to use for the purpose other than the

above.

1) Moving parts while operation

(1

()

®3)

Do not touch sample pipette, reagent pipette nor washing
mechanism in operating.

During the measurement, the analyzer will stop immediately if the
unit is not correct position under own check program.

Two tray replace lamps are on the analyzer. When the tray replace
lamp 1s off, do not touch the sample and reagent tray. You might be

injured.

2) Light from light source.”Bar code reader LED class 1

3) Sample handling

f} (1

(2

Do not look at light source by naked eyes.
It might hurt your eyes.
Wearing safety goggles for ultra violet is recommended.

Do not touch infectious or dangerous samples directly.
If the system is contaminated, please wipe out at once.
Please make sure that no insoluble matter, such as fibrin, is in

sample. It may give improper results.

4) Waste liquid treatment

f} (1

(2
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It may cause pollution problem.
About the concentration of poisonous chemicals in a reagent, please

ask the reagent maker.
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5)

6)

7)

8)

9)

10)

11)

12)

13)

14)

0-8

Accuracy of measured data
During the operation, please check the system condition by
measuring control samples.
Inaccurate test results may lead wrong diagnosis and improper

patient treatment.

Inflammable substance
x Do not use inflammable substance around the system. It might cause

fire or explosion.

Warning mark
When warning or caution mark peeled off, contact our serviceman to

replace by a new one.

Specified manner
If the system is used in a manner not specified by the manufacturer,

the protection provided by the system may be impaired

Power plug
(1) Do not plug or unplug with the wet hands. It might cause electric

(2) Do not pull the cord when unplugging. It might cause electric shock.

Protective grounding
Use a 3-pin-plug whose ground terminal will be connected first and
be sure that the earth resistance of terminal is less than 100 ohm. It

avoids electric shock.

Installed and used in environmental conditions

Please observe the conditions listed in the Operation manual.

Moving or Rejection
f} When not using the system for a long period, or when moving or
rejecting the system, remove biohazards.

Limited operator
(1) The operation of system should be controlled by a person who had
training of an organization authorized by the distributor.
(2)  If used for clinical testing, the operation should be controlled by a

medical doctor or a medical technologist.

Operation and maintenance
(1)  During the operation and maintenance, please follow the instruction

and never touch the points besides designated.
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15)

16)

17)

18)

19)

20)

21)

Treatment on reagents and others
(1) Reaction cuvette, sample cup and waste liquid line are not
sufficiently tolerant to organic solvents. Do not use solvents.
(2) Do not use sticky substance on sample probe, reagent probe nor
reaction cuvette.
(3) Handling the reagents, which is supplied by reagent makers, please
keep the caution from the reagent maker.

Top cover
(1) Take care not to have your fingers pinched, when opening or closing
the top cover. You might be hurt.
(2) Do not put anything on the top cover. Liquid spilt into the air hole
might cause a malfunction.
Piping

In installation of the system and in feeding liquid or drainage, take

care not to bend or break piping.

Washing solution
Do not use other washing solution than the certified one for the

system. It might cause a malfunction.

Static electricity
Do not put a thing charged with static electricity on the system, nor
touch with hands charged with static electricity. It could cause a
malfunction of the system.

Emergency

For emergency stop, turn off main breaker at the left side panel.

WEEE directives
(1) Do not throw away this instrument with wastes. This instrument
has to be thrown away as medical waste. Strictly follow laws and
regulations of your country when discarding the instrument.
(2)  When discarding the instrument, please contact Tokyo Boeki

Medisys Ltd. or our distributor in your country.

[ (3)  Please cooperate with recycling to follow a global environment.

(4)  The trash box mark in the right means the WEEE directives.

0-9
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[ 3. Warranty ]

1) Warranty period
Twelve months after the installation date or fourteen months from shipment date

from Japan, whichever comes earlier.

2) Warranty and remedy

- We warrant that, during the warranty period, the analyzer operates in accordance
with our standard technical specifications (failure to operate is called as “Defect”).

- When a Defect is found and your written claim fully describing the details of the
same is accepted by the end of the warranty period, we will, at our expense and sole
option, provide either of the following remedies:

(a) to supply and ship replacement parts on a FCA basis that are deemed necessary for
repair of the analyzer; or

(b) to repair and ship back the analyzer on a FCA basis, when the analyzer is brought to
the designated place at your expense.

-The above warranty and remedy are exclusive and in lieu of any other warranties
and remedies, whether in contract, tort or otherwise.

We will in no event held liable for consequential, incidental or special damages such
as loss of revenue, data and information, even if we have been notified or aware of
the possibility of such damages.

3) Warranty and remedy
- We will not be responsible for any defect or nonconformance, including all losses,
costs and damages incidental to them, when any one or more of the following applies.

In this section, the word “analyzer” includes its consumables and spare parts.

1. Unauthorized removal, displacement or transportation of the analyzer
after installation of the same;

2. Use of the analyzer under improper installation;

3. Unauthorized disassembly, modification or repair of than analyzer;

4. A damage or nonconformance caused by a natural disaster such as fires,
earthquakes and lightning;

5. When the computer used with the analyzer is installed with any unauthorized
program or is connected to any unauthorized network (including the
Internet);

6. Inappropriate storage or maintenance of the analyzer;

7. Incorrect operation of the analyzer;

8. Use of the analyzer under improper operating conditions
(including use under the atmosphere containing corrosive gas)

9. Use of unauthorized consumables or spare parts for the analyzer;

10. Normal wear and tear of the analyzer;
11. Incompatibility of the analyzer with other products (including that with

0-10
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reagents);
12. A defect or nonconformance that you found or could have found at the time

of receipt of the analyzer such as loss of or apparent damage to the analyzer
and that you failed to promptly notify to us in writing;

13. Minor defect or nonconformance that does not affect operation, function
and performance of the analyzer; and
Any other defect or nonconformance that is not attributable to us.

- The warrantees of consumables and spare parts of the analyzer are to be

accordance with its manufacturer's warranty.

- In case any defect or nonconformance is found in the analyzer, both you and we
will, at its own costs respectively, cooperate to promptly determine the cause of
the same, whereby you will, upon our request, provide us with information in

writing that is necessary to verify such cause.

- If we perform any remedy for a defect or nonconformance of the analyzer,
such as repair and replacement of the analyzer and payment of compensation
money (including offer of price discount), and subsequently it is found that any
one of the events contained in the foregoing (3) applies and that we are not
responsible for such defect or nonconformance, then you will, within fourteen
days after receipt of our invoice, reimburse us with all the costs we have incurred
associated with the remedy (including costs associated with the investigation
and dispatch of our personnel) and refund the full amount of the compensation
money we have paid to you. Delay in reimbursement or refund is subject to the
five percent monthly compound overdue interest or the maximum interest
permitted by applicable laws from the due date till paid in full.

0-11
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[ 4. Storage and Transportation Requirements ]

1) Indoor.

2) No direct sunlight.

3) No dust.

4) Ambient temperature should be 1 ~ 45 Celsius degrees.

5) Ambient humidity should be 10 ~ 85% (no condensation).

6) No dropping.

7) No throwing down.

8) No upper load.

9) Transport condition is marked on the box. Follow the written instruction on a label.

10) Transportation and the movement of the equipment should be done by a trained

service engineer.

[ 5. Usage environment ]

1) No dust, good ventilation.
2) No direct sun light.
3) The gradient of the table should be less than 5mm/m.
4) The table should be able to support over 100kgf/m?2
5) Room temperature range is 15~30°C, and deviation during test is +2°C.
6) Room humidity should be 45 ~ 80 %, and no condensation.
7) Small vibration
8) Voltage : AC100V.~115V.~220V.~ 230V (+ 10%)
9) Install away from high frequency electromagnetic wave emitting equipment (such as
centrifuge, electric discharge), preferably not in the same room.
10) Earth resistance of ground terminal should be less than 100 ohm.
11) Power supply capacity should be over 600VA.
12) No Multi-outlet extension code.
13) Please do not use the power supply cord except the following rating ;
Rating InAC 100V/115V ... 125V 7A or more
In AC 220V/230V ... 250V 3.5A or more
14) Outlet that insert to securely back.
15) The system should be installed at altitude less than 2000 meters.
16) Keep the space around the system for taking out the power cord in an emergency, for
good ventilation and for maintenance, as the following. Also keep the space of at least

AC INPUT !
32 om

—n AMALYZER -

100 cm over the system. (At the minimum)

VLWL N

T o T T LT T

FRONT .

100 em

b R AR R I A R W R R T

e e e e L e e L e

Pl I o Wk ko P EE P L I

0-12

Downloaded from www.Manualslib.com manuals search engine


http://www.manualslib.com/

Operator’s Manual Preface

6. Installation and Servicing

1) Installation
Installation and checking of deliveries or transport condition will be performed by our
serviceman.
Prepare a receptacle with earth terminal (3 terminals) and be sure the earth resistance
of terminal is less than 100 ohm.
When moving the system, consult our serviceman.

2) Servicing

Come in contact with us about servicing.

Cleaning and disinfection procedure

When you do the maintenance operation, wear protective globes, mask and glasses to

avoid the infection.

Wipe out the panels by dry cloth or soaked in diluted neutral detergent.

Do not use organic solvent such as Thinner or Benzene which will affect the paint and

shape.

» Disinfection
Wipe out the biohazard area (sample probe) by 70% ethanol. Clean up by de-ionized
water after disinfection. If you use ethanol for sterilization, be careful not to burn.
Keep away fire source.

Position of the nameplate

The position of the table is as follows.

0-13
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V1.00

l 1.1. General Specifications '

Item

Contents

Method

Discrete, Single line random access, multi-tests

analysis

Test items on board

36items (24 items Option)+ ISE 3 items

Throughput

270 tests/hr.
» MAX 450tests/hr. (in case of loading ISE)
- 90 test/hr. (HbAlc Item Only)

Analysis method

End point method, Rate method
ISE

Calibration curve

Linear, Factor, Non-linear (Logit-log, Spline,

Exponential, Polynomial)

Reaction time

About 10 min.

(1st react. about 5 min+ 2nd react. about 5 min.)

Tray mode

Software tray

Tray kind

Patient sample tray : Tray No. 1 - 50
Calibration tray :C1-Ce6
QC sample tray 1Q1-Q3

Contents of test

Serum, Plasma, Blood cell ,Urine, Dialysate, CSF
(ISE not available for CFS and Blood cell)

Container

Sample cup, Primary tube (5mL, 7mL, 10mL)

Sample
Sampler

Patient sample : 1 -30 (Outside)

Standard sample, Blank sample : 1 - 45

ISE standard (for serum sample) : 2
ISE standard (for urine sample) : 2
ISE standard (for dialysis ) 11

QC sample :
> Patient sample tray, Calibration tray ( Inside) ; 31 - 45
» QC sample tray; 1 - 45

Washing : 3

ISE washing :1

Dispensation

volume

2.0—-25uL (0.1uL steps)

Dilution ratio

0.5,6,10,20,30,40,50,60,70,80,90,100 times
(When dilution ratio is set 0.5, the sample volume is used
two times. Set the sample volume less than 12.5ulL and

the total reaction volume less than 400uL.)

1-2
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Item Contents
Dispensation R1;140-300 4L (1uL steps)
volume R2;20-260 uL (1pL steps)
Number of .. . .
R1,R2 ;36position (Option R1,R2 ; 24 position)
bottles on board
Reagent Reagents are cooled at 5 — 15 Celsius degrees.
Storage The reagent cooling becomes room temperature minus
13°C when the room temperature is over 25°C
36 item ; Single R1;40mL,Double R1; 25mL, R2;13mL
Bottle volume ) ]
(24item;Single R1 60mL, Double R1;40mL,R2;20mL)
Mixing method 2 rooms air pressure mixing (without a stirrer)
Temperature
P Direct block heating
control
Reaction . .
37 plus-minus 0.1Celsius degrees
. temperature
Reaction
Material : Plastics
tray
Optical path length : 8 mm
Reaction cuvette
Number of cuvette : 60 pieces (semi-disposable)
Reaction volume : 140 — 400 micro-liter
Optical .
. Cuvette direct measurement
absorption
Fixed 13wavelengths
Wavelengths » 340,380,405,450,480,505,546,570,600,660,700,750,
Spectro-ph 800nm
otometer Light detector Silicon photo-diode
Wavelength
velens Plus-minus 1.5nm
accuracy
Linearity range [0 - 2.5 Abs.
Light source Halogen lamp
Calculation Calculation based on user’s formula
between item Correlation factor
Reaction curve monitor
Monitor function | Data review
User .
. Run-monitor
interface -
) Westgard algorithms
Quality control L
Within day, day to day
Data storage
) & Based on the PC specification
capacity

System interface

Instrument—PC : LAN(TCP/IP)
PC—LIS : LAN (TCP/IP) (HL7 Ver2.5standard)
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Item Contents
Equipment Class Class I
Over voltage Category Category I

Pollution Degree

Pollution Degree 2

Power supply

AC100V/115V/ 220V/230 V plus-minus 10 %

Frequency

50/60 Hz

Electric consumption

600 VA

Grounding

Resistive less than 100 ohm

Ambient temperature

15 — 30 Celsius degrees
(During operation Plus-minus 2 Celsius degrees/hour)

Ambient humidity

45 — 80% (No condensation)

Water consumption

About 3.8L/hour

Dimension (system)

800 (W) x670 (D) X555 (H) mm

Weight

Approx. 95kg

Electrodes

Na, K, Cl and Reference electrode.

Sample volume
Measurement

60 micro-liter for Serum ,Plasma and Dialysis

120 micro-liter for diluted urine (Use sextuple diluted

sample by urine diluent)

Analysis time
ISE

45 seconds for serum and dialysis

37 seconds for diluted Urine sample

Reagents

Serum ; Calibrator (A ,B)

Urine ; Calibrator 1 for urine, Calibrator 2 for urine

Dialysis; Dialysis calibrator D

Sample volume

Calibration

120 micro-liter for Serum, Plasma and Dialysis

240 micro-liter for diluted urine

1-4
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l 1.2. Structure of the System '

Chapter 1

The instrument is consisted with sampler (sample tray), sampling mechanism,
reagent tray, reagent transfer mechanism, reaction tray (with reaction cell), mixing

unit, reaction cell washing station and spectrophotometer.

| 1.2.1. Over All Structure I

D

il

!

<Top view >

|
i

I
C ]

<System front view >

g aw»

: Instrument

: Personal computer

: ISE drainage reservoir
: Tanks

: Instrument
: Personal computer
: ISE drainage reservoir

: Tanks

: Separate collection reservoir
: Drainage reservoir

: Water reservoir

,I : Cleaning solution reservoir

- Alkaline detergent
* Acidic detergent

the instrument.

level

*Both Acidic and Alkaline Cleaning Solution Reservoirs must be set the same level of the instrument or below

*Separate Collection Reservoir, Drainage Reservoir and Water Reservoir must be set below the mstrument
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1.2.2. Plan of the System Section

The plan when the top cover is removed

| 1.2.38. Rear view I

Rear view

1-6
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: Sample tray

: Sample probe

: Reagent tray

: Reagent probe

: Reaction tray

: Mixing

: Cuvette washing station
: Lamp house

I : Nameplate
J,K,LL : Fan
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1.2.4. Left Side Elevation of the System

A. Main power switch

Downloaded from www.Manualslib.com manuals search engine

A:Main power switch panel
B:LAN

Connect to the PC
C: Main power switch

ON

The reagent cooler is working

o] OFF

All the functions stop
D:Main Fuse

Time lag fuse (AC250V 6.3A)
C: AC power supply
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1.2.5. Right Side Elevation of the System

< AISE module (Inside the door)
B:Water supply/drain panel

_________________

___________________

B: Water supply/drain panel
Upper : Cable line (SW-1 ~ 5)
Connect each sensor cables

Lower : Piping line
Connect each tubes

C : Drainage reservoir
SW-1, WASTE-1

D : Separate collection reservoir (option)
SW-2, WASTE-2

E : Water reservoir
SW-3, WATER

F : Alkaline cleaning solution reservoir
SW-4, ALKALIN

G : Acidic cleaning solution reservoir
SW-5, ASID

Water supply/drain panel

1-8
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1.2.6. Reservoirs

» Separate Collection Reservoir, Drainage Reservoir and Water Reservoir must be set
below the instrument level.

» Both Acidic and Alkaline Cleaning Solution Reservoirs must be set the same level
of the instrument or below the instrument.

1. Water Supply Reservoir (10L)

: Tube (blue)

: Cable

: Float switch

. Filter

: To water supply/drain panel,
"WATER"

: To water supply/ drain panel,

s "SW-3"

0O OQw»

=

Water Supply Reservoir

1) Please use ion-exchange water. (Electric conductivity < 1 micro S/cm)
2) Pure water line filter has to be replaced periodically.
3) Ifresidual amount is less than a certain amount, an alarm is given.

2. Drainage reservoir (10L)

]
C -—
A : Cable
B : Float switch
» B C : To water suppl/drain panel,

“WASTE-1"(2 ports)
D : To water supplyl/drain panel,
“QW-17

S

Drainage reservoir

1) If the content exceeds a certain level, an alarm is given.

1-9
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3. Alkaline and Acidic Cleaning Sol. Reservoir (3L)

C A : Cable
B : Float switch
C : Tube (thin)
, D : To water supply/drain panel
ﬁ “ALKALIN” or “ACID”
B ——» [ | E : To water supply/drain panel
——. “ALKALIN-“SW - 4”

“ACID “SW - 5”

Alkaline Cleaning Sol. Reservoir
Acidic Cleaning Sol. Reservoir

1) Please use exclusive dilute alkaline cleaning solution ( or acid cleaning
solution. )

2) Filter has to be replaced periodically.

3) Ifresidual amount is less than a certain amount, an alarm is given.

4. Separate Collection Reservoir (5L)

]
G -—
. B A : Cable
B : Float switch
C : To water supply/drain panel,
“WASTE-2”
D : To water supply/drain panel,
Y ____________f ‘csw_zn

Separate Collection Reservoir

1) If residual amount is less than a certain amount, an alarm is given.

1-10
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| 1.2.7. Personal computer I

By the personal computer to be used, it depends on the placement of each terminal.

The personal computer instruction manual well we read, should be connected with

the device.

In addition, the handling on the PC alone, please refer to the PC instruction manual

for operations.

To find out actual ports to be used, please refer to the operation manual of your PC.
* Please use the PC that complies with IEC60950.

« PC specification (Recommendation)

Model All in one PC
oS Windows 10 64bit
CPU Intel Core 15/i7
Memory 8GB
Chip set Not specified
Storage 500GB Hard disk
Video chip Not specified
Video ram Not specified
Display Displ.ay resolution WXGAtt (1600x900) above
Multi touch compatible
Speaker Yes
LAN Wired

* LAN cable specification (Recommendation)

Standard

CAT5e (Category 5e) above
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Chapter 2 Functions and principles
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[2.1 System overview J

2.1.1 System structure

Chapter 2

I SPECTROPHOTOMET|ER
i (&
EAGENT E.C .}

UVETTE WASHING HTﬂSi OH

MFLE FIFETTE :
= . SRMPLE TRAY
ISRMPLE B.C S
READER
R | oo
é. .............. Sample pump
Mixing pump “{*f{+=- i
- . Cell washing
- : pump
R t :
A/D converter eagent pump 77 | ...
_ ............. ' Drainage pump
Probe washing T ’
pump i
INTERFACE
Printer
TUBE LINE
............. CABLE LINE
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[ 2.2 Principle of measurement ]

2.2.1 Analysis flow chart

| START | X

|

REACTION CELL CLEANING

!

| WATER BLANK | 2.4 min

!

| EVACUATION |
v

| R1 DISPENSATION |
l 0.4 min

| SAMPLE DISPENSATION } )
v

| MIXING 2 STAGES

L

5 .1min
15T Reaction

A 4
| R2 DISPENSATION | Y 10.6min

i | |

| MIXING 2 STAGES
f |

2ND Reaction < ||

5.1min

\ \4
| END OF MEASUREMENT | L2 2

] | |

| CUVETTE CLEANING |

: |
| AUTO-STOP |
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2.2.2 Analysis process and optical measurement point

1) Analysis process

| ~ Elmin

lF j 10 15 20 5 30 35 40 43 50 35 0

Cyole
¥ater blark

Abs

L -+ L
Feading poi s Reading points

werarirm oot VT T T T T T T T T T T T T T T T AT AT AT AT AT T T T T T T T T a7
1 5 10 15 20 25 30 35 40 45 50 55

Measuring point19,37=8sec, 54=24sec, Other=13sec

< Explanation >
S ! Sample dispensation
R1 : R1 dispensation
R2 : R2 dispensation
M : Mixing

2) Optical Measurement Point

Cycle after start Function Optical measurement
6,7,8 Water blank measurement 1,2,3
11 R1 dispensation 6
13 Sample dispensation 8
13, 14 Mixing (R1 + sample) 8,9
36 R2 dispensation 31
37, 38 Mixing (R2 + reaction solution) 32, 33
60 Reaction drainage aspiration 55
%*
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2.2.3 Principle of measurement and flow

1) Measurement principle

» The optical absorption is measured every one cycle.
» When the reaction tray rotates and the reaction cell passes
the optical measurement position, light absorption data are

measured.

2) Measurement flow

@

@

(3)

)

(5)
(6)

(7)

(8)
(9)

(10)
(11

(12)

(13)

(14)

(15)

(16)

2-6

When the start button is clicked, the cuvette washing unit starts
cleaning from the start cuvette.

Water blank is measured during cuvette cleaning.

These data are the basis of optical absorption (Absorption = 0)

to the following optical absorption measurement.
The reagent tray rotates and transports the reagent bottle to the
reagent aspiration position.
The R1 probe moves to the aspiration position, above the reagent
bottle, then moves down to aspirate the reagent.
The R1 probe goes up and moves to R1 dispensation position and
waits for the cuvette coming to the dispensation position.
The reaction tray rotates and moves to R1 dispensation position.
R1 probe goes down into the reaction cell and dispenses the
reagent.
The R1 probe goes up and moves to the probe washing pot and both
inside and outside are washed by de-ionized water there.
The sample tray rotates and moves to sampling position.
The sample probe goes to sample position and move down to
aspirate the sample.
The sample probe moves above reaction cells.
The reaction tray rotates and the R1 dispensed cell moves to sample
dispensation position.
Sample probe goes down into the reaction cell and dispenses the
sample.
The sample probe moves to the probe washing pot and both inside
and outside are washed with de-ionized water.
The reaction tray rotates and the reaction cell of R1 and sample
moves to mixing position.
The R1 and sample are mixed by air pressure of mixing unit.

» This mixing is repeated in the next cycle, two times in total.
After 5 minutes of sample dispensation, the reaction tray rotates and

the reaction cell of R1 and sample moves to R2 dispensation position.
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17)

(18)

19

(20

(21)

(22)

Chapter 2

R2 is dispensed by R2 probe, which has the same function as R1
probe.

The R2 probe goes up and moves to the probe washing pot and both
inside and outside are washed by de-ionized water there.
The reaction tray rotates and the reaction cell (R1, sample, R2)
moves to mixing position.
The R1, sample and R2 are mixed by air pressure of mixing unit.

This mixing is repeated in the next cycle, two times in total.

No mixing from (16) — (20) is done when using mono-reagent.
After 10 minutes of sample dispensation, the reaction liquid in the
reaction cell is aspirated out and ends the measurement.
* The measurement result is displayed in result screen.

The used reaction cell is washed by reaction cell washing unit and
stop the movement automatically.

* When continue the measurement, start the analysis from (1)

2.2.4 ISE (Option) Principal of measurement and flow

1) Principle of measurement

» Ion selective electrode method (Direct method)

2) Measurement flow
» When measuring the calibration, perform the calibrator aspiration and
dispensation twice. The electro-motive force (mV) of second time result is

(1
(2

(3)

(4)
(5)

6)

(7

8
)
10

adopted.
When measurement the urine, use urine diluted with the urine diluent
by six times.
Cal-1 in the electrode unit is discharged.
The sample tray rotates and moves to sampling position (sample cup or
primary tube).

The sample probe goes to sample position and move down to
aspirate the sample.

Sample probe goes up and move to sample pot position.
Sample probe dispenses the sample into the sample pot.

The sample probe moves to the probe washing pot and both inside

and outside are washed with washing solution.

» When measuring the urine, the sample aspiration and dispensation
repeats twice.

Sample is down to the electrode unit position. Electro-motive force os

sample 1s read.

Sample in the electrodes unit is discharged.

The sample pot and the electrode unit are washed with Cal-1.

The electro-motive force of Cal-1 in the electrode unit is read.

Downloaded from www.Manualslib.com manuals search engine


http://www.manualslib.com/

[ 2.3 Units and functions ]

2.3.1 Plane of the main units

The system is composed sampler, sample transfer mechanism, reagent
tray, reagent transfer mechanism, reaction tray, mixing units, cell

washing unit, spectrophotometer and so on.

- ===

!

N
Cell washins starion |

I 1P

Zample probe

-\-—___________ (R1. R2) _--.-:)

2.3.2 Sample tray

A sample tray holds cups and tubes.
Sampler rotates a sample tray and transfers samples to the sampling

position.

2.3.3 Sampling transfer mechanism

Sample probe aspirates the designated volume of a sample from
a sample cup/tube and STM carries sample probe to the cuvette
position and the sample is dispensed into a reaction cuvette.

» The sample probe has a level sensor.

Sample probe is filled with washing water till tip.
When aspirating sample, the probe aspirate a small amount of air, and
then aspirates a little excess amount of sample, and dispenses designated

volume.

2.3.4 Reagent tray

When power is ON, these bottles are kept cooled.
Reagent tray holds reagent, diluent and cleaning solution bottles and

transfers them to the aspiration position.

2-8
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2.3.5 Reagent transfer mechanism

Reagent probe aspirates the designated volume of reagent from a reagent bottle
and RTM carries the reagent probe to the cuvette position and the reagent is
dispensed into a reaction cuvette.
There are two reagent probes. R1 probe (for the 1st reagent) is at the washing
pot side and R2 probe (for the 2nd reagent) is at the opposite side, when
nitialized.

» Reagent probe has a level sensor.
A reagent pump is commonly used for R1 and R2.
Reagent probe is filled with washing water till tip.
When aspirating reagent, the probe aspirate a small amount of air, and
then aspirates a little excess amount of reagent, and dispenses designated
volume.

2.3.6 Reaction tray and reaction cell

Reaction cuvette

Holds reaction cells at 37Celsius degrees, and lets sample and reagent
react. Reaction cells are optical cells to measure light absorption.
Reaction cell direct optical measurement

2.3.7 Mixing unit

By applying reciprocal air pressure at one opening end of a cuvette, the
reaction liquid moves up and down, which causes good mixing.

'ﬂ Pressure  Suction ﬁﬁ

> = [ | =>

Sample
Reagent f&m

Principle of mixing
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2.3.8 Cell washing station

Reaction cell washing mechamsm

Perform reaction cell washing before start the measurement. The reaction

drainage after the test is removed and

the cell is washed with cleaning

solution. The washing solutions are pre-heated.

1) Washing nozzle location

: Washing water dispensation

* Cleaning sol. dispensation

* Residusl water droplet removal
g 105y
&

s Aapiration plate

DS e

10 :
o ‘e

React ion tray
rotate directior

Wozzle location

Mozzle fixing

MNozzle Ma.

e

2 ® s

Bhapes of nozzles

- For reaction drainage aspiration ---------

- For cleaning sol. Aspiration ----------------

» For pure water aspiration ------------------

- For residual water droplet removal -----

* For cleaning solution dispensation-------

* For pure water dispensation ----------------
2)  Cell washing process

1 nozzle (Nozzle No.1 Q)

7 nozzles (Nozzles No.2,3,5~9 Q)
2 nozzles (Nozzle No.10 O)

2 nozzles (Nozzle No.11®)

2 nozzles (Nozzles No.3, 5 @ )
5 nozzles (Nozzles No.2, 6 ~ 9@)

Residual waler Aspiration
droplet re-oval 1 1
im oo
<Then nozzle Io'er>
Clean up
11 7 6

<Then nozzle upper>

..L"‘_\r_ _________________

lashuns vater dispence Washing lia.
dispense

Acid wash sol.

Reaction lig.
hspiration aspiralion

T oo
0l o0

Tashing water
dispense

ﬁu 4y % Reaction liag.

.._

Alkaline wash sol.
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2.3.9 Spectrophotometer and measurement method

Measures optical absorption of 13 wavelengths of pure water and reaction
liquid in cuvettes while the reaction tray rotating.

1) General view of optical system

Lamp

| ap |—a] for s Interfice |

2)  Measurement method
(1) White light emitted from the light source lamp is converged to a light beam.
(2) The light goes through the reaction cuvette.

(3) Then leads to a concave grating, so called the rear diffraction
spectrophotometry.

(4) After the diffraction, light energy is measured by 13 individual photo
detectors in each designed wavelength.

(5) For the monochromatic measurement, the output of one detector is taken
out of 13, and for the bi-chromatic measurement, two outputs are taken.

(6) These output voltages are converted into digital data and logarithmic
transformed, which is linearly corresponds with concentration.

3) Measurement characteristic

When the reaction tray rotates and the reaction cell passes the
optical measurement position, light absorption data are measured.

The optical absorptions are measured all the cycle.

2-11
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2.3.10 ISE Module (Option)

ISE module is used for measurement of ion concentration (Na+, K+, Cl+) in

the sample.

Samyple pot

1

IZE Mlodule

by

Calibrater 1

ISE Module J_

e

valve ¢

Waste liquid pump  Calibrater pump — Wasts bottle

ISE piping diagram

2-12
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2.3.11 HbAlc Sample preparation

HbA:c sample preparation(Hemolysis) is performed automatically.

[ HbA1lc sample preparation flow (Hemolysis) ]

(1) Set the centrifugalized tube on the sample tray. (Fig D)

(2) Aspirates the red blood cell sample from the blood cell layer by sample
probe. (Fig. ©)

(3) Reaction cell 1 (Sample preparation cell)

Dispense the lysing solution and blood cell sample. Prepare the hemolysis
sample by mixing. (Fig. @)

(4) Reaction cell 2
After reagent dispensation to reaction cell 2, aspirate the hemolysis
sample from reaction cell 1 and dispenses.
Continue the measurement.(Fig. @)

@® @ @ @
Sample probe / Mixing Sample probe
? | |
Hemolysis
\—/ - g
[Blood cel u
. Aspirates the red blood Hemolysis the red Aspirates the hemaolysis
Centrifugal separate . .
sample cell sample and blood cell by mixing. sample and dispenses to
P dispenses to hemolysis cell 2.
cell 1.
Tube Reaction cell 1 Reaction cell 2
(Preprocessing)

HbA1lc sample preparation flow

2-13
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2.3.12 Sample clot detection

When the sample probe detects the clot by fibrin, perform the washing

©

automatically. The error flag “c” is attached to related result.

[ Solution flow after clot detection ]

(Sample probe)

Sample aspiration

Clot detection

(Automatic-cleaning )
Sample probe moves to the
trough and wash 2 times.

|
v

[Clot is heavy]

[Dissolve the clot] , .
Can’t continue the measurement

Restart the measurement from the

next Item. [Sampling stop]
[End of run] [End of run)

Cl th 1 be.
Rerun of the clot detected Item. ean'up © sambre .pro ¢
(Maintenance required)

Refer to Chapter 5, Maintenance.

2-14
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2.3.13 Probe crash detection

When the probe detects the clash, the movement stops immediately to
protecting the probe.

The probe crash detection is effect when the probe is down.
The probe movement stops by liquid level error instead of crash error in
next case.
» When the crashed thing includes water or water drop attach on the
surface. Confirm the crash, and remove it. Rerun the measurement.

2-15
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[2.4 Analysis type ]

2.4.1 Kinds of analysis types

End assay

One point end assay
Two points end assay 1
Two points end assay 2

Rate assay

One point rate assay
Two points rate assay 1
Two points rate assay 2

W& TH

hBS

T
R1+3 RZ

Measure the optical absorbance at the fixed time.

igs MaIN

T
R1+5 RZ
Concentration or activity is calculated from the rate
of absorption change.

One point end assay

One point rate assay

HAIN
S

alB

R1+5 RZ

Calculate the absorbance difference of the two

different intervals, sub- and main-intervals.

SR
ABS MATH

1
R1+s RZ

Calculate the absorbance rate of two different
intervals, sub-interval and main-interval, and
calculate concentration or activity from the
difference between these two rates.

Two points end assay 1

Two points rate assay 1

sUB - MATN
fBs

T
Rl+s RZ

Calculate the absorbance difference of the two

different intervals, sub- and main-intervals.

AES SUB - MATN

T
R1+5 Rz

Calculate the absorbance rate of two different
intervals, sub-interval and main-interval, and
calculate concentration or activity from the
difference between these two rates.

Two points end assay 2

Two points rate assay 2

2-16
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2.4.2 One point end assay

Chapter 2

Measure the optical absorbance at the fixed time after mixing the

reagent and the sample.

H&IH

#BS

R1+3 R2

One point end assay

1) Optical measurement points input

R1

R2
R1+S
ABS
MAIN

MAIN: 11 = START = END = 54

Sample dispensation

1st reagent dispensation
2ndreagent dispensation
1st reagent + Sample
Optical absorbance
Main-measurement

interval

2) Optical absorbance calculation for unknown sample

( ZAL1_(RX ZALZ ))
Ax=

N

3) Concentration calculation

(Ax—Ab)
Cx=— x Cs
(As—Ab)

Downloaded from www.Manualslib.com manuals search engine

Ax
AL1
AL2

Cx

: Absorbance of unknown sample
: Absorbance of main-wavelength
: Absorbance of sub-wavelength

: Number of measurement points

: Bi-chromatic factor (Default= 1)

: Concentration of unknown

sample

: Absorbance of unknown sample
: Absorbance of reagent blank
* Absorbance of standard sample

: Concentration of standard

Sample
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2.4.3 Two points end assay 1

Calculate the absorbance difference of the two different intervals,

sub- and main-intervals.

MATH
I S ! Sample dispensation
R1 ! 1st reagent dispensation

R1+S : 1st reagent + Sample
ABS : Optical absorbance
MAIN: Main-measurement interval

‘ slB R2 : 2nd reagent dispensation

R14S HIE SUB : Sub-measurement interval
'I'wo points end assay 1

1) Optical measurement points input

MAIN:34 = START = END = 54
SUB :11 = START = END = 30
2) Optical absorbance calculation
( ZALw_(RXZALz)) ( ZAU_(RXZALZ))
AX - K X
N MAIN n SUB

Ax  : Absorbance of unknown sample
AL1 :Absorbance of main-wavelength
AL2 : Absorbance of sub-wavelength
N : Number of measurement points of main-interval
n : Number of measurement points of sub-interval
R : Bi-chromatic factor (default = 1)
K : Volume correction factor (Calculated automatically)

MAIN: Main-interval
SUB : Sub-interval

3) Concentration calculation

(Ax—AsL)
(x= ——— x (CsH#—CsL#) + CsL#
(AsH —AsL)
Cx ¢ Concentration of unknown sample
Ax ¢ Absorbance of unknown sample
Ab : Absorbance of reagent blank sample

AsH : Absorbance of high value standard sample

AsL. ! Absorbance of low value standard sample

(When standard sample is one, Ab above is used in calculation.)
CsH# : Concentration of high value standard sample

CsL# : Concentration of low value standard sample

2-18
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2.4.4 Two points end assay 2

Calculate the absorbance difference of two different intervals, sub- and

mailn-intervals.

SUE WATH S : Sample dispensation
ABS R1 ! 1st reagent dispensation
R2 ! 2nd reagent dispensation

R1+S : 1st reagent + Sample
ABS : Optical absorbance
MAIN: Main-measurement interval

SUB : Sub-measurement interval

T
RI+5 RZ

Two points end assay 2
1) Optical measurement points input
MAIN :SUB=START=END= 54
SUB :34=START=END=START
2) Optical absorbance calculation

Ax=

MAIN

( ZALT_( RXZALZ)) ( ZAL1_( RXZALZ))

N n SuB

Ax : Absorbance of unknown sample
AL1 : Absorbance of main-wavelength
AL2 : Absorbance of sub-wavelength

N : Number of measurement points of main-interval

n ! Number of measurement points of sub-interval

R : Bi-chromatic factor (default = 1)

K : Volume correction factor (Calculated automatically)

MAIN: Main-interval
SUB : Sub-interval
3) Concentration calculation

(Ax—AsL)
Cx=| —— | x (CsH#t—CsL#f) + CsL#

(AsH —AsL)
Cx : Concentration of unknown sample
Ax : Absorbance of unknown sample
Ab ¢ Absorbance of reagent blank sample

AsH : Absorbance of high value standard sample
AsL : Absorbance of low value standard sample

(When standard sample is one, Ab above is used in calculation.)
CsH# : Concentration of high value standard sample

CsL# : Concentration of low value standard sample

2-19
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2.4.5 One point rate assay

Concentration or activity is calculated from the rate of absorption

change.
S ! Sample dispensation
LER MAIN R1  :1streagent dispensation
R2 :2nd reagent dispensation
R1+S: 1st reagent + Sample
ABS : Optical absorbance
MAIN: Main-measurement interval
|
R1+5 R2

One point rate assay

1) Optical measurement points input
MAIN: 11=START< END=54

2) Optical absorbance calculation

AMx= (AA_,—AALL) ~min

AAx : Absorbance rate of unknown sample
AAL1 : Absorbance rate of unknown sample in main-wavelength
AALZ2 : Absorbance rate of unknown sample in sub-wavelength

Absorbance rate is calculated by the least squares method in the
given interval, and the rate is expressed by the absorption change

per minute.

3) Concentration calculation

Cx= (AAx—AAb) x F

Cx : Concentration of unknown sample
AAx  : Absorption rate of unknown sample
AAb  : Absorption rate of reagent blank

F : Factor

2-20
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2.4.6 Two points rate assay 1

Calculate the absorbance rate of two different intervals, sub-interval
and main-interval, and calculate concentration or activity from the

difference between these two rates.

S ! Sample dispensation

slB

8RS ‘l.—ﬂ WA TN R1 ! 1st reagent dispensation
R2 ! 2nd reagent dispensation
R1+S : 1st reagent + Sample
ABS : Optical absorbance
MAIN: Main-measurement interval

| SUB : Sub-measurement interval
Ri+5 RZ

Two points rate assay 1

1) Optical measurement points input
Main: 34 = START = END = 54
SUB:11 = START = END = 30

2) Optical absorbance calculation

(AAL1_AAL2) (AALT_AALZ)
AAX _— - K x _
min MAIN min SUB

Absorbance rate is calculated by the least squares method in the
given interval, and the rate is expressed by the absorption change
per minute.
AAx  : Absorbance rate of unknown sample
AAL1 : Absorbance rate of unknown sample in main-wavelength
AAL2 : Absorbance rate of unknown sample in sub-wavelength
K : Blank correction factor (Need to input factor value manually)

MAIN: Main-interval
SUB : Sub-interval

3) Concentration calculation

Cx= (AAx—AAb) x F

Cx : Concentration of unknown sample
AAx  : Absorption rate of unknown sample
AAb  : Absorption rate of reagent blank

F : Factor

2-21
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2.4.7 Two points rate assay 2

Calculate the absorbance rate of two different intervals, sub-interval
and main-interval, and calculate concentration or activity from the
difference between these two rates.

o SUE HATH S ! Sample dispensation
R1 ! 1st reagent dispensation
R2 : 2nd reagent dispensation
R1+S : 1st reagent + Sample
ABS : Optical absorbance
MAIN: Main-measurement interval
| SUB : Sub-measurement interval
RI+5 Rz t ! time

Two points rate assay 2

1) Optical measurement points input
MAIN : SUB=S START = END = 54
SUB :34 = START = END = MAIN

2) Optical absorbance calculation

(AAL1_AAL2) (AAL1_AAL2)
AAX - — K X |——
min MAIN min SUB

Absorbance rate is calculated by the least squares method in the
given interval, and the rate is expressed by the absorption change
per minute.

AAx  : Absorbance rate of unknown sample

AAL1 : Absorbance rate of unknown sample in main-wavelength

bAL2 : Absorbance rate of unknown sample in sub-wavelength

K : Blank correction factor (Need to input factor value manually)

MAIN: Main-interval

SUB : Sub-interval

3) Concentration calculation

Cx= (AAx—AAb) x F

Cx : Concentration of unknown sample
AAx  : Absorption rate of unknown sample
AAb  : Absorption rate of reagent blank

F : Factor

2-22
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2.5 Kinds of calibrations

- Linear 1 (Two points linear)

- Linear 2 (Multi-points linear)

- Factor

- Non-linear
1) Logit 1 2) Logit 2 3) Spline
4) Exponential 5) Polynomial

ips AR5
fisn 53 Sn
-
3
hs ; Bt pmmmmm i
1
B fmmeee o s P
B : &b :
ih 1 1
L 1

Ch Csl Cs? 083 Csn

Cone . G tonc.
Linear 1 (Two points linear) * Linearl Logit 2
ABS
A an ABS
sn
53 Asn 53 S0
hs3 As3 -
fis? 52 hs2
L T
fisl il | Ax 51
b B : Az B
1 TR
Ch Csl Cs2 Csd Gan Cb CsioxCsz Cs3  Csp
Cx Canc . o,
Linear 2 (Multi-points linear) * Linear2 Spline
& BS
fsn
hs3 5n
sy 53
N e 52
As! Sh
1
o —fe |
]
Ch Csl Cs? 0s3 Csn
Gonc. Cx Cone.
Factor Exponential
ABS 4B
dhsn ] 5h ;
he3 — Y
e 52 ol 52
fis?
hsl 1 by F-4---+---4- -
|
b isg : S
5N : ]—'——..
Ch Csl s 03 Csn Ch  0sl  Cs?  Cs3  Csn
Cx Canc. Gx Cone .
Logit 1 Polynomial
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2.5.1 Linear 1 (Two points linear)

One standard sample and a blank sample make a linear calibration line.

The “Linear 1 calibration” is applicable.

ABS : Optical absorbance
ABS Conc. : Concentration
B : Reagent blank
2 Ab : Absorbance of reagent blank
hs Cb : Concentration of reagent blank
LY S Ax : Absorbance of unknown sample
B : Cx : Concentration of unknown
Ab ! sample
Ch G Cs o S : Standard sample
e As : Absorbance of standard sample
Linear 1 (Two Points Linear) Cs : Concentration of standard
sample
1) Standard sample concentration input
Blank : Input concentration of blank or lowest concentration of the

standard sample.

Standard 1 : Input standard sample concentration

2) Concentration calculation of end point assay

(AXx—ADb)
Cx=
(As—Ab)

Cs

Cx:

Ax:
Ab:

As:
Cs:

3) Concentration calculation of rate assay

(MAX— AAD)

(LAs— LAD)

X

Cs

2-24
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Cx:

AAx: Absorbance rate of unknown

AADb

AAs:

Cs:

Concentration of unknown
sample

Absorbance of unknown sample
Absorbance of reagent blank
Absorbance of standard sample
Concentration of standard

sample

Concentration of unknown

sample

sample

: Absorbance rate of reagent

blank

Absorbance rate of standard
sample

Concentration of standard
sample
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2.5.2 Linear 2 (Multi-points linear)

Multiple standard samples (2-6) and a blank sample make a linear
calibration line.
The “Linear 2 calibration” is applicable.
ABS : Absorbance
Conc. : Concentration

ABS B : Reagent blank
hen o Ab  : Absorbance of reagent blank
fs9 53 Chb : Concentration of reagent
i SE blank
[ B T Ax : Absorbance of unknown
As] B : sample
hb : Cx : Concentration of unknown
Ch  Gsl  Gs2 0s3 Csn sample
Cx Cone. S1-Sn: Standard sample

Linear 2 (Multi-points Linear)

1) Standard sample concentration input

Blank : Input the blank or lowest sample concentration.

Standard 1 ~8 : Input the standard sample concentration.

Inputting of maximum 8 standards is possible.

2) Concentration calculation of end point assay

Cx : Concentration of unknown sample

Ax : Absorbance of unknown sample

Ab : Absorbance of reagent blank

As# : Absorbance of standard sample#

Cs# : Concentration of standard sample#

(1) Ax = Asl

(Cs1—0)
Cx=(Ax—Ab)x
(As1—Ab)

(2) Asl = Ax = As2

(Cs2—Cs1)
Cx=(Ax—As])x—— +Csl
(As2—As1)
(3) As2 = Ax = As3
(Cs3—Cs2)
Cx=(Ax—As2)x— +Cs2
(As3—As2)

2-25
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(4) As3 = Ax = As4

Cx=(Ax—As3)x

(Cs4—Cs3)
+Cs3
(As4—As3)

(5) Asd = Ax = AsH

Cx=(Ax—As4)x

(Csb—Cs4)
+Cs4
(Asb—As4)

(6) Asb = Ax = As6

Cx=(Ax—Asb)x

(Cs6—Cs5)
+Csh
(As6—Asb)

2-26
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2.5.3 Factor

A blank sample and a given factor make a linear calibration line.
ABS : Optical absorbance

HES Conc. : Concentration
B : Reagent blank
Ab : Absorbance of reagent blank
By pmmm————— Cb : Concentration of reagent
N | blank
! Ax : Absorbance of unknown
Ch Ca sample
Conc- Cx : Concentration of unknown
Factor sample

1) Factor input

Input the value in factor box.

2) Concentration calculation of end point assay

Cx : Concentration of unknown
sample
= — X
CX=(Ax—Ab) x F Ax : Absorbance of unknown
sample
Ab : Absorbance of reagent blank
F ! Factor
3) Concentration calculation of rate assay
Cx : Concentration of unknown
Cx=(/Ax—1Ab) X F sample
AAx  : Absorbance rate of unknown

sample
AAb  : Absorbance rate of reagent

blank
F : Factor
4) Factor calculation
Tv 1 1
F = X X X 106

Sv L (el—¢€2)

Tv ¢ Total volume (micro-liter)=Sample volume x Dilution ratio+
Reagent volume

Sv  : Sample volume (micro-liter)
L  : Optical length (default=10 mm)

The measured optical absorption data are converted to
10 mm optical lengths by system software.

€1 : Substrate molar light absorption coefficient (1/mol.cm) at
main wavelength.

€2 : Substrate molar light absorption coefficient (1/mol.cm) at

sub-wavelength.

2-27
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2.5.4 Non-linear

This logic makes the approximate curve using 2-6 standard sample
s including a blank sample, as a calibration curve. There are the
following five types.

[ 4-1. Logit 1 ]

This logic is used for the calibration curve in which the absorbance
converges to the increase of concentration.

ABS : Absorbance
Aba Conc. : Concentration
iig 53 Sn'_ B : Reagent blank
he? 55 Ab : Absorbance of reagent
ik blank
fis1 i Cb : Concentration of reagent
fih blank
Ax : Absorbance of unknown
Ch Csl 0s? Cs3 Csn sample
Ca Canc. Cx : Concentration of unknown
) sample
Logit 1 S1-Sn  : Standard sample
Al-An : Absorbance of standard
sample
C1-Cn : Concentration of standard
sample
1) Standard sample concentration input
Blank : Input the blank or lowest sample concentration.

Standard 1 ~8 : Input the standard sample concentration.

Maximum 8 standards are possible.

2) Concentration calculation

Concentration of unknown
sample

: Absorbance or absorbance

rate of unknown sample
Concentration of reagent blank

: Absorbance or absorbance rate

of reagent blank
Constants
(Calculated automatically)

Cx
Cx= (C+Ch) Ax
Cb
K Ab
Ax=Ab+
(1+exp(-a-b XInC)) K,a,b:
1 Ax—ADb
C = exp (In — a)
b K— (Ax—Ab)
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When Cx is being o, close to Ax=K-+Ab.
When K >0and = Cb, C=0.
When K <0 and Ax = Cb, C=0.
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[ 4-2. Logit 2 ]

This logic is used for the calibration curve in which the absorbance
converges to the increase of concentration.
As this logic uses more parameters than logit.log 1, better approximation
may be expected.

ABS : Absorbance

ARG Conc. : Concentration
Asn a9 o B : Reagent blank
fed — Ab : Absorbance of reagent blank
fisd oo Chb ! Concentration of reagent
O ] blank
fis 1 ! Ax : Absorbance of unknown
fih 1 sample
: Cx : Concentration of unknown
1 sample
O Csl O G2 0=d CGE;;”C_ S1-Sn : Standard sample
A1l-An : Absorbance of standard
Logit 2 sample
C1-Cn : Concentration of standard
sample
1) Standard sample concentration input
Blank : Input the blank or lowest sample concentration.

Standard 1 ~8 : Input the standard sample concentration.
Maximum 8 standards are possible.
Two standard samples are essential
2) Concentration calculation
Cx @ Concentration of unknown
Cx= (C+Cb) sample
Ax @ Absorbance or absorbance rate
of reagent blank

Cb : Concentration of reagent blank
Ab : Absorbance or absorbance rate
of reagent blank
K, a, b, ¢ : Constants
(Calculated automatically)

K
Ax=Ab+
(1+exp(-a-b XInC-c X C))

(Ax—ADb)
0 =ma+bXInC+cxC— In

(K— (Ax— Ab))

Calculate C by Newton approximation method

When Cx is being o, close to Ax=K-+Ab.
When K >0and = Cb, C=0.
When K <0 and Ax = Cb, C=0.

2-29
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(4-3. Spline |

Connect absorption data of #I to #I+1 standard samples (I = 1 - n),
taking into the account of the data of #I-1 and #I+2 and adjust to make a
smooth calibration curve.

ABS : Absorbance
Conec. : Concentration

ABS B : Reagent blank
ﬁzg s3__ o) Ab  : Absorbance of reagent blank
s2 Cb  : Concentration of reagent
hsz blank
Axf———- 51/ Ax  : Absorbance of unknown
Ast B . | sample
Ab i Cx ! Concentration of unknown

Ch Cst Csz Cs3  Csn
Cx S1-Sn: Standard sample

) Fone- A1l-An: Absorbance of standard
Spline sample
C1-Cn: Concentration of standard
sample
1) Standard sample concentration input
Blank : Input the blank or lowest sample concentration.

Standard 1 ~8 : Input the standard sample concentration.
Maximum 8 standards are possible.
Two standard samples are essential
2) Concentration calculation

Cx : Concentration of unknown
Cx= (C+Cb) sample
Ax : Absorbance or absorbance

rate of unknown sample

Cb  : Concentration of reagent
blank
Ab  : Absorbance or absorbance

rate of reagent blank

Ax=a(l)+b(l)- (C-C(3))+c(1) (Cx-C(3)) 2 +d(1) - (C-C()) 3

a(D),b(D),c(D),d(): Constants (Calculated automatically)
I=1~N
Calculate C by Newton approximation method

f(C-C)=a(l)+b(l): (C-C))+c(1)- (C-C(3)) Z +d(1)- (C-C(3)) 3 -Ax

Increasing type a(1) = a(N) and a(1) = Ax then C=C1
Decreasing type a(1) = a(N) and a(1) = Ax then C=C1

2-30
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[ 4-4. Exponential ]

For being different from 4-1,4-2,4-3 above, this logic is used for the
calibration curve in which the absorbance diverges to the increase of

concentration.
ABS : Absorbance
fBE Conc. : Concentration
hsn : B : Reagent blank
fhe3 n .
e 21 Ab ¢ Absorbance of reagent
[ | o blank
hsl ol : Chb ¢ Concentration of reagent
ih B : blank
] Ax : Absorbance of unknown
Ch Csl Cs? 053 Csn 1
Cx Conc. sampie
Cx ¢ Concentration of unknown
Exponential sample

S1-Sn: Standard sample

A1l-An: Absorbance of standard
sample

C1-Cn: Concentration of standard
sample

1) Standard sample concentration input
Blank : Input the blank or lowest sample concentration.
Standard 1 ~8 : Input the standard sample concentration.
Maximum 8 standards are possible.
One standard sample is essential

2) Concentration calculation

Cx ! Concentration of unknown

Cx = (C+Cb)

sample

Ax : Absorbance or absorbance
rate of unknown sample

Ab : Absorbance or absorbance
rate of reagent blank

Ax = Ab+ K-exp(a-(InC) + b-(InC)? + c-(InC)?)

K,a,b,c : Constants (Calculated automatically)

Calculate C by Newton approximation method

Ax-Ab

a-(InC)+b-(InC)*+c-(InC)*- In [—
K

When K >0 and Ax = Ab, C=0
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[4-5. Polynomial ]

This calibration curve is used for the case which optical absorbance

decreases as concentration increases.

fBS

fib
fhsl
fis?

fi
fs3

fizn

B
a1
ne
1T | ood
: sn
l |
Ch Lzl Gs? 0s3 Csn
Cx Conc .
Polynomial

ABS
Conc. :
B
Ab
Cb

S1-Sn:
Al-An:

C1-Cn:

1) Standard sample concentration input

Blank

: Absorbance

Concentration

¢ Reagent blank
¢ Absorbance of reagent blank

Concentration of reagent
blank

: Absorbance of unknown

sample

Concentration of unknown
sample

Standard sample
Absorbance of standard
sample

Concentration of standard
sample.

: Input the blank or lowest sample concentration.

Standard 1 ~8 : Input the standard sample concentration.

Maximum 8 standards are possible.

2) Concentration calculation

2-32

Cx = (C+Cb)

Cx

Ax

Cb

Ab

One standard sample is essential

: Concentration of unknown

sample

: Absorbance or absorbance

rate of unknown sample

: Concentration of reagent

blank

: Absorbance or absorbance

rate of reagent blank

C = K+ (axAx) + (bxAx? )+ (cxAx3)

K,a,b,c : Constants (Calculated automatically)
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[ 2.6 ISE Module (Option) ]

Chapter 2

ISE (on selective electrode) measures electro-motive force (mV), induced by ion

concentration in the sample.

Four kinds of electrodes are used for the system.

Na electrode
K electrode
Cl electrode

Reference electrode

2.6.1 ISE Calibration

: Sensitive only for Na ion in the sample.
: Sensitive only for K ion in the sample.

: Sensitive only for Cl ion in the sample.
: No 1on selectivity

1) Two points calibration (Calibration measurement)

Two points calibration is done every morning, before the system starts to operate.
Calibrator-1(Cal-1) and Calibrator-2 (Cal-2) are measured and the slope,

ion concentration versus mV, is calculated for each item.

» If the slope is out of the standard range, below, the electrode should be

replaced. If the slope of all electrodes is out of range, reference electrode
should be checked.
Please refer to Chapter 6 Alarm.

Slope range (mV/) Range (mmol/L)
Serum Urine Serum Urine
Na 30.37-73.40 30.37-73.44 100-200 10-400
K 29.45-69.46 29.46-69.46 1-10 1-200
Cl 21.01-68.71 21.01-68.71 70-200 30-400

2)  One point calibration (Patient sample measurement)

One point calibration is done for each test.

For each test, both sample mV and Calibrator-1( Cal-1 ) mV are measured, and

correlate the measurement condition.

2.6.2 ISE Concentration calculation

Cx=Ca*10" [(Ex—Ea)/S]
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Cx
Ca
Ex
Ea
S

: Concentration of unknown sample

: Concentration of Cal-1

: Electromotive force of unknown sample

: Electromotive force of Cal-1

: Slope, measured by two points calibration.
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[2.7 Linearity check ]

To determine if a curve is linear, a linearity check will be calculated after each
rate assay.
The “L” flag appears when that check exceeds the preset value.

ABS L1 :Main wavelength
L1-L2 L2 :Sub wavelength
Ad AA1: The slope of measuring
range 1
Aal AA2: The slope of measuring
AA? range 2
AA :The slope of the total curve

Time
Linearity check

1) Parameter setting
Input the Linear Check(%) in Item parameter screen (above zero).

2) Calculation Formula

Linearity check(%) = (AA1 —AA2)/ AAx 100%

A Al The slope of the first half of the curve
(using a least-squares method.)

A A2 The slope of the second half of the curve
(using a least-squares method.)

AA The slope of the range of measuring A
(using a least-squares method.)

2-34
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[2.8 Prozone check ]

This function checks if there is a Prozone phenomenon in immunoassay.
Based on the registered parameter, this function checks the curvature of
reaction diagram up to 2 zones, and if Prozone is detected, puts the data
message flag “P” on the printout data.
* Prozone phenomenon : The high conc. result shows lower result cause of the
special immunological reaction.

Abs
FIRST SECOND
S : Sample dispensation
R1+S . 1st reagent+Sample
R2 : 2nd reagent dispensation
ABS : Optical absorbance
FIRST  : Interval(1)
: SECOND : Interval(2)
R1+8 R? Use main wavelength

Prozone check

1) Prozone check value setting.
Input the Prozone check conditions in Item parameter setting column.
(1) First interval- Start, End : Starting and ending test points of basic test
interval.
Second interval-Start, End: Starting and Ending test points of second
interval.
Input range is 34 — 54 point.
(2) Limit value: Input the comparison limit value(%).
(3) High, Low: Select the check high or low.

2) No Prozone check condition setting.
Input the no Prozone check condition (minimum Abs. of average, minimum slope
value) in Item parameter Prozone setting column.
(1) Minimum Abs. average value: Input the first interval value.
(2) Minimum slope value: Input the first interval value(/JOD/min).

» No Prozone check is done if the average or slope value exceeds the input
value.
» No Prozone check is done if no input the check value or the slope value of
the first interval is below zero.
3) Calculation formula

The second check value AOD2.”AO0D1 * 100(%)
AOD1 The gradient in the first interval
AOD2 The gradient in the second interval

(using a least-squares method.)

2-35

Downloaded from www.Manualslib.com manuals search engine


http://www.manualslib.com/

[ 2.9

Serum information (L-H-I) ]

The Lipemia, Hemoglobin and bilirubin which included in serum sample is influenced

the result.

The serum information measures the Lipemia, Hemoglobin, Bilirubin (L-H-I), and

judges the level of it.

The serum information result makes the judgement based on the information results.
Affect the measurement result. Lipemia(L) - Hemolysis(H) - Bilirubin(I).

1) Serum information check method

Lipemia(L)

Measures the two wavelengths in the wavelength rang of visible light.
(No effect of hemolysis and bilirubin)

Hemoglobin (Hemolysis = H)

Measures the two wavelengths in the medium wavelength region
(No effect of bilirubin). And measure the two wavelengths in the

long wavelength region.

Bilirubin (cteric = I)

Measure the two wavelengths in the short wavelength region.
And measure two wavelengths of medium and long-wavelength region.

2) Measurement preparation and method
The serum information Item (L-H-I) is fixed in the program. Prepare the saline
bottle to measure the serum information. (Bottle condition and setting)
*QOrder entry and measurement is same as other Items. Please refer to

Chapter 3 Operation for details.

Item setting and result

Operation

Item parameter setting

The serum information is set as default.(L-H-I)
» Condition
transforms to qualitative result.

setting of concentration result

Reagent setting(Position)

D The reagent bottle position set in reagent screen
for Item [L-H-I].
@  Set the saline bottle on the reagent tray.

Calibration

No necessary

Order entry

Order by selection of [L-H-I].

Measurement

Use saline as a reagent.

Result

Display value in results column, and judgement of +—
is shown in qualitative column by the Item parameter
setting.

» L Lipemia, H: Hemoglobin, I:Bilirubon

» If there is a decision the difference between

serum information by visual, please adjust by

changing the decision value.
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[2.10 Carryover avoidance ]

As sample probe, reagent probes and reaction cells contact with different kinds
liquid and sometimes built-in cleaning process is not sufficient.

It may cause carryover. To avoid these kinds of carryover, it is possible to do
special cleaning by carryover protection function.

2.10.1 Kinds of carryover avoidances

1. Reagent probe cleaning
After the aspiration of proceeding reagent, analyzer aspirates cleaning solution
instead of reagent and dispenses into empty cell and washed.

2. Sample probe cleaning

After the aspiration of proceeding sample, sample probe aspirates cleaning
solution instead of sample and dispenses into empty cell.
There are 3 kinds of sample probe cleaning, between Items, samples and

sample kinds. One kind of sample probe washing registration is possible.

3. Reaction cell cleaning

A reaction cell used for registered reagent is not used for test at the next

cycle. Reagent probe dispenses cleaning solution into the cell and washed.

2-37
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[2.11 Automatic start-up, shut down and automatic maintenance ]

By the combination of automatic start-up, shut down and maintenance,
shorten the performance time when start-up and shut down the analyzer.

2.11.1 Automatic start-up and shut down

By using the auto-start and shut down setting, analyzer power switch is

ON or OFF automatically at the time, which is set by the timer for weekly day.

2.11.2 Automatic maintenance

By the setting of automatic maintenance, perform the maintenance before and
after system power OFF or ON automatically. The function is able to set by the

timer for weekly day.
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[ 3.1 Software program installation ]

The analyzer is used exclusive software program. Please install the program by
attached CD.

3.1.1 PC specification

> Refer to Chapter 1, 1.2.7. PC (LAN cable) for PC specification.

3.1.2

Install CD information

>

Install the database and system program by install CDs.

3.1.3

Installation procedure

»

3-2

1)
2)
3)

4)
5)
6)
7)
8)
9)

Insert the CD to PC driver.

Installation starts automatically.

Continue the installation under the “Wizard”.

If some dialog box appeared cause of the Windows security, ensure “YES”.
Select the installation language.

Click “Install” button.

Proceed by clicking “Next” and “Agree” buttons.

Input analyzer serial number, select default language and analyzer name.
Click “Next” button.

Click “Install” button.

10) Click “Finish” button. The installation completed.

In case of version up: Install the version up CD.

The uninstallation is unnecessary.
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[ 3.2 Routine operation flow ]

> Routine operation (from start up to shutdown) follows the procedure steps.
» The operation flow includes unnecessary settings on each time. Please operate

>- @

according to the requirement.

Main
orae Somple 1D T Sompe 1D o
Order i n [m
2| 32 | M|
Result : =
s s |
CAL 5 |m = .
e “QC Start” button shows in
QC 2 QC screen instead of “Start”
ul button.
Reagent w | |
5 -
w = ._)
Item =11 — @
w ] PRES
Maint. [ = 2 ‘
() Empty (/% |0 o CR|
. Ordered : o ERE
| 2 51
. Running : 1IE | 2 | ©—)
©) completed EHER E
O Reordering £l | 550 ®_)
® w1
System ] ]
% s ®
; s ®
Exit ‘_® z = ‘

Main screen

Step Button & Screen Operation
1 — Start-up inspection.
Tcon Start up the analyzer
9 (Analyzer | » Turns on the PC power switch, and start up the system
system program. Turns on the analyzer main switch and system
switch) switch.

3 @ Ready Analyzer initialization

Setting of [tem parameters (Item name, wavelength, sample
4 @ Item

volume and reagent volume)

5 @ Reagent Setting of reagent position.
6 — Set the reagent bottle on the reagent tray.
7 ® CAL Setting of calibration (Calibrator position, concentration).
8 ® CAL Order entry of calibration sample.

Set the calibration blank and standard sample on the sample
9 ® Start o

tray. Start the calibration measurement.
10 ® CAL Confirmation of calibration results.
11 @ QC Setting of QC sample measurement (Control setting)
12 @ QC Order entry of QC sample.
13 QC Start Set the QC sample on the sample tray.

Start the QC sample measurement.
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Step Button & Screen Operation
14 @ QC Confirmation of QC sample results.
15 ©® Order Order entry of patient sample.
Set the patient sample on the sample tray.
16 ® Start patier P P Y
Start the patient sample measurement.
17 @® Result Confirmation of patient sample results.
18 — Shutdown inspection and analyzer maintenance.
8| Icon
Anal Shutdown the analyzer.
nalyzer .
19 Q) ty »  Turns off the system switch, and close the system program.
system . . .
Y . Turns off the PC switch and analyzer main switch.
switch)
3-4
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3.2.1

Start-up inspection

»  Confirmation of the following points before starting the analyzer. Perform the reagent

refill or other requirement.

Step

Inspection

1

No obstruction for analyzer movement (Sample probe and Reagent probes)?

Confirmation of water supply.
» Is de-ionized water enough in the water reservoir?
» Open the water supply line on the water purification system?

Confirmation of cleaning solution reservoir.
»  Are the Alkaline and Acid cleaning solutions enough in the cleaning solution
reservoir?

Confirmation of drainage reservoir.
» Are the waste tank and separate waste tank empty?

5

Confirmation of residual reagent.
»  Are the reagents enough?

» When analyzer is attached the ISE unit, add the following inspection.

6

Is the ISE Calibrator 1 enough?

7

Is the ISE drainage tank empty?
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3.2.2 Start-up (Analyzer power switch ON)

»  Start up the analyzer. Analyzer stand-by after power on follows the procedure steps.

Analyzer “stand-by” means? : The reaction tray temperature reaches 37 Celsius degrees.

Main
Order
Result
CAL
QC
Reagent
Item
Maint. [N
(u) Empty
. Ordered
. Running
@ Completed
O Reordering
System . Error
Exit

cT r 1
RO

oycle Sampie ID

Main screen

Step Button & Screen Operation & Display
1 Turns on the analyzer main switch.
» The main switch is left rear side on the analyzer.
— Turns on the PC power switch.
(PC screen) Confirmation of Main screen.
@ Status monitor | » Indicates [OFF LINE].

T t
5 ® empera ur.e > Indicates [--].

control monitor

I
5 ® (E I con . Click power switch ON/OFF Icon.
alyzer system .
. Y Y » Turns on the Analyzer system switch.
switch)
Starts the connection between the PC and analyzer.
. »  Confirmation of popup screen message.
[Connecting] —[Program Downloading] —[Parameter
Downloading]
— The connection between the PC and analyzer completes.
@D Status monitor | » Indicates [IDLE].

Temperature
10 | @ ORI | Indicates [INARM-UPY.

control monitor
11 — Wait until the reaction temperature reaches 37 Celsius degrees

Temperature
12 | ® P ) > Indicates [OKI.

control monitor
13 — The analyzer stays stand-by.

3-6
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3.2.3 Analyzer initialization (Ready)

> Initialize (Ready) the analyzer.

steps.

Analyzer initialization means?

For analyzer stand-by (Ready), follows the procedure

: All the analyzer units move to home position (start

Analyzer stand-by (Ready) means?

position).
: All the analyzer units stay at home position (start

position).

.(D @ @@ orme

Main CEINEEINE | @
order P o @
Result | =
5 35
CAL s In =
G e :
Reagent x B T
It )L\\ ’)/42\’43)(“" : 9] :j
. \Joo\w : = =5
Maint. [ AN x =
{_) Empty 1 e -
.Ordered 20 ERE
. Running 2 52
O Completed i L :
OReorder\'ng = s o
System ‘ Error 2 5
Exit : =
Main screen
Step Button & Screen Operation & Display
1 @ Ready Click “Ready” button.

Analyzer starts the initialization.
» All of the analyzer units move to home position
(Start position).

® Status monitor

> When the analyzer is initializing, indicates [INITI.

4 —

Analyzer initialization completes.

® Status monitor

» Indicates [READY] after initialization.

Analyzer status stays stand-by (Ready).
> All of the analyzer units stay at home position (Start
position).
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3.2.4 Measurement condition (Item parameter) setting

» For measurement setting (Item parameter) follows the procedure steps.

> Please refer to Chapter 4, 4.6 Item screen of the other Item screen (except Optical

screen).

0P @@! ormne | — |

Ma\‘n Item No. : 1 - Item Name : Item001
Data Inform Aspiration Volume Reference Ir -
Order Units T Type  Double - [ Mele | Femole | T ®
o
Decimals Sample | Reagentl | Reagent2 Auto Re
Result ® v | 2 | 140 | 20 | — | righ
Analysis Bottle (mL) 25 13 | Panic Range Re wu: Dil. | Re Valu‘a Dil
= Method END method C W
(-AL Main-WL 480nm — al:lgh 2 di (Abs.) B D
Auto Rerun Condition (Abs..
QC Sub-WL g ([ o ol
_Start | En Decision limit Lower CON © OFF
Reagent Correlation (¥ = AX + B) i ';:‘_“: 50 5 @ - Male Female R GO o
;\g;le\t - Auto Rerun Condition (Prozone)
Item (_® -3 to == il | CON ® OFF
. L vanus Collection value j: Savple oL
Maint. @ water © Reagent End Point Limit 3 3 =
. Reaction Check Dilution
i ity Chek 10 2 ooN @ OFF @ DILL O pIL2
Tope ol Prozone Check ik @
Factor 10000  [son | End [Lmic(e
Fst| | Low l —
Second| | High
System O'High  Minimum Abs. VL Check VH Check =
Exit Variate
Item screen — Optical Item screen
Step Button & Screen Operation & Display
1 ©) Item Click “Item” button.
2 (PC screen) Item screen is shown.
Optical Item
ISE (Na,K,CL)
3 @ HbAlc Select the measurement Item button.
Calculation Item
Other
4 (PC screen) Selected Item screen is shown.
5 | @ Item No. v Select Item number.
Select or Input the measurement parameter.
» In case of optical screen, following selection and
inputting are essential.
(Input measurement | - Item name * Specimen
6 |@ . . .
conditions) * Data Information + Analysis
* Correlation * Blank value
+ Calibration - Aspiration volume
» Data process - K factor
7 |® Save Measurement settings are stored.
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3.2.5 Reagent bottle position setting

»  When using the reagent barcode, please refer to “Reagent barcode manual”.

»  Please refer to Chapter 4, 4.6 Reagent screen for details.

» Reagent bottle setting in “Reagent Setting” screen follows the procedure steps.

Main
Order
Result

CAL

QC

Reagent

Item

Maint.

Reagent

32 133]

ananan

v
‘ 1106
an

| &
|

12
|

|18
|

124
|

130
|

136
|

System
Reagent screen - Reagent Setting screen
Step Button & Screen Operation & Display

1 @) Reagent Click “Reagent” button.

2 (PC screen) Reagent screen is shown.

3 @ Reagent setting Click “Reagent Settings” button.

4 (PC screen) “Reagent Settings” screen is shown.

Round v Setting of “Reagent round”.
ound name : ;
5 ©) » Click E button, and select the round number.
(Round name) p N
Input “Round name”.

Setting of reagent bottle position.

5 @ (1 ~ 36) > (@ Select bottle position number from 1~ 36.

® (Item name) ( Back color of selected column turns to blue)

> (® Select the Item name from right side list.
Confirm the bottle position.

7 @ (1~36) » Display the Item name at lower part for each 1~36

bottle positions.
8 ® Save Bottle settings are stored.
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3.2.6 Reagent bottle setting

» Please refer to Chapter 4, 4.6 Reagent screen for details.

» Reagent bottle setting in “Bottle Info” screen follows the procedure steps.

Reagent 0]0) OFFLINE | — |

Main Round Name: 2 - 22222 Bottle Info. Reagent Settings | @
Pos. Item No. T n Bottle Ri R2 Exp.Date Exp. D = =
Order I 1 0 1
Result j ©
Y
QC ; ‘ | ‘
Reagent [P ® _ @
Item 13
Maint. [
System l l
Reagent screen — Bottle Info screen
Step Button & Screen Operation & Display
1 ) Reagent Click “Reagent” button.
2 (PC screen) Reagent screen is shown.
3 ® Bottle Info. Click “Bottle Info” button.
4 (PC screen) Bottle Info screen is shown.
Round name :
Select “Reagent round”.
5 ® v .
»  Select the bottle setting round.
(Round name)
6 @ (1~36) Confirmation of the reagent bottle position and setting.
» Reagent tray, position and Item name etc..
7 — Set the reagent bottle which is confirmed in step 6.
Set the reagent remaining.
Reagent remain is updated automatically by calculation of
measurement condition.
Fill =Residual test number are renewed automatically.
8 ® - Click after Item selection.
Fill All Fill All=All reagents are renewed automatically.
> Incaseof “Level sensor” setting, reagent remain is
updated by reagent probe movement.
9 ® Save Reagent bottle setting (Reagent residual volume) is stored.
3-10
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3.2.7 Calibration setting (Standard sample position, concentration)
> Input calibration measurement condition (Standard sample position,
concentration) in "CAL -Calib . Settings” screen.
»  Setting of the ISE Items are unnecessary. Tray and standard positions are fixed.

Main Round : Roundl Specimen : Serum | Past results
Order : “::Q;‘ Bik.Ord, Order T: :qn: :wm:on.caubrawz Calibrator3 H\IVMON.CHIUBKD"S Calibrators  Calibrator7  Calibrators Lot No., ’iﬂﬁl H
Result A= i L2 el
Calib.
N o ® -
il -
Reagent EI
Item D
Maint. E}
]
i L
-
200) 300
CAL screen
> Display of Calibration setting screen follows 1-4 steps.
Step Button & Screen Operation & Display
1 ® CAL Click “CAL” button.
2 (PC screen) CAL screen is shown.
3 ®@ Calib. settings Click “Calib. settings” button.
4 (PC screen) CAL-Calib. settings screen is shown.

Main

Order

Result

Reagent
Item

Maint.

System

Exit

Item Specimen

T
Urine

Plasma

CSF

Dialysis

Others

2 [ltem002 -
3 TtemD03 v
4 Item004
5 |Clot22uL
& |Clot23u
7 Clot24u
8 |Clot25u
9 [Clot21u

/10
/10
12/10 -

@cns and

Blank i
Calibratori
Calibrator2
Calibrator3
Calibrator4
Calibrator5
Calibrator6
Calibrator?
Calibrator8

concentrations of Calibrators
Position \ Asp. \ Conc.
-3 - 0

®

Absorbance range of blank sample.
Abs. |

Low 0 @
_High 3

_)
©_)

CAL-Calib. Settings screen
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» Setting of Calibration measurement in Calib. Settings screen follows the procedure

steps.
Step Button & Screen Operation & Display
5 ® Item name Select “Item name”.
6 ® Specimen: v Select “Specimen”.
Select using calibration tray for measurement.
7 ® Tray : ) .
» ISE calibration tray is fixed to C1.
Setting of calibrator position and concentration.
In C] box > ISE calibrator positions are fixed.
8 ® »  Position Setting of calibration measurement.
> Asp. » Select position of “Blank” and “Standard sample”
» Conc. » Select repetition number.
» Input concentration of blank and standard sample.
In C] box Setting of calibration blank sample Abs. range.
» Lower limit Abs. | » Input lower limit Abs. for blank sample.
9 @ » Upper limit Abs. | » Input upper limit Abs. for blank sample.
When blank sample is out of range, error displays.
No check if the setting is zero.
10 Save Calibration setting is stored.
. Close the Calib. Settings screen and return to CAL
1 | ©® Exit
screen.
3-12
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3.2.8 Calibration order entry

» Calibration order entry in “CAL” screen follows the procedure steps.

® @ @ | OFFLINE |

Y EL Round : Roundi Specimen : Serum "] Past results
Orde'_ N: l'.:::;v;l Blk.Ord. Or'tiel'1 “:' Tm: -Cnllhrnwi Calibrator2 Calibrotor3  Colibratord  CalibratorS  Calibratort  Calibrotor?  Calibrotor Lot No. :
Result 2 | Item002 Q 133 E} .
CAL <—® |:|
£
Reagent %
Item ‘:‘
Maint. 1 _ | | . ";{
adl — ——— =
T e @ I | =
) Order | Na | K } a Blank Order | General Order
ISE 1.00 2.00 3.00
=T ew
CAL screen
Step Button & Screen Operation & Display
1 @ CAL Click “CAL” button.
2 (PC screen) CAL screen is shown.
3 | @ Specimen : V¥ Select “Specimen”.
Order entry of calibration by Item selection.
»  Order status turns to blue for blank order or dark
blue for general calibration.
Blank order CI Check the box 4 for each Item.
® Ord O » Blank Order=0Order entry of blank sample only.
rder
» Order = Order entry of blank and standard sample.
4 @ Blank order O Click Blank Order or [Order] button, and select "Profile
Order O name” or [Select Alll.
» Blank Order=0Order entry of blank sample only.
»  Order = Order entry of blank and standard sample.
® In C] box Select profile Items.
( Profile name)
® Select Al Select all the displayed Items.
5 @ Save Calibration order entry is stored.

Downloaded from www.Manualslib.com manuals search engine

3-13



http://www.manualslib.com/

3.2.9 Calibration sample setting (Blank, Standard) and measurement

»  Calibration blank and standard sample setting and measurement follows the
procedure steps. For ISE item, refer to Chapter 3, 3.2.10 ISE calibration sample

setting and measurement.

Main

Order
Result
CAL
QC
Reagent
Item

Maint.

System

Exit

Round : Roundl Specimen : Serum ¥ (_@ Il Past results
D, Ttem BlkOrd. Order  Tray Blank  Callbratorl Calibrator? Calibrstord  Calibratord CalbratorS  Calibrator  Calibrstor?  Calibratord. Lot No. Graph
P [ \_Y_UJ 2

| 3
2 Ttem002 «Q

4 Ttemood

N

[ [

Blank Order Ganeral Order
I O D

Cal Data

Save
Calib.
Settings

®

Main

Order
Result
CAL
QC

Reagent

Item

Main

Order

Result
CAL
QC
Reagent
Item

Maint.

System

Exit

). Do ] &)
L

@ oroered
. Running

. Completed
O Reordering
Qo

CAL screen

A

—®

Sample ID Item

i

&2/

()

=

3
-
s
6

Rl

Order info. Reagent ir 0.

[ra

™

™

Sample ID

ult
Ttem

Patient Result

(*I‘)‘

Sample 1D Ttem

‘I [Prree 0

Item

3-14
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Chapter 3

Step Button & Screen Operation & Display
1 @ CAL Click “CAL” button.
2 (PC screen) CAL screen is shown.
3 | (@ Specimen: v Select “Specimen”.
Confirmation of calibration order entry.
® > Blank order/Order » Order status turns to dark blue for blank and
standard sample or blue for blank sample in Item
box ¥.
4 | @ > Tray > Tray number.
In C] box » Measurement position and repetition number
upper parts from Blank to Standard 8 positions.
Upper parts Left side of hyphen shows measurement position.
Position-repetition Right side of hyphen shows repetition number.
5 | (® Main Click “Main” button.
6 (PC screen) Main screen is shown.
7 |(® CALtray Icon (Yellow) Click “CAL “ tray Icon.
8 (@  CAL tray Icon (Yellow) CAL tray screen is expanded.
Select tray number which selected in step 3 by
9 CAL tray I Yell o
ray Icon (Yellow) clicking E or E button.
»  Back color of ordered sample turns to blue in tray
position.
10 —
Set the blank and standard sample which confirmed
in step 4 on the tray.
11 |9 Start Click “Start” button.
12 — Starts the calibration measurement.
13 When the analyzer is running— Indicates [RUN]
Analyzer status monitor | After sampling stop —Indicates [S.STOP]
14 After calibration completed— Indicates [END]
Note:
»  When calibrate the different specimen, please order and save for each specimen.
All of the ordered specimen perform the calibration measurement.
»  When using the Item No.106 of HbAlc, please order both of Item No. 107 and 108 for

calibration measurement.
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3.2.10 ISE Calibration sample setting and measurement

» ISE calibration for plasma sample is unnecessary. Serum sample calibration is used.
» ISE calibration sample setting and measurement follows the procedure steps.

@ @ @ OFFLINE

Main Round : Roundl Specimen : Serum Y 1 Past results
el Item BlkOrd. Order  Tray Blank  Calibrater  Calibrator2 mm?r: Colibrators  CallbratorS  Calloratorts  Caliorator?  Caiibrators Lot ho.
Order 1 Itemoo1 @ B
Result 2 Itemooz =} LS @
N Teemo04
cAL I Q)
QC
| | Cal Data
Reagent I ] i i | i 1 | i I *{
Item
Maint. —
Blank Order General Order

= - - - -

CAL screen

exic

@ - _
Ma BOR@® o=l - | O

ult
©)
Q @ =) | sample 1D Iem  cye Sample 1D Ttem
Order () u [

2 |m

X B 5 |m
Result 7 w |

i) E N
cAL 2l El

QC 1
resgent [RNORONEETENIEC] — =
18

Item @@\?\G{? @@ ] — -
@ @ @ _ OFFLINE 0}

«Q

SE 26 Cycle Sample 1D Item Cycle mple ID Item
Order 3 © 1] T i i @
i 2 [ | n |m]
3 { 3 M
Result ] »
2 »
CAL 6 |Ri] 3
7 37 4
8 -SN‘. 38 i
QC 2 m »
I w0
u [ (a3
Reagent CAp [ I 2
nl| | I s
w s w
Item o ! #
“Q ) 16 % |2
Maint. z =
1 |8 T a9
. Ordered ] BoA
2 5
. Running 2 52 |
. Completed : 7 : 1
OReordering E] = 0
m ]
System . Error 7| e
® s E]
: 2 o = [
Exit o 3 T T [ —— —

Main screen —CAL tray selection
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Chapter 3

Step

Button & Screen

Operation & Display

O) CAL

Click “CAL” button.

(PC screen)

CAL screen is shown.

® Specimen: v

Select “Specimen”.

©) In C] box

Confirmation of calibration order entry.
» Order status turns to blue.

@ Main

Click “Main” button.

(PC screen)

Main screen 1s shown.

® CAL tray Icon (Yellow)

Click “CAL “ tray Icon.

® CAL tray Icon (Yellow)

CAL tray screen is expanded.

© |00 |3 |O | Ot

@ CAL tray Icon (Yellow)

Select tray number C1 by clicking B or E button.

10

Set the Calibrator cup (250uL) on the tray.

»  Back color of ordered sample turns to blue in tray
position.

ISE calibration positions are fixed in program.

ISE C1= (for serum)  Calibrator A
ISE C2=(for serum) Calibrator B
ISE Ul=(for urine)  Urine calibrator 1.
ISE U2 = (for urine) Urine calibrator 2
ISE D = (for dialysis) Dialysis calibrator

11

Start

Click “Start” button.

12

Starts the calibration measurement.

13

14

® Analyzer status monitor

When the analyzer is running— Indicates [RUN]
After sampling stop— Indicates [S.STOP]

After calibration completed— Indicates [END]
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3.2.11

Calibration result confirmation

» Confirmation of Calibration result in CAL screen.
> Please refer to Chapter 4, 4.4 CAL screen for details.

Main Round : Round1 Specimen : Serum - (—@ Pl Pact results (_
i It ]t:mw:mz Order Bik.Ode. 1:: 5:2 S}zn?n;l s:;:;m ?SBV?:;M smnm@/a{mm Caltrator7  Calibrators 1 Lat o, :r*i -
Result - _:
s IR —
Qc — *_
Reagent ' —
| -
Item ' L
Maint. '
®
CAL screen
IREOT Item Name Order Blk.Odr. Tray Blank Standardl Standard2 Standard3  Standard4 = Sf
B1-3 51-3 52-3 53-3 54 -3
1 Item1 C1
0.0100 0.2100 0.4900 0.6000 0.7800
2015/03/05 0:01:00 0.0200 0.2100 0.4900 0.6000
2015/03/04 0:01:00 0.0000 0.2100 0.4900 0.6000 0.7800
CAL screen — Display of former Calibration results
Step Button & Screen Operation & Display
1 Q) CAL Click “CAL” button.
2 (PC screen) CAL screen is shown.
3 (@ Specimen: v Select “Specimen”.
Confirmation of calibration result.
Absorbance results
@ In C] box .
» The Absorbance value displays lower part from
Blank to Standard 1-8.
@ 00ld Data Former results
» Check the Old data box o, select the Item name.
Display result graph
® Graph .
3 » Display graph screen of selected Item.
ISE results
® InC] box » Display of latest results.
@ ISE graph » Display of graph or list of former results.
Display of calibration result for details.
» When ISE calibration result is out of graph, the
Cal Data . . . .
calibration is an error. Need to try re-calibration
measurement.
3-18
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» Please refer to Chapter 4, 4.4 CAL screen for calibration graph and results.

Order
Result
CAL
Q.G
Reagent
Item

Maint.

System

Exit

Order
Result

CAL

Maint.

System

Exit

rder
Result

CAL

Reagent
Item

Maint.

System

Exit

Item : 1 - Tteml
Specimen: Serum -
Lot No.
Date : 2015/03/06
Type : Spline =]
o
T
Standard Conc. Abs.

Blank | ] 0.0100 0

1 | 5 0.2100

2 10 0.4000

R 0.6000 i /

4 25 0.7800

5 |

6

7|

E
Abs. Conc.

65 v 185

| e |

ninde>

-

o v e

Value
57.37
59.37
62.37
66.37
69.37
57.37
58.37

nninde

o | (A w i

value
57.79
58.79
61.79
57.79
57.79
59.79
63.79

cl

ninde:
2

70 B0 S0 100 10 120 130 40 150 60 170 180 190

LI AN

value
24.1
25
28.1
321
351
381
42.1

Specimen Lot No Tray Pos Result Cal. Error © Date / Time Result
| 2015/11/1018:31:28 | -0.0003
2015/11/10 18:31:54 | Alc HbAlc | | e 2015/11/1018:31:41 | -0.0002
2015/11/10 18:31:14 102A1c HbAlc cL 2015/11/10 18:31:54 -0.0004
2015/11/10 18:30:34 101Hb HbAle c1 |
2015/11/10 18:29:54 Ttem10 Plasma c1
2015/11/10 18:29:14 Item® Plasma c1 |
2015/11/10 18:28:34 Items Plasma o
| 2015/11/1018:27:54 | Ttem7 | Plosma | L I
| 201 ¥/13/10 18:27:14 T=me Fems | cr
2015/11/10 18:26:34 Items Plasma cL |
2015/11/10 18:25:54 Ttem4 Plasma cL
2015/11/10 18:25:14 Item3 Ha%ma | ET Mean | -p.0003
2015/11/10 18:24:34 | Item2 Plasma | ct cv | 4516
2015/11/10 18:23:41 Item! Plasma | e MAX | -0.0002
2015/11/10 18:07:51 102A1c HbA1c C1 MIN -0.0004
2015/11/10 18:07:11 | 102Alc HbALe | [ e
2015/11/10 18:05:11 102A1¢ HbA1c c1
2015/11/10 18:04:31 101Hb HbAlc c1
2015/11/10 18:03:51 | 101Hb HbAle c1
2015/11/10 18:03:11 101Hb HbAle L Print
2015/11/10 18:02:31 Item10 Plasma [k
2015/11/10 18:01:51 Item10 Plasma = = Bxit
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3.2.12 QC measurement condition setting (Control setting)

> Setting of QC measurement (QC sample name, measurement position, mean) follows

» Please refer to Chapter 4, 4.5 QC screen for details.

OR Q@@ orune | —

:% B B-o
=@

the procedure steps.

Main
Order
Result

CAL
Qc
Reagent

Item

Control Name £l

- Control01

D EET G G — (2)

: Serum

Lot No.

: BBB

(—@ Specimen
A

Exp. Date

;B 201

05. 1

Q1 - -

11

Pos.2

POS.5

=

Pos.3

P0s.6

Q)

Item
Item001
Itern002
Item003
Item004

Profile Mean

SD

Min

Max

10.000
10.00

10

5.000
5.00

0.000
0.00
0.0

20.000
20.00
20.0
20

Maint.

System

Exit

Clot22ul.
Clot23ul.
Clot24ul
Clot25ul.
Clot21ul
0/10
1/10

——

4/10
k

5/10

J

— -

6/10

QC screen—Controls Settings screen

Step Button & Screen Operation & Display
1 @ QC Click “QC” button.
2 (PC screen) QC screen is shown.
3 @ Control settings Click “Control Settings” button.
4 (PC screen) Control settings screen is shown.
5 @ Control name: V¥ Select Item number and input control name.
Setting or input of QC measurement.

(@) Specimen: v Select “Specimen”.

G Lot No. Input Lot number of QC sample.

® Exp. date:l] v Check the box || when input the expire date.

xp. date:
P - Select QC sample expire date in calendar date.

6 Pos1: Vv -V Select QC sample tray and position.

@ ~ » Left side of hyphen shows sample tray.

Pos6:V -V Right side of hyphen shows sample position.
Setting of QC sample profile.
Profile] » Check the box to setting the QC profile order.
(Ordered sample turns to blue.)
) Input control values (Mean, SD, Max and Min).
M SD, Min, M T

©  Mean, SD, Min, Max » Min and MAX+2SD are calculated automatically.

. Delete QC sample setting (profile) is deleted.
Save QC sample setting is stored.
3-20
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3.2.13 QC sample order entry

» Order entry of QC samplein “Order QC” screen follows the procedure steps.

@®@ORP®Q@® oFme |~

o— @I oL
Round :Roundt € ’ I
ord c Lo
iy Control  : Control01 4) t As”el:;cn A:I:\lg};rm
Result Position : Q1 -11 (—(5) - ﬁpﬂz
Repeat :1 (—(?) I ) I [
CAL Barol . 004
ple Status : Clear
Qc Ordering Status: Order

T
@

[alc081

Maint.
“2)ar)
)
System \_ )
o Q-
QC screen— Order QC screen
Step Button & Screen Operation & Display
1 @ QC Click “QC” button.
2 (PC screen) QC screen i1s shown.
3 |1 ® Order QC Click “Order QC” button.
4 (PC screen) Order QC screen is shown.
Select QC sample measurement Item.
® Control: v Select QC sample name.
@ Position : v Sele(.:t.measurement position (Sample tray— sample
posmon).
5 ® #of Asp: v Select repetition number.
InC] box Conﬁrma.tion of.order entry. .
® (Ttom name) »  Profile setting Items are ordered automatically.
»  Back color of ordered Item turns to blue.
6 @ Order Order entry of QC sample measurement.
» After order entry, display next “Order QC” screen
automatically.
» When continue the order, follows the step 5 to 6.
Sample states C?nﬁrmatio? of Q(’J’ sample order entry
. Display the “Order”.
® E B When order the multiple QC samples, confirm the order
by clicking E or E button.

Downloaded from www.Manualslib.com manuals search engine

3-21



http://www.manualslib.com/

3.2.14 QC sample setting and measurement

» QC sample setting on the sample tray and measurement follows the procedure steps

Control

: Control01 — §=

Result Position  : Q1 -11 Item002
CAL Sample Status : Clear k‘&
Ordering Status: Order N _(3) 15E

Qc

T
@

Maint.

=

) 26
0010025
Qo010 %

System

Exit

Calc081

: All Item All Item
Select Clear

@—

QC screen— Order QC screen

Step Button & Screen Operation & Display
1 ) QC Click “QC” button.
2 (PC screen)) QC screen is shown.
3 ) Order QC Click “Order QC” button.
4 (PC screen) Order QC screen is shown.
Confirmation of QC sample order entry.
©) In C] box
Sample state : » Display “Order”.
»  Confirm of all the order entry by clicking ]ZI or
E button.
@ In C] box
5 Control : v » QC sample name.
Position : v » Measurement position.
Left side of hyphen shows sample tray.
Right side of hyphen shows sample position.
#ofAsp: __ V¥ » Repetition number.
Select tray Icon which confirmed in step 5.
Patient tray=Gray
Tray I
6 1®© ay feott Calibration tray=Yellow
QC sample tray=Pink
3-22

Downloaded from www.Manualslib.com manuals search engine



http://www.manualslib.com/

Operator’s Manual

Chapter 3

Step Button & Screen Operation & Display
Select tray number which confirmed in step 5 by
clicking E or E button.
7 | ® Tray Icon [« | [»] Patient tray=1~50
Calibration tray=C1~C6
QC sample tray=Q1~Q3
»  Back color of ordered sample turns to blue in
g B tray position.
Set the QC sample which confirmed in step 5 on the
tray.
9 @ QC Start Click “QC Start” button.
10 — Starts the QC sample measurement.
1 When the analyzer is running— Indicates [RUN]
. After sampling stop— Indicates [S.STOP]
Analyzer status monitor
19 After QC sample measurement completed—
Indicates [END]
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3.2.15 QC sample result confirmation

QC sample results are shown in next screens.

» Current QC screen
» QC History screen

: Latest QC measurement result list is shown.
: QC measurement result graph and list are shown for each Items.

When QC result is out of range or error occurred, confirm the reagent and QC sample.

Rerun or recalibration is required if necessary.

[ 1. Current QC screen ]

> Latest QC measurement result is shown. QC result is reflected to the QC History.

» Rerun order of QC sample is possible in this screen.

T
Order
Result

CAL

QC
Reagent
Item

Maint.

System

Exit

Control Name : Control01

Lot No. : BBB Exp. Date

- N BN

Date/Time Rerun Item Paz. No.

Result

Unic « e )

\. S

QC screen-Current QC screen

» Confirmation of QC result in “Current QC screen” follows the procedure 1 to 7steps

» Rerun order of QC sample follows the procedure 8- 9 steps.

Step Button & Screen Operation & Display
1 © QC Click “QC” button.
2 (PC screen) QC screen is shown.
3 ® Current QC Click “Current QC” button.
4 (PC screen) Current QC screen is shown.
5 ® Control name: v Select QC sample name.
Confirmation of QC result
@ Item Item name
® Result Result value
6 ® Min, Max Result value which 1s within +2SD.
»  When result is out of =2SD, back color turns to
red.
Confirm no error within run.
@ (Error flag)C AB »  When error occurred, related box turns to red.
3-24
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»  Please refer to Chapter 6 for details.
Step Button & Screen Operation & Display
7 (Approve) The Approved result is reflected to QC History.

» Rerun order procedure of QC sample

Operation & Display

Step Button & screen

» When the QC result is out of range or error occurred, perform the reagent and QC
sample check include expire date. Rerun or Recalibration is required if necessary.

Select the Item for rerun order.
8 ©) Rerun
» The ordered Item turns to blue.
QC sample order and rerun order are registered.

» Rerun measurement of QC sample is same

@ Save procedure as patient sample.
Please refer to Chapter 3, 3,2,14 Patient sample

setting and measurement.

3-25
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[ 2. QC History screen

» QC results are shown by graph or list.

Two QC sample results are able to display for one Item.

Main

Item

1 Item00] |
Control01

Order

Control Name :

Lot No.

1 AAA

Result

—@
—®B

T Control Name : Control01

Lot No. 1 AAA

—@
—®)

Run Date

: 2016/04/20

CAL

Reagent
Item

Maint.

System

Exit

B 201:_5/_0@_/-:5@

Run Date : 2016/04/20 - to 2016

Test 0

Mean

S

QC screen- QC History screen (Graph)

Main

: Item001

Item

Order

Control Name : Control01

Result Lot No. 1 AAA

% m Control Name : Control01
E 1 AAA

Lot No.

Run Date 1 2016/04/20

CAL

* to 2016/04/20

Run Date 1 2016/04/20

* to 2016/04/20

Date / Time Result

QC

Reagent

Item

Maint.

System

Exit

Date / Time Result

Range Range

Exp. Exp.

QC History screen (List)

Step Button & Screen Operation & Display
1 @ QC Click “QC” button.
2 (PC screen)) QC screen is shown.
3 @) QC History Click “QC History” button.
4 (PC screen) QC History screen is shown.
5 ©) Item name: v Select Item name.
6 @  Control name: V¥ | Select QC sample name.
3-26
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Step Button & Screen Operation & Display
7 ® Lot No.: v Select QC sample Lot number.
8 ® Run date: v Select date.
9 @ In C]box Display of the QC history graph or list.
Display of the statistical results for each
10 In D)OX pray
sample.
11 ® or Select the graph or list.

» If the QC result is unstable which suspected systematic error or random error, the
analyzer needs to movement check and total maintenance include reagents and
sample.

»  When the graph display, Westgard check mark is attached at upper part. Please
refer to Chapter 4, 4.5.4 QC History screen for details.
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3.2.16 Patient sample order entry

The order entry of patient sample in “Order “ screen.

When position mode is selected, order entry of patient sample in “Order” screen follows the
procedure steps.

»  When barcode mode is selected, please refer to Chapter4, 4.2 Order screen.

(Patient sample order)

Main Tray No. @1 Pos. ¢ 1 Round(—e-@ Round1 Test Date : 2016/04/20 -
paTE ~~ ([ ) profile
O o Wy = o
Result Specimen : Serum = Ttem002
esult - |
car | D
QC Gender L-H1 [ ]L j
Date of Birth : 120 8-
Reagent Age . ® ISE L:Lj
Item Draw Date : O 2016/04/20 - p— @ L:[:
Draw Time : 0:00:00
Maint. Doctor @ ®
Section
— - Work List
L: Bw: 81
Sample Status : Clear (—(7) ate
Ordering Status: Order
System ©_., Order
2l OOO®® ~©®
Order screen
Step Button & Screen Operation & Display
1 Q) Order Click “Order” button.
2 - (PC screen) Order screen is shown.
Select measurement and sample information.
Tray No.: v Select sample tray. (Essential)
. Select sample position number. (Essential)
Pos.: v
» Select by E or E buttons.
#of Asp: v Select repetition number. (Essential)
Specimen: v Select specimen. (Essential)
Patient ID Input patient ID
Name
3 Gender: v
. (Patient ID input is necessary.)
Date of birth P y
©), Age
Draw date: v Select blood correcting date.
Draw time: v Select blood correcting time.
Doctor : v . . .
R (Patient ID input is necessary.)
Section : v
L/H/T Select serum information.
Comment Input comment.
3-28
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Step Button & Screen Operation & Display

) Click “Item select” button.
Item selection

4 @ o . > When sample dilution is required, select
Dilution selection

dilution button and dilution ratio.

Select Item name.

> Back color of selected Item turns to blue.

5 ® (Item name) o .
»  When sample dilution selected, display the
dilution ratio under the Item name.
® Order Displayed order entry screen is registered.
» Next order screen is shown automatically after
6 clicking of order entry button.
» When you continue the patient order, follow the
procedure 3 - 6 steps.
Confirmation of patient sample order entry
7 @ Sample state : » Display the “Order”.
<] [ > All the order entry by clicking [« | or [ »]

button.

> Please refer to Chapter 4, 4.2 “Order screen” for profile order and group order.

3-29
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3.2.17 Patient sample setting and measurement

» Patient sample order confirmation in “Order” screen before sample setting on the tray
follows the procedure 1-4 steps.
» Sample setting on the tray and measurement start follow the procedure 5-13 steps.

TrayNo. :1 - Pos. : 1 m@): Roundl Test Date : 2016/04/21 -

Barcode : 5 Profile

ITtem001
o - (o)
Specimen @ Serum - Itemo02
Patient ID : |

o C
Name H
Gender : & L-H-1 :}
Date of Birth : © 2016/04/21 G- 1 :]:]
Reagent e : IS -

Draw Date : O 2016/04/21 B

Item Calco81
Draw Time :| 0:00:00 | @ ®

Maint. Doctor

Section : & | I I
Work List
L : - H =L i
‘Comment :
sample Status : Clear (—@ | ! |

Ordering Status: Order
System | | | |
Sl QO o

Order screen

Main O Reacio o
< @ @ =
NG e (26 Cycle Sample ID Ttem Ttem
Order e \"'/(@@J@ =l
43 @r e 3
DN ET N GIO BN o T
= B
Result (5) ®0 ; P
B =
6 |m1 | T3 |
7 w |4
s Jsm )
s n B
0 w
3 = u | |a |3
Reagent —— 2 2
( St 1 4
u |9 “
Item z = ) ] [%
i A s X . 16 46 2
Maint. : w | L
s =
f/ 19 8 49
= w0 |1 @
. : ®-
2 =
ERE )
OCompleted = = |
OReordering 25 P I
26 56
System .Em’f z =
28 L3 58
. ) )
Exit = &

Main screen — Patient sample tray selection

Step Button & Screen Operation & Display
1 Q) Order Click “Order” button.
2 (PC screen)) Order screen is shown.

Sample state : Select “Order” status screen.

@
’ ) |ZI IEI Select screen by clicking IZI or E button.
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Step Button & Screen Operation & Display
® Tray: v Confirmation of patient sample order (Position)
4 Position : » Confirm the tray number and measurement
position.

5 ® Main Click “Main” button.

6 (PC screen) Main screen is shown.

7 ® Tray Icon Select “Patient tray (Gray) Icon”.
Select tray number which checked in step 4 by

8 @ Tray Icon .
clicking El or B button.
Confirmation of order status on the tray.
»  Back color of ordered position turns to blue.

9 — . .

{ When the analyzer is running =Green
Measurement completed=Orange

10 Set the patient sample which confirmed in step 4 on
the sample tray.

11 Start Starts the measurement.

19 When the analyzer is running— Indicates [RUN]

. After sampling stop— Indicates [S.STOP]
® Analyzer status monitor B

13 After patient sample measurement completed—

Indicates [END]
Note:

» Please be careful when dilution ratio is set 0.5, the sample is used two times volume.
»  For ISE Items

1)

2)

When measuring the urine sample, need to make six times dilution sample by

exclusive dilution solution manually. The analyzer can’t make a urine dilution

sample automatically.

When using the plasma sample, blood collection tube of Heparin Lithium is

recommended for anticoagulant.
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3.2.18 Patient result confirmation

Patient sample results are shown in next 4 screens.

»  Result screen : Patient results are shown for each sample.
» Result Log screen : Result list is shown.
» Patient Result screen : Results of measurement day are shown for each sample.
» Data List screen : Display of results, patient history and print out of patient
report. When using the data list (Patient report), patient
ID input in order screen is necessary.
[ 1. Result screen ]

> Display of each patient result.

» Please refer to Chapter 4, 4.3 Result screen.

H (—@L Test Date : 2016/03/28 3

Main TrayNo. :1 -+ Pos.
Barcode = &
Order Tremooz g/ -
Repeay/” : 10 f— P
® 3 ReSUlt Specifnen : Serum Itam002 ma/dL
Patieft ID : Teem00z mg/dL
CAL trem002 ma/dL
Nam Itemd02 ma/dL
Qc Gendpr Tremaoz mg/dL
Date pf Birth - Ao . ' ma || [
R v . o memooz 7 AC mg/dL
€agent et : P @ = -
DrawjDate  : i
Item = —
Dray]Time :
Maint. Doctdr i = —
K o ] . { | . S SN S - —
L H 1 ’
Comigent T - T =T
Sampl§Status : Ordering " | |
) Ordering Swtus; Qrder :
System I . 1 | B
: )
Exit [

Result screen

Step Button & Screen Operation & Display
1 Q) Result Click “Result” button.
2 (PC screen)) Result screen is shown.
3 Tray ¥ Position ¥ Select tray number and position number.

E E Select the screen by clicking IZI or E button.

©®

Ttem Confirmation of patient result
Result Item name.
4 @ Resul!: value. ' .
0C~D Reaction monitor screen displays for selected Item.
No error within run.
»  When error occurred, related box turns to red.

» Please refer to Chapter 6 .

3-32

Downloaded from www.Manualslib.com manuals search engine


http://www.manualslib.com/

Operator’s Manual

[ 2. Result Log screen ]

Chapter 3

> Display of Result Log list (Within last 3 months).
» Please refer to Chapter 4, 4.1 Main screen 1.Result log screen.

Order

Result

Reagent

Maint.

Sample Type

{ )
'I & ALL Patient [ Calibration = Control m@

1

| emoos

i Il Jo Ifa i |

ostazu

| | o | o | |

Add line

Sampie

Result Log screen

Step Button & Screen Operation & Display
1 | ® Icon Clickf& Icon.
2 (PC screen) Result Log screen is shown.
3 ) From ¥V to v Select the date.
4 ® Specimen: v Select “Specimen”.
5 @ Ttem When you display by Item, check the box of Item.
6 ® Search Click “Search” button.
(Result display) Confirmation of result

Ttem Item name.
7 ® Result Result value.

Error No error within run.

LR »  When error occurred, the error code is shown.

» Please refer to Chapter 6 .
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[ 3. Patient Result screen ]

» Results of measurement day display by each sample order.
>  Please refer to Chapter 4, 4.1 Main screen14. Result screen.

@ @ @ OFFLINE

f f:
oy :: ““
S B
2 ] =
i = o=
= " -
-1 b oot
5 ik =
S =
[1=itwe ]
Main screen —Patient Result screen
Step Button & Screen Operation & Display
1 ©) Main Click “Main” button.
2 (PC screen) Main screen is shown.

Patient result

Click “Patient result” button.

(PC screen)

Patient result screen is shown.

(Result display)
® Item
4 Result
Error

Confirmation of the measurement result

Item name.

Result value.

No error within run.

> When error occurred, “*”(asterisk) is shown in
related column.
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[ 4. Data List screen ]

> When using the Data List (Patient report), the patient ID input in order screen is
necessary.

» Display of Results, Patient History and print out the Single Report.

Please refer to Chapter 4, 4.3.1 Data List screen.

Test Date : 2016/04/22 s

Y

Patient Name QROE0Inm QOE60nm TRID LOH
0.05
152
4.08
B84
19.41
36.71
70.34
3.87

Triay
H
1
H
+
1
1
1
1
1
1

sjelel oo 7
T

19.53

ENEE

Data list screen - Result screen

Patient Name | Patiant 10 = 00l

FRALANEE ARl TsaLT T R BT =
l ' i s oo TETE o oge PRSI eoge PUNT oo MUUT o PN o | I
[«
S T—— ——— - — — 'l
il i =n L ! ! 1! i 1 i 1
Fored " £m . i i - + . & - " LE !
| | vhi| | I |
o= " £m . i i - + . & - " ¥ !
o T S ] wal | I 1
B | =8 i i i i )
o | [ I 1 el | I |
e | =m e | Ll (L8]
L. 1 + L + + + + + + + L_
L] | ik | | | |
= | - ! E_ T .| |- 1 ! =]
L = [E ] -
-

L1 o

1 [

TTTOREE AR N RN R R AN VRN IR RS RN e i

Data list screen - Patient History screen

Tokyo Boeki Medisys Inc.

1-14-21, wigiitvtryiada, Fnt, Tolve, LO1-0042 JARAN

LR TR R T FITE | +R1-A1-SAT-T
nious 200
B
Bwin - Foa1
[T Rt T E R EURE L
H cres
WD 2010000 wnEs =&
WETEM  20remIIz LT8O
Lo =z LN
2046 Be wa 357 L
e e
] s [
= B O Magert —-
Sevewmty - on. -

Lrage

Data list screen — Printing of Single Report
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3.2.19

Inspection and maintenance at the end of operation

»  Please perform the following check and maintenance at the end of operation.

[ 1. Caution ]

>

A

Please read and secure the “Preface” in operation manual for “Safety
caution- Caution in operation” .

When you do the maintenance operation, wear protective globes, mask and
glasses to avoid the infection.

[ 2. Inspection and maintenance ]

»  Please refer to Chapter 5 Maintenance.

Step

Operation

Cleaning of cabinet and reaction cell cover.
» Remove the sample on the sample tray.
»  Wipe the spilled sample and reagent.

Cleaning of sample and reagent probes.

Empty the drainage reservoir.

» When you discard the waste, follow the instruction of related law.

» When analyzer is attached the ISE unit, add the following inspections and

maintenance.
4 Cleaning of ISE sample pot.
5 Perform the ISE Wash.
5 Empty the ISE drainage tank.
»  When you discard the ISE waste, follow the instruction of related law.
. Check the residual Calibrator 1.

» Replace the Calibrator 1 if necessary.
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3.2.20 Shutdown

»  Please refer to Chapter 4, 4.10 “Exit” screen when perform the shutdown for automatic
start up and after automatic maintenance.

Main

Order

Patient Re ult T

3

Reagent infi ..

@mg D

] e

‘sample ID rem  cyde
3 [Re
2 |m
33 [ M

Result
CAL
(0])
Reagent
Item

Maint.

@ Completed
O Reordering
. Error

@

System

Exit

. =

Close the application?

‘ Automatic Start Up settings ‘

H Cancel |

Main screen

Step Button & Screen Operation & Display
Click system power switch Icon.
1 ® m Icon > Analyzer system power turns off.
The Icon is inactive when running the analyzer.
Anal tat
2 ® na 'yzer SIS 1 > Confirmation of the indication [OFF LINEL.
monitor
Temperature . T
3 ® mper ur. > Confirmation of the indication [---].
control monitor
4 @ Exit Click “Exit” button.
5 ® (PC screen) Popup dialog “Exit” screen is shown.
6 ® End Select “End”.
7 — Turn off the system program.
8 — Turn off the PC power switch.
9 Turn off the analyzer main power switch.
» The main power switch is left rear side.
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Chapter 4

Explanation of each screen and operating condition

4.1 MaAII SCIBEIM . ..ccieiiiiiiiiiiiiieieeec ettt eee e ee e et e ee e e ee e e ee e e eeeseeeeaeesaeesaeeeaeeeaaeseaesaaeesaeesaeeanaeens 4
4.1.1 The content of Main SCIEEIL.........ccccvvieiieeeceiiiiiieeeeereeeieireteeeeereeesasssesssessseessssssssssesssasann 4
1. ReSUIL LLOZ SCIEIM ......ueiiiiiieei ettt ettt te e e e ee e e e nee e e e e e e se e e asaataaeaessesessnsssaeaaanaennn 7

2. EITOF LISt SCIEEI ....ueieiiiieiieccett ettt e e e eter e e e e s ee e sentaeeeessessassssassaeasssasnnssns 9

8. HElP SCIEOIN... ..t e e re e s e e e e s e e s s e e e s e e s e s e e s s e e e se e s s e e e s e e e s e e e s e e e s e e s saeeaaeanans 10
4. LA SCIEEI ..ccciiiiiiiiiiiiiiiiiiccceccccceeeeeceeeeeeeeeee e e e e e e e e e e e e e eeesseeseeesanesanesaeesaeesanesaeassaasaaasaaaes 11

5. TANK @ITOT SCIEEI ..eceiiiiiieciieirieeeeeeeeeiitteeeeeeeeaeetetaeeeeeseaessssstsaassssassnsssssssaeesssasnnnssnnes 12

6. Analyzer status monitor, temperature control status monitor and System power
SWILCH..eeiiiiirreiiirre et e e e s e e e sessnreesessnneesessnneesesnnnesesraneseseranenassrranenesnanensssrane 13

7. Operation control button. (Start, QC start, Ready, Stop) .......ccccererererresrereersesrereennes 14
8. Sample tray MONItOr SCIEEM . .....cciieeecererrieeeeeeeeeriierreeeeeeeeeessssreseeeeeseesssssssssaesesessssssnnes 15

9. ST AT DULLOM ceeeeieiitie ettt e e e e ee e e e et e e e e e e see s araaaeaseseeessssessaasanaasanns 16
10, Add SAMPIE....ceeeeeerieeriirrrreieeriersssrerrreeereesssssrasrseeesessssssssssneessesssssssassneesssssssersrasnnnessees 17
11. Reagent tray mMONItOr SCIEEM ... .uuuueurueerreerreerrerireeireriresirssersstssmsrsrssssssssmsmsmsrsmsrsmnnsnn.. 18
12. Order information SCIEEMN . .....cccceeiiuirreeeeeeeeeiiirreeeeeeeeeeessssseaseseeesessssssassassessasssssssssneas 19
13. Reaction information SCIEEM ............ueeeiieeeeeiiiiriireeeieeeiiitrreeeeseeeserrrreeseasessessnssssesaeas 20
14. Reagent information SCIEEM .......ccccuvereeereerririerereeeriessssrsreeneeesiesssssssssseesessessessrassnnesses 21
15. Patient reSult SCIEEI ... .uuiuuuiieuiieeiieiiieeiieeiieriietiierirertrerirertrsr.rer.r—r.rer..ar.isr.ren....—.——————— 22
4.2  Order (Patient sample order entry) SCTEEM.........c.cevvererrerereerierereesessesesesesesesessessesesnens 23
4.2.1 The contents of OTder SCIEEM ...........ueeiieeeieeiiiiiereeeieeeieietrteeeeeeereerarreeeeeeeesesssssssesaeas 23
1. Test condition input and diSPlay.......cceeeeeeeeeeemiemmiemmeeeeeieeeeeeeereeeeeeaeeeaneereea————————————— 24

2. Sample information (Patient information) input and display..........cceceereeerrerrenuensen 26
3. Test item display and SEleCtion .....ccciieiiiiiiieiiiciiiceiiccerreeereetreeere e s re e e reesseeeseeeseesseesseesnans 29
4. Profile list display and SEleCtion .........cccccuuiiieiiieeieiiiiiiieeeeeecccierre e e e eeeeearrreeeeeeeeeaes 30
5.  Order setting (Group order) DULLOIL ......ccveevvreeireeerirniereieieeeeeeesseenessesseesesseessesnees 31
6.  WOIK LiSt SCIrEEM...cccciiiiiiiiiiiiiiiccccccceeeceeeeeeeeeeeeereeeeeeee et ee e ee e e e e e e e e s e esaeesaeseasasaaasaaaes 32
7. Order screen switChing DULLON.......ccuviiiiiiiiecciireieee e aeree e e e e e seeeassnnes 34
4.8 REBUIL SCIEEI ....euvriiieiiiiiiiiiiieee e eececeitte e e e e e e etraeeeeeese s eassaeasaeesaessnnssasasasssesassnsssanasaens 35
4.3.1 Result screen diSplay CONTENTS.........uuueruerreerrreerrerrrerrnrerererererererrrersrersrerrrssrsassssssssssnnes 35
1. Test results condition diSplay........cc.eeeeeeeieeeirenireeiiiiuiiieiiieiiieriie———.——————————————— 36

2. Result and sample information (patient information) display ..........cceceeerreruerrenneneen 37
3. Test results display, Rerun order, Reaction monitor screen display button.............. 39
N I - - N T RPN 40

5. Test result screen switching BUtton .......ccoeeeiiiiiiiiiiiiiiciirciiirccccccrccreecrcerrcce e 48
4.4 Calibration SCIEEM.....cccccccceiieriieeeieeeciiiteeeeeeeeeeerrttereeeeeeeeessssaeesaeeessessssssssasesssesssnsssssanens 49
4.4.1 The contens Of CAL SCIEEM ......cccccuuiireeieeeeeeiiirieteeeteeeeeiittreeeeseeesesssassssesaeessessssssssassens 49
6. CAL screen -Item Order, TESUILS ....ccvvueurririiierrereeirieeereerreeeeieeerererrseseeieeerersnaseseessens 50
T. CAL SCreen — Graph SCIEEM .......cccvceerrrverrrreeireerrsrrrrereeeesiesssssnseseressiessssssnsessesssessssssnnes 51
8.  Calibration OFAET ......ccccccceciiuiiieeeeeeeceittreeeeeeeeeestnreeeeeeeeeessssstesasessesesssssssssaesesesssnssnnes 52
9. Calib. SEttINGS SCIEEM c......uuuiieiiieeeeieeceiittteeeeeeeeeesereeeeeeeseeessssresaeeeesesesssssssseesesesssssnnes 53
10. Cal DAta SCIEEI ....cccceuuurerrieeiieeeiirerereeereesssrerereeesesssssssereeresesesssssssensneseresssssrennneeenes 54
11. ISE CAL screen - Order and result display.........cccceeeeieireeciiinneciieeeecceeeeeceeeeeeeees 56
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12. ISE Graph SCIEEIM ...ccceiiiiiiicciitiiieeeeeecccestereteeeeeeecestateeeeeeeeeesssssssasesseeeessssssssaeessesssnssnns 57

13. Calibration profile, Order all and cancel button ........ccccceeevveeiieiiieiiieiiieiiieiiieeieeeeeeenn. 58

4.5 QO BCIEEOM..uciiieiieeiitieieeeeeeeeerteteeeeeeeeeretataeeeeeeaeeessatasaeesesaaesssntasaeesesasassrtaaanesesasnssntes 59
4.5.1 QC SCreemn CONTENES .uieieecuieieeiiriieeeaiieeeeeiiteeeesiteeeessssseaassssssasssssssasssssssasssssssassssassassssnes 59
4.5.2 Order QO SCIEEM ....ccceeiiieieieeeeececciiitreeeeeeeeeeesttateeeeeeeeeesssssaaseeseessssnssssssssessessssssnsaans 60
4.5.3 Current QC SCIEEM ...........uuuiiiieeiiiecciiteeeee e eeeecrireeeeeeeeeeeeaaraaaeeeeseseessssaaaseesssesssssseasanns 62
4.5.4 QO HiSLOTY SCIEEM........cuuetieriieeeeiieeiiitteeeeeeeeeeeetrateeeseeseeesnssstsaesesssesssssssssssesnsasssssssssans 64
4.5.5 Control settings screen (QC sample setting SCreen) ........ccccceceeeereeeieeereeeeeeesseesseens 67
4.6 ReAZENT SCTEEIL ..cvuveviieriieriieriieriieiiieiuiitutistirratrae.r——————————————..———.en..n..tmn..n...n....n...—...-...o—..o.. 69
4.6.1 Reagent SCIEEIL......ccccciiiiiiiiiiiiiiiiiiieiiieeiieeiieesseesseesseessaeeseeessaessasssasssasssasssasssasssasssassnas 69
4.6.2 Bottle Info. screen (Reagent bottle information SCreen) ..........ccccevveeeevveeerveesruneenns 70
4.6.3 Reagent settings screen (Reagent bottle setting screen) ..........ccccoveeeieeicieecieenns 72
AT TEOIN SCIEEIL..cceeiireeereireiieeeireeeeiurnteeeeeereeesassnteeaeessasesassntesaeeessesssssnmesanesssessassntesanesssessssnnes 74
4.7.1 Ttem SCreen CONTENES....cccocueeiiieiireeieeeeee e reereeee et e s s eeereeeeee s s e aneneeeseesssensnasenananns 74
4.7T.2 OPTICAL SCIEEIL ceeeeeeeeeeiieeieeeiieeiieeireeeieeeireeeeeeereesseesseessesssasessesssesssesssesssesssesssesssesssasssessss 75
Condition setting of concentration result transforms to qualitative result. ................. 78
4.7.3 ISE SCIEOM.....uuiiiieeiriiieeeiiiieee ittt eeeiteeeesstteeesstseaesssesesessstsesesssesesssssesesssssssessssssaeassnes 80
4.7.4 HDALC SCIEEIL ...eeeeriiieieiiiieeeiitieereeiteeeeeiteeaeesstseaesssssasassssssasssssssassssssasssssssasassrsssasannn 82
1. HbAlc screen (For Latex reagent Item N0.101,102) .....c.ccceeveeeveierreeeereereereereeseenens 82

2. HbAlc screen (For enzymatic reagent Item N0.106).........ccoeverrveeieereeereeeenenennenene 86
4.7.5 Calculation SCIEEIN....ccccciriiieeiiriiieeeiiieeeeiiteeeeitreeesaseseaessssssaaasssssesasssesssssssssssassssssassnes 90
4.7.6 Other (Serun information, detergent, diluent, lysing solution screen) .................. 92
4.8  MAINEEINATICE ..couvriieeeririeeeiiteeeeiiteeraesrteeeasseeeessssesesessresssssssssssssssssssessssssssssssssssssssssssssse 95
VS N LY. P2 N0 11 =YY 4 NP PPPR SR 95
4.8.2 ISE CRS screen (ISE correlation measurenment) ...........c.coeeeerveseervenserssesseeeesseesnes 98
4.8.3 Auto gain screen INfOrmMAation .........cccccvvieeeeececeriiireieeeeeieceiinreeeeeeeseesssssssseeessessssssnnens 100
4.9 SYSLEIM SCIEEM .c.cccueieiiieeeeeeececttttteeeeeeeeietereeeeesaeeesasttaseaesseesssssssaseasesassssssssssaeessaasanses 101
4.9.1 SYStem DULLOIS ...eevveiireeerrerrrreeeeeieeersrereeeeeereessssreseeseeesessssssntesssesssesssssnsesseesssessrnssnnens 101
4.9.2 Maintenance LISt SCrEEMN......cccciieeiiiiiieeiiiiieeeiieeeeeiireeesstreeeeseseaessssesesesssesasessssssaanns 103
4.9.3 Reaction MONItOY SCIEEIL......cccceiiieiiieiiieiiieiiieiiieeieeeeeeeieeeeeeeeeeeeeeeeeeeeseeesseesseeseesssesseees 105
4.9.4 PrOfile SCIEEIL ...cccecuriiieeiiiieeeiitieeeeiteeeeeiteeeesiteeeessseeesesssreeesasssesessssresssssssessssssrsssnanns 107
4.9.5 Cell Blank SCrEeI.......ccievreerreriernrersreersssersesnesssresessnesssesssssssssnesssasessssssssnsessssesesnssssns 109
4.9.6 System Parameter SCreeN.......cccceccceciiiiieeieeeeceiitteeeeeeeeeceisteeeeeeseesssssssesseeessessssssnnens 111
4.9.7 Samlpe confirmatiOn SCIEEIL ......cceiiveiiieiiieiiieiiieiireeireeiieeeeieeeieeeieeerteerseereeereeerseesseeseees 115
4.9.8 Wash Settings screen (Carry over avoldance) ..........cceeeoveeenieeerseeenieeeessneensseeens 117
4.9.9 Reagent Barcode SCrEEM.......cccccvvvvvireiireiiiieiieeiiee e e sreesseesseessesesressiessressresssesseens 119
4.9.10 Manual Operation SCIEEIL ........cceeerrireeersirreeessiereessieseesssssssesssssssesssssssesssssnsesssssesess 120
L ST ettt e e e e s e er s e s et e e e s ba e s e e e et t e e e e bat e e e e ba e e e e s naeaeaenatas 122

2. STttt ettt e e ettt e e e s et e e e s sttt e e s s et t e e e st b a e e sttt e e s st ae e e st baaeenssaaeesassnaaenn 123

S 1 SRS 125

N 1 126

B RTM ettt et e e s ebe e e e s bae e e e s ar e e e e ae e e e e ae e e e s aa e e e s breaenenraaenanns 127

B RP. e ee e e e e e e e e e e e e e s bt e e e e e et e e e et e aae e aetaaaesnataaaanns 129

T RO ettt rrrere s sreere s s ssere e s s ssereesssssneesssssnesssessnessssssnnessssnsnesssessnesssennanssanns 130

NV L TP 131

9. M P e e e ee e e e ee st e e e e e e e e e e e e ae e b et e e e ettt aa et s aae et aaaanns 132

10, CWS ittt eeeete e eesrte e se s ree e e e e bee e s e e bat e ae s setsaesssassasssssesasasssasssanssesseesssessesssssses 133

11, CWDP ..iirccreercctrerccntrer i nres s nneeseennnesessnnnessesnnnessessnnessssssnesssssnanessssrenessssrannssssnanes 134

12, PWP .ttt ettt e et e e e s st s e e s s et e e s s et s e e s s st s e e s s astaeesabaaeesnasbaeessassnesannasen 135
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18, DIP ittt e et e e e st e a e e s bt a e e s et b a e e e et ba e e e e bbb e e e e bbbt e e aebbaee e et baaeanasbnaeenn 136

1 I N =Y o F OO SUPUR 137
18, LLeVEL e et e e e e ab e e e e e e e e e bbb e e e e ae e e e arabbaaaaaeesaannrarraaaas 138
16, ISE..iiiiiiiiiiieiiiieieciiie e e sttt ee s satt e e e s satta e e s sabtaeeseabtaeeassbaeeaesbaeeeasasbaeeanasbaeesasbaeeanassaaeenn 139
4.9.11 TemPETAtUTE SCIEEIN.......uuuuuurruerrunrrnasisnsssnssensenssenssensssnsssnsssnsssnsssnsssnsssnsssnsssnsssnssanssnnen 141
4.9.12 InitialiZAtion SCIEEM ......uuiiieiiieeieiiiiieeeeeeeeesirrreeeeeeeeeeartreeeeesesessssrssanasssesssesssessnasens 143
4.9.13 Authority Settings SCIEEIN ......cccccuuriiieiieeeeeciiiieteeeeeeeecrrreeee e e e e s rrrraeeeeeesssesssssnnees 144
4.9.14 VEISION SCIEEIL ...uuuuuuuruuruuarrunsssnsusasssnsssnsssssssnsssssssnssssssssssssssssssssssssnsssssssssssnssssssnnsnnnsnnn 145
4.9.15 LLOZ 111 SCTEEIL ....uuvuuuuruuaruuaruuasiunsssnsssnsssnsssssssssssssssnsssssssnsssssssnssnsssnsssssssssssnssssnssnnnsnnnsnnn 146
25 I 54 =T =Y =3 o RO PSPPI 147
4.10.7 EXIt DULLOM «.evviiieiiieciiiee ettt ee e erre e e e e e e s e rera e e e e s e e e s arabaaaaaeaesnnnnnssaaaens 147
4.10.2 Setup schedule Start SCIEEI ........cccviieiieeeieciiiiieeeeeeeeeecirreeeeeeeesrresreeeseeesesssnssnssens 148
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V1.00

[4.1 Main screen ]

The following informations are shown in Main screen.

4.1.1 The content of Main screen

Main
Order
Result

CAL
QC
Reagent

Item

Maint.

Ordered
Running

) Completed

System ‘ : y -

Exit

DPO20® ® ® @

l
@@@@@pFFLINE |

@ Main screen
® : Result log screen is open.
© @ : Error list screen is open.
® : Help screen is open.
@ @ : When lamp is ON, turns to yellow.

Display of remain time of lamp life.
® : When tank error occurred, turns to red.

Displays of the analyzer status monitor.
®[Analyzer status monitor]
@ [Temperature control status monitor]

: Indicates the analyzer status.
: Indicates the reaction tray
temperature control status.

: System power switch.
©® Condition setting and operation button.

Main : Main screen

Order : Patient sample order entry screen

Result . Test result screen

CAL : Calibration menu screen

QC : QC menu screen

Reagent - Reagent information screen

ITtem : Item parameter screen

Maint. : Maintenance menu screen
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System : System menu screen
Exit : Ending operation screen

Operation control button

Start : Test starting button, both for patient sample and
Calibration sample

QC Start : Test starting button, for QC sample in QC screen.

Ready : Analyzer initializing

E.Stop : Emergency stop

@ Sample tray character display
Expanded tray is shown at the center for each tray selection.
The number (1, Q1, C1) at the center of display is tray number.

» QC tray can be selected “ON” in System parameter.
) . Color Tray kind
’j‘f‘?";‘ Gray Patient sample tray
) o Yellow Calibration sample tray
Pink QC sample tray

When patient sample tray is set, the following information are shown.
STAT : Select when set the STAT sample.
STAT sample setting position screen is shown, when

analyzer is under operation.
Add sample : Select when set the additional sample.
Analyzer stops sampling, for additional sample testing.

(2 Testing status monitor (Information table)
: Each sample position on sample tray is colored,
depending on the analysis stage.

State Color Analysis stage
Empty White No sample order
Ordered Blue Waiting
Running Green Test is running.
Completed Orange Test has finished
Reordering Gray Rerun is ordered
Error Red Test has failed

@ Reagent tray monitor
Reagent bottle residual volume range is shown by color.
The number at the display is bottle position number.

Color Reagent residual status
Gray No reagent bottle setting
Blue Above alarm level
Red Below test stop level
Yellow Below alarm level
Effective date or effective date
Green ) .
after open is expired.

Downloaded from www.Manualslib.com manuals search engine


http://www.manualslib.com/

V1.00

Test status information request button
Screen changes by clicking each buttons.

Order info. : Order entry status

Reaction info. . Test status

Reagent info. : Reagent information

Patient Result : The test results of each sample.

@ Detailed information screen display
When you choose one of the buttons of @), detailed information are shown.

4-6
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1. Result Log screen

» Result Log Icon displays at the upper part in operation screen. Result log screen
is able to open when analyzer is under operation.

» Display the result log list of running date. The list is shown by selected date,
specimen and Item. The result log designated range in the list export to CSV file
or external printer.

@ Clicking button, result log screen opens.

; Sample Type
From [ 3 G&) @ AL ] Patient £ Calibration = Control

Item

Patient ID / Control Neme em s

RES

CAL
Qc

Reagent

0| 05| | | | | | | O

3| |

Item

MET

System

Exit

Result log screen

@ From V¥ to V¥ : Select the starting day and final day of interest.

@ Sample Type : Select sample type of interest.
OALL OPatient COCalibration [OControl

Item : Open ® Item list screen.
Item selection list : Result 1s able display by Item.

To select individual test item,

E OItem name input a check mark into desired
= check box.

E All Ttem Select Select all items, shown in the

| table.

‘ o ” P | All Ttem Clear | To clear all registered items.
Selact Clear
‘ - ” - | OK To register the contents of the
table.
Cancel Item selection screen is closed.

4-7
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® Search : Click search button, test results are shown in @Darea.
@ Display of the result and information.

Contents
Date /Time Tested date and time
RC No. Reaction monitor number
Pos. Tray number - Position number

PatientID/ Control Name Patient ID/ QC samle name
Displays ID by selected mode.
Sample ID » Position mode ; Sample ID
> Barcode mode ; Sample barcode 1D
Item Item name
Abs. Optical absorbance
Result Test result
The result of qualitative judgement.
Qualitative » Registration of qualitative judgement
condition is necessary in Item parameter.

Error code
» Refer to Chapter 6, Alarm function.
Dil. Dilution ratio

Error

Add line : “Add line” box is used for test result export to CSV file
or external printer.
Export and Printout range setting.
+ Input Log number (Left end number)

+  Select the lines (Turns to blue), and click
button.

(In case of mutiple line selection)

Insert conma between the lines.
(In case of continues range selection)Insert hyphn
between the numbers.

© Csv : The result log designated in ®Add line is export to
CSV file.

Print (external printer)

: The result log designated in ®Add line are printed out
by external printer.

Result Log

52

gauge R
BRERE |2

s8sEs
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2.

Error list screen

>

>

Error list Icon displays at the upper part in operation screen. Error list screen is
able to open when analyzer is under operation.
Display the error list of the day. The list is able to show by selected date.

(D Clicking button, Error list screen opens.

Reagent

Order
Result 2016/04/19 13:34:29 |

- 2016/04/07 17:58014
CAL

Qc

Item

Maint.

Error List

Main From 2016/04/01 5= To 2016/04/22

2018/04/13 16:15:41 |
2018/08/11 11:28:07 |

2016/04/07 14:13:20 |

Error list screen

2@ From V¥ to V¥ : Select the starting day and final day of interest.
@ Search : Click Search button, Error list is shown in @ area.
(4) Display of the error code and information.

Contents

Date /Time Date and time when error occurred.

Error level (1-3) is shown.

[1]: Emereny stop error or screen error

Level (When error occurred, screen changes automatically)
[2]: Sampling stop (Tank error, clot error)

[3]: Warning error

Error No Error number

Sample Sample number
Ttem Item name

Message Content of the error

(5) ODetail information : Check the box for error information display.

Contents

Cycle, Tactl * 2,
Status, Log No., | Please tell the number when inquiring about the error.
Time
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3. Help screen

»  Help screen Icon displays at the upper part in operation screen. Help screen is

able to open when analyzer is under operation.

(D Clicking button, Help screen opens.

4-10
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4. Lamp screen @

» Lamp Icon displays at upper part in operation screen. Lamp screen is able to

open when analyzer is under operation.

Clicking @ Lamp button.

ET]

Order
Result
CAL
QcC
Reagent
Item

Maint.

O Reordering

System [

Main screen

@

Time Left for Lamp: 1200hr (100%)

I Exchange I I Exit

Lamp screen

(2) Lamp screen opens.

Contents
. Display of remain time of lamp life.
Time Left for L .
e LERLIOE LMD (Maximun 1200 hours)
Select when chffln'ging.the lamp
Reset the remaining time.
Close the lamp screen.

4-11
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5. Tank error screen

&)

» Tank Icon displays at the upper part in operation screen. Tank creen is able to

open when analyzer is undr operation.

detergent and separate drainage tanks)

» When tank error solved, the Icon turns to blue.

When tank error occurred, tank Icon turns to red. (supply water, drainage,

Main
Cycle ‘Sample ID Item Cycle Sample ID Item
Order 1] a Rz
2 | 2 M
3 | ERE
Result voie Tl |
s =
—~ 6 |R1 36
LAL 7 37 Ll
8 ‘S.M: [ 38
QcC M ».
0 ]
Reagent % ) e | |
10 41 13 a3
Item : (@) \® s g
Maint. = L E] <
/ ™ 18 48
L,) Empty 19 |8 | ®
@ orderea ) w1
2 51
. Running 2 = |
= |7 s
’ Completed 7 5
Q Reordering EE) s o
» %
System . Error z £
= |6 =
. 29 59
Exit B TRl T

Main screen

4-12
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6. Analyzer status monitor, temperature control status monitor
and System power switch

» Analyzer status monitor, temperature control status monitor and system power
switch button display at the upper part in operation screen.

© @ ®

Vain
e Item Cycle Sample 0 Item

o

Ble|elulolon|sfwin-g

sample 10

Order
Result
CAL
QC

Reagent

Item

Main screen

@ [Analyzer status monitor] : The analyzer status is shown.

Notation Analyzer status
OFF LINE PC is not connected with analyzer.
IDLE PC is connected with analyzer.
READY Analyzer is. ready to start testin.g..
(All the units move to start position)
INIT Under Initialization operation.
RUN Analyzer is running tests.
S.STOP Sampling stop
END Analyzer has finished all tests.
CLOT Sampling nozzle is clogged. (Keep clog
BARCODE Reagent barcode reading operation is going.
GAIN Auto-gain action is going.
MAINTE Maintenance action is going.
CRS CRS test is going.

(2 [Temperature control status monitor] : The reaction tray temperature control
status is shown.
Notation Status

No temperature control

After the temperature control starting, the reaction tray

WARM UP

temperature does not reach 37C +0.1C

OK Under the temperature control, the reaction tray
temperature is 37°C +=0.1°C

NG Under the temperature control, the reaction tray
temperature is out of 37°C+0.1°C after [OK] status.

® Icon - The Icon is system power switch.
Clicking this button, system power switch is turned ON or
OFF.
4-13
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7. Operation control button. (Start, QC start, Ready, Stop)

» Operation control buttons (Start, QC start, Ready, Stop) display at the right
lower part in operation screen.
» The button changes to inactive depending on the analyzer status. The color

turns to gray.

Main
Cycle Sample 1D Cyde Sample 1D
Order 1 5 [m
2 52 | m
3 ERE
Result Il =
5 | 35
6 |® 36
CAL 7 37 4
5 s S
QC 9 |m )
1 0
u CRE
Reagent 2 - i
13 3
4 0 44 (: )’
Item ¥ 15 i
s w |2
Maint. 2 s T
w | | s
w s 3
) 50 |1
n n O
i 2 52 i
Gcomp\eted : . z
OReordering = » [0 ®_
26 56
System .Ermf z £
ERD s I
5 » £
Exit = = @

Main screen

® : Test starts.

@ : When analyzer is QC testing mode, Start button is replaced
by this button. QC sample tests start.

@ : Analyzer initialization starts.
® |[E.Stop| : All the analysis operation stops.

4-14
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8. Sample tray monitor screen

» Sample order status is shown by tray Icon in main screen.

O (v [ oo ® o
- 3 (1€ Zyde

fo.
Sample 10 Ttem

Reagent info. Patient Result

v Cyde Sample ID Ttem
n m

2 M
ERE

(«n
-

CAL
QC

Reagent

)OI

o
\

3
N N2

;‘(T/‘
\& )

&) | ENE

“1 D\@('\ Add somple_| <—® i * I
41 —_~ N o

NCRo00op
OlatnoS)
b@L/

System

Exit

Main screen

» The selected tray is shown on a central area. The order status displays by the
color.

» The number in Icon shows tray number. The tray number is changed by « p
keys.

> @QC tray can be selected “ON” in System parameter.

) button : Main screen is shown.
@~@ Tray Icons
Color Analysis Usable tray
number
@ | Patient sample tray | Gray  Patient sample measurement . 1 ~ 50
@ | Calibration tray Yellow | Calibration measurement Cl1 ~ Cé6
@ | QC sample tray Pink QC sample measurement Q1 ~ Q3
(® The order entry status
Color Order status
White Empty No sample order
Blue Ordered Waiting
Green Running Test is running.
Orange Completed Test has finished
Gray Reordering Rerun is ordered
Red Error Test has failed

» When patient tray is set, the following buttons are shown.
©® Stat : Select for Stat sample.

* The Stat sample position screen is shown under operation.
@ Add Sample : Select for additional sample under operation.

* The sampling stops after clicking the button.

4-15

Downloaded from www.Manualslib.com manuals search engine


http://www.manualslib.com/

V1.00

9. STAT button

Clicking “STAT” button, STAT sample measurement is possible.
STAT button displays when patient tray is selected in main screen.
STAT button is able to use when analyzer is under operation.

YV V V V

STAT sample is performed cut in between the measuring sample.

fo. 13
Cyce Sample 10 mem  cycle sample 1D Ttem
1 a1 |m

f 2w
<_© 3 @ |n
s i

T @ :s\

Start Sample No.

9)(28)—~
—©Q Y@
e B BN

/\\\@@ @)~

Result ~

CAL

QC

NN
(@) ) )(m
L NN
0O0Om
&A= H

= o I
g
::J\g) B
E)®®)

.
—_

F~ \C
\39) (19)
Reagent ‘
End Sample No. - 1
Item
Maint. 0K Cancel
() Empty

o
g
5
g

\\

O Reordering R 5 |o
System @cror ER| Gl

Main screen- STAT sample position setting screen

@ button

@ Patient tray Icon : Patient tray displays in center part.

® button

: Main screen is shown.

: Select when stat sample order.

@Pop-up screen for STAT sample test position designation
screen appears.
Pop-up screen

@ Stat sample position designation screen : Set the stat sample position.

Start Sample No. Input stat sample start number.

End Sample No.

Input stat sample end number.

oK

Stat sample measurement starts.

Close stat sample position designation screen.

4-16
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10. Add sample

Chapter 4

> Clicking “Add sample” button under operation (sampling), the sampling stops.

» Add button displays when patient tray is selected in main screen.

(_® 9) za\ \

JOrwf\ )

N2 /ise

Result
CAL
QC

a8
Reagent [EANCUNEONE 0

(10)
‘lle/r\(J ) 43\(JCJ Q/‘
@ @@@G )Y

Item

Maint. 2y
() Empty

. Ordered
. Running

@ Completed
Q Reordering

System . Error

Exit

q

@ Do you add samples?

s ¥ -

Please wait a minute.

Press OK button after setting samples.

oK

[ ®

©) button

(2) Patient tray Icon

® button

Pop-up screen
@ Do you add sample?

B Please wait a minute?

Main screen

: Main screen is shown.

: Patient tray displays in center area.

: Select when required additional sample test

@©Pop-up screen appears.

: Clicking of I@ when add the sample.

> (®Pop-up screen appears.

: Clicking of when cancel the sample addition.

» Close the Pop-up screen, and analyzer continues
operation.

: Sampling stops.

® Press @ button after setting samples.
» Set add sample on the sample tray.

oK
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11. Reagent tray monitor screen

» Reagnet tray information displays in main screen.

i - Order info. Reaction in Reagent info. Patient Resu
ain o ©
&) N A

fa. it
e Sample 1D Ttem oycle Sample 1D Ttem
n (R

2

Order
Result
CAL
QC

Reagent

o [onf i | o fhaif bk i

B

o

Item

Maint. : y | ‘ [ ]

©) completed
O Reordering

Error

Main screen

(D Main| button : Main screen is shown.

(2) Reagent tray Icon : Reagent residual volume is shown by color.
» The number in Icon is shown bottle position
number.

Color and status

Color Reagent residual status
Gray No reagent bottle setting

Blue Above alarm level
Red Below test stop level

Yellow Below alarm level

Effective date or effective date after
Green

open is expired.

» Alarm level and test stop level are set in syste screen.
Refer to Chapter 4, 4.9.6 System setting.
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12. Order information screen

»  Order information list displays.
» Clicking “Order info.”

®_, Main
Order
Result
CAL
QC
Reagent <@
Item
Maint. [
() Empty

. Ordered
. Running

O Reorg

System @ eror

f‘%%@ @@
’3@@)@

' Cumpleted

6)
\135@@0

Tray Sample No.

button in main screen, displays “Order info.” screen.

@ — R D e

30 | | 1123 | 1220
29 11:23 12:13
28 1193 | 12:06
27 11:23 | 12:00
11:23 | 11:53

o
-3

25 | 11:23 11:46
24 | 11:23 | 11:40
23 | 11:23 11:33

Sample ID Reception time  Schedule time lr‘ld time

Exit

= 1 5 11:32

1 4 11:32

1 3 11:32

1 2 11:32

1 1 11:32

Select order entry status line in order info. screen.
Re Q@Q® o
@ Tray No, 1 « Pos, : 20 Round : Round1 TestWhte : 2015/08/28
1 ol e | el
Date of Birth :
Draw Date
H o )

Sample Status : Completed
Ordering Status: Auto-rerun order

Main| button

®O

Order info.| button

Result screen

: Main screen is shown.

: Order entry status is shown.

Contents
Tray Sample Tray number
Sample No. Sample position number
Sample ID Displays ID by selected mode.

- Position mode ; Sample ID
» Barcode mode ; Sample barcode 1D

Receipt time

Receipt time

Schedule time

Forecast of test ending

End time

Time of test has finished.

(3) Select order entry status line and double click it, screen changes to result screen,

corresponding to the test item.
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13. Reaction information screen

» Real reaction information displays.
» Clicking “Reaction info.” button in main screen, displays “Reaction info.” screen.

Main

Under operation — Reaction info.screen

©) button : Main screen is shown.
(4) Reaction info. : Real time display of test status
Back color display

Back color Contents

Blue Single reagent or ISE Item (Other Item)

Pink Double reagent Item

Characters display

Contents
Cycle(1~60) Light intensity measurement point number
R1 R1 reagent dispensing point
S, M Sample dispensing and mixing point

(Cycle 9YM Mixing point (R1 + Sample)

R2 R2 reagent dispensing point
(Cycle 32, 33) M | Mixing point (R1+Sample + R2)

Number (0-9) | Waiting time till test complete.

Sample position, barcode number or patient ID
Sample ID » Set Run monitor dsipaly in System Parameter
screen.

Item Test Item

4-20

Downloaded from www.Manualslib.com manuals search engine


http://www.manualslib.com/

Operator’s Manual

Chapter 4

14. Reagent information screen

> Reagent information list (Item name, residual reagent) is shown.

»  Clicking “Reagent info.” button in main screen, displays “Reagent info.” screen.

@_) Main

Order

Result

CAL
QlC;

Reagent

Item

Maint.

System @ c=or

L )

@
YO
oL
\ _)\_/

OOPVERE: —~ O
e L Lo o)

05 em em
i Itemi 60 16 19

P 20

S B I U VI O L I R R
N
i}

o
w
&

D button
©) button

Back color display :

Main screen

: Main screen is shown.
: Residual reagent test number display.

Back color changes depending on reagent residual
volume level.

Back color Reagent residual volume
White Enough reagent volume
Red Below test stop level
Yellow Below alarm level
Effective date or effective date after open
Green . .
is expired.

» Alarm level and test stop level are set in system screen.

Characters display:

Downloaded from www.Manualslib.com manuals search engine

Please refer Chapter 4, 4.9.6 System setting.

Contents
Pos Reagent tary and bottle position
Ttem Item name
R1 R1 reagent residual test number
R2 R2 reagent residual test number
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15.

Patient result screen

» Results of measurement day display by each sample order.
» Clicking Patient result| button in main screen, displays patient result

screen.

CAL
QC
Reagent

&

Item

(40
@; @F
Ole

Maint.

Q Reordering
. Error

NN
12/@"“‘1

BORO® 1@

Sanple @ 1 - 1, Type : Serum » 2016/04/25 13:55:35

SanplelD
Iten Nane Resull
i3 -0.0814
13 -0.0918
" -0.0012

Dil M CELPEG<>TWACSAIRZD ——Ri-——

B2) o

—
\m/( z)
rﬁlej

( wz\V rze\,

+ Type : ferum + 201B/04/25 13:56:14

> .

Sanple : C1 -
SanplelD +
Iten Nane Result Dil MR
" -0.0814
-0.05%8

-0.0807

CELPBG>T¥AcSRAl R0 ——Ro-——-
E!

™
»

E.Stop

. D)

button
(2) [Patient Result| button

®

Main screen — Pstient Result screen

: Main screen is shown.
: Patient results of the day are shown by each sample
order.

Contents

Sample : -

Sample tray number — sample position number

Type :

Sample kind

Date/Time

Date and time (Format depends on PC)

Sample ID

Displays ID by selected mode.
* Position mode ; Sample ID
- Barcode mode ; Sample barcode ID

Patient ID

Patient ID (Only for patient sample)

Name

Patient name (for patient sample)
QC sample name (for QC sample measurement)

Item Name

Item name

Result

Test results

Dil

Dilution ratio  #*For no dilution sample, blank.

NR

Error flag (Low,High,PL,PH)

C,ELP~
R1,R2,D

When error occurred, “*”(asterisk) is shown in related column.

____RC____

Reaction monitor number

» Please refer to Chapter 6 Alarm function.

(3) Print (external printer) : Test results are printed out by external printer.
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[ 4.2 Order (Patient sample order entry) screen ]

This screen is used for order entry of patient samples.

» There are two kinds of order entry screen, one is used for position mode and the
other is used for barcode * mode. The sample mode can be selected in System screen.
Default mode is Position mode.

» Order entry operation is possible during test operation, but order modification or
test cancellation for the sample, which is under test stage, is impossible.

» Order entry status is shown in Work list of this screen.

4.2.1 The contents of Order screen

Orde OOE® °

Round : Round1 Test Date : 2016/04/25
: PTGHIE
e re=——— S
@ epeat ;1 I - - Select Al
R Bpecimen : Serum L Iteph002
atient ID :
Ttegph004
lame
0 Gender : - bt
bate of Birth : 1 2016/04/25 B~
Reage hge ¢ E
Draw Date @ )4/25 BT @
— cqfos1
Praw Time : 0:00:00
Poctor % =
Bection & =
L : Eu: Er o E
Comment €a
Bample Status : Clear Delete
- - | | Orde
QISIOICLS)
1 Order screen @1
(1O  Order button : Order screen is shown.

The following items are used in order screen.

Test condition ( tray, position number) input and display
Sample information (Patient information) input and display
Test item display and selection

Profile list display and selection

Work list and order status display button

CIGIGICI®IO

Order entry button
» “Goup order” button is cannot used when sample mode is barcode mode.

©)

Order entry page switching button.
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1. Test condition input and display

Main Tray No._: < Pos.  : Round :  Roundl Dil. Rate : - Test Date ; 2016/04/25

3 Barcode T 6 Profite
D— N e g | ! 10 =
e [ o :
Patient ID : I I T - p
50
Item004 &G

CAL

Name

QC Gender H - LHI BO
Date of Birth : B 2016/04/25 @
Reagent Age

ISE

Draw Date : © 2016/04/25 ©- | [ I I T
Item Calc081
Draw Time : 0:00:00 @ @
Maint. Doctor 3 -
Section B 1
Work List I
ks = H 1 g 1 1 i
o ]
Sample Status : Clear 1 - - (
Ordering Status: Order
System | . |

N QOO>® o

Order screen

® button - Order screen is shown.

(2) Test conditions (tray, position number) input and display.
Input and display of test conditions are different depending on the sample mode.
The sample mode can be selected in System screen. Default mode is Position

mode.

» Position mode Order screen

Display contents, input condition, contents of the selection

. Select a number | Input is
Tray Sample tray number selection p )
1- 50 essential.
.. . Input a position Input is
Pos. Sample position number input P P P .
number 1~30 essential.

The contents of display are different by the display contents of

[Sample state].

> In case of [Clear], Round name, selected in Reagent screen, is

Round
shown.

» Other than [Clear], the [Round name], at the time of order

entry, 1S sown.

Select Item | This function is selected for ordinary order entry.

Select Dil. | This function is selected when order entry with sample dilution.

Test date displays

» Former date selection is
Test date possible.

» Confirmation of order entry

Default date is Input is
today:. essential.

for past date is possible.
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> Barcode mode order screen

Display of sample barcode contents, and input or read by barcode reader

automatically.
Display contents, input condition, contents of the selection
Tray Fixed as tray number 1. Cannot be changed.
Pos. No input is acceptable.
Display contents are different depending on the display contents of
[Sample statel.
» In case of [Clear], Round name, selected in Reagent screen, is
Round

shown.
» In case of the other than [Clear], Round name, selected in order
entry is shown.

Select Item

This function is selected for ordinary order entry.

Select Dil.

This function is selected when order entry with sample dilution.

Test date

Test date displays

» Former date selection is . .
. Default date is Input is
possible.

. . today. essential.
» Confirmation of order entry Y

for past date is possible.

(3 Dilution rate setting

> displays after clicking the button.

» This section is common for Position mode and Barcode mode.

Display contents, input condition, contents of the selection

Dil.

Select one out of 0.5 6, 10, 20,
30, 40, 50, 60, 70, 80, 90, 100.

Select dilution ratio.

Note:

> Please be careful when dilution ratio is set 0.5, the sample is used two times

volume.
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2. Sample information (Patient information) input and display

Main TrayNo. ! 1 - Pos. : 6 Round : Round1
Iﬁ:
®_) Order Item001
epeat 1 =
Result pecimen ; - = Item002
atient ID : @
Ttem004
CAL . em!
QC [ender . i
ate of Birth : @ 2016/04/25  [1]
Reagent [MI%H wissen , Hi
8 " & * x & %
raw Date : 27 2 = 12
lem ) — ]| B
raw Time 4 17 18 19 20 21 2 3
Maint. octor 3 4EI® ==
L oction [[] 28: 2016/04/25
= 1 1
Comment
bample Status : Clear
rdering Status: Order
System —_—

Order button

®O

2 COO®®

Select Item | Select Dil. Test Date : 2016/04/25

Profile

-

—

— —
@®

Delete

Order screen

: Order screen is shown.

Sample information (Patient information) input and display.

Input and display of test conditions are different depending on the sample mode.
The sample mode can be selected in System screen. Default mode is Position

mode.

» Position mode Order screen

Display contents, input condition
Barcode ¥ | No input is possible.
Select li titi
#of AspV glect samping repetition Select 1 — 10 Defaultis 1
number.
Serum
Urine
Plasma
CSF
Default i
SpecimenV¥ | Sample kind selection Dialysis crauitis
Serum
Other
HbA1c(Wholeblood)
HbAlc(Primary tube)
HbA1lc(Hemolyzed)
Patient ID input Less than
Patient ID > When using of result screen data list (patient 20 letters
report), input is necessary.
» Toinput Name — Age, Patient ID input is necessary.
Name Input patient name. Less than 30 characters
Select t of Male, F 1 d
GenderV Select gender. eectone out ot Mate, femate an
unknown.

4-26

Downloaded from www.Manualslib.com manuals search engine



http://www.manualslib.com/

Operator’s Manual Chapter 4

Display contents, input condition
. Input the date of birth, by input a check mark into a box or select
Date of birth .
the date out of the calendar by clicking mark.
Age Displayed automatically.
Input the date by input a check mark into a box or .
1 Default is
Draw date | select the date out of the calendar by clicking tod
oday.
mark. y
) Input draw time, or select draw time.
Draw time ) . . .
» Draw date input is necessary before time input
» Patient ID input is necessary before Doctor — Section input.
Select Doctor name
Doctor V¥ . . .
» Doctor name registration is done in Tools screen.
. Select Section
Section V . . . .
» Section registration is done in Tools screen.
Lipemic/ . . .
I P Lvsis/ Serum information selection.
emolysis
3_7 » Select one out of 2-, -, +-, 2+, 3+, 4+.
Icteric
Comment Input comment Less than 30 characters
Clear (No order entry)
Order
Sample state | Sample state displays Run
Complete
Error (Error has detected)
Order (First test)
Order state | Display of order entry status = Re-run order
Auto-rerun order

» Barcode mode order screen
» Input or read sample barcode information contents and displays it

Display contents, input condition
Input or display a sample barcode character | Less than 20
Barcode V )
string. characters
Select li titi
#ofAsp V clect samplng repetition Select 1 — 10 Defaultis 1
number.
Select sample kind or displays barcode
information.
Serum
Urine
Plasma
Default i
Specimen V CSF clanis
. . Serum
Dialysis
Other
HbA1c(Wholeblood)
HbA1lc(Primary tube)
HbA1lc(Hemolyzed)
4-27
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Display contents, input condition

Patient ID

Patient ID input or displays of barcode

information.

Less than 20

»  When using of result screen data list letters

(patient report), input is necessary.

» Toinput Name — Age, Patient ID input is necessary.

Name

Input patient name or display of
barcode information..

Less than 30 characters

GenderV

Select gender or display of barcode
information.

Select one out of Male,

Female and unknown.

Date of birth

Input the date of birth, by input a check mark into a box or select
the date out of the calendar by clicking mark.

Age

Displayed automatically.

Draw Date

Input the date by input a check mark

select the date out of the calendar by clicking

mark.

into a box or .
Default 1is

today.

Draw time

Input draw time, or select draw time.

» Draw date input is necessary before time input

> Patient ID

input is necessary before Doctor — Section input.

Doctor ¥V

Select Doctor name

Doctor name registration
is done in Tools screen.

Section ¥

Select Section

Section registration 1is
done in Tools screen.

Lipemic/
Hemolysis/
Icteric

Serum information selection.

» Select one out of 2-, -, +-, 2+, 3+, 4+.

Comment

Input comment

Less than 30 characters

Sample state

Sample state displays

Clear (No order entry)
Order

Run

Complete

Error (Error has detected)

Order state

Display of order entry status

Order (First test)
Re-run order
Auto-rerun order
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3. Test item display and selection

Chapter 4

» During Reagent screen selection, registered reagent Items, ISE Items and
calculation Items are shown in Round. By specimen selection, only the Items,

suitable for the specimen, are shown.
»  Order entry by Item selection.

Main
Order
Result

CAL

QC
Reagent
Item

Maint.

System

Exit

Q) button

Test Date : 2016/04/25

Tray No. @1 « Pos. : 6 Round : Round1
Barcode
tem001
Repeat : 1
Specimen : Serum tem002
Patient ID :
tem004
Name
Gender L-HT
Date of Birth : ¥ 2016/04/25 &~
Age . ISE
Draw Date : B 2016/04/25 @~ @

Draw Time : 0:00:00

Doctor

Section

Lox @H i 5 1

Comment

Sample Status ; Clear

Ordering Status: Order

CISIOICIC)

[Calc081

Profile

Group Order

Order screen

@ Test item names are shown.

»  Clicking Item name for order entry
Back color and status :

: Order screen is shown.

Select All Clear All
=)

Back color Order entry status
White No order entry
Blue Order is accepted

Dark blue ( Item name)

Test has finished

»  When selected sample dilution, display dilution ratio under the Item name.
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4. Profile list display and selection

» Profile list displays.
Group order entry can be set by profile name selection.

» Profile setting or modification is done in System screen.
Please refer to Chapter 4, 4.9.4 Profile screen.

Main
Q5 ( Order
Result
CAL
QC
Reagent
Item

Maint.

System

Exit

©) button

(2) Profile

4-30

Tray No. :1 - Pos. : 6

Round :

Round1

Barcode :

Repeat : 1

Specimen : Serum

Patient 1D :

Name

Gender

Date of Birth : ¥ 2016/04/25 &~

Age

Draw Date

: B2016/04/25 - |

Draw Time i 0:00:00

Dactor

Section

] 2 o H : =1

Comment

Sample Status : Clear

Ordering Status: Order

®RO®®

Item001

Item002

Ttem004

L-H-1

ISE

Calc081

Test Date : 2016/04/25

Profile

Select All Clear All
=

Order screen

: Order screen is shown.

. Profile name displays.
Select profile name, registered Items in profile are entry.

Contents
Select all All Items shown are selected and ordered.
Clear all Clear for all Items entry.

(Profile name)

Enter the all test Items set in the profile.

4 »

Displays former or later profile name.
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5. Order setting (Group order) button

» This button is used for order setting.

Chapter 4

BOPR® omme |-

Main TrayNo. :2 - Pos. : 1 Round Round1 Test Date : 2016/04/25
Barcode Profile
O8] o ey @
Result Specimen : Serum G
Patient ID :
CAL Name [
Start Sample No. 1
QC Gender
Date of Birth : B 2016/04/25 @~
Reagent eH
— End Sample No. - 1
]tem Draw Date : B 2016/04/25 D;
Draw Time :| 0:00:00
Maint. Doctor =
—— OK Cancel
= = @ H : = I
Comment
Sample Status : Clear
Ordering Status: Order
System
Sl QO G0
Order screen
@® button : Order screen is shown.
@ Buttons
Contents
Clear If there is a order, cancel them.
Delete Delete the test order of displayed position number.
Order Register the contents of displayed position number.

@ |Group Order| button : @ Group order designation screen is pop-up.

» Group order entry registration screen is shown.
Order entry of a set of test items can be applied for
multiple samples in one action.

» Under Barcode mode, cannot be used.

Pop-up screen
@ Group order screen

Contents

Display of starting sample number for group

order entry.

Start sample No. | » The sample number, which has been shown in
order entry screen, when group order button is

selected.

Select the final sample number of group order
End sample No.

entry.
OK Do group order entry.
Cancel Cancel the group order entry.

4-31

Downloaded from www.Manualslib.com manuals search engine


http://www.manualslib.com/

V1.00

6.

Work list screen

»  Clicking of work list button, work list screen is shown.

» This is used for order entry status confirmation.

4-32

- Pos. : 6 Round : Round1 Test Date : 2016/04/25 -

Main Tray No. 1
Barcode :/ \ Profile
Item001

Result

Specimen ! Serum

Patient 1D :

Name

Gender

Age

Date of Birth : ¥ 2016/04/25 @~ 1 I[:]

ISE

Draw Date : B 2016/04/25 @~ | i | I E @ ][:

Maint. Doctor

Calc081
Draw Time : 0:00:00 : | | >

Section

L

Comment

Sample Status : Clear

Ordering Status: Order

Work List

sample : [XTREE - Sample Status : ALL - Test Date: 2016/04/26

©) button

@ button

| | | | 1 2 4
PatientNeme | Pos | SamplelD PatientID  |Specimen ItemDO1 | Item0D2 | Item004
1-1 | 20160426001001 | Serum & L
| 1-2 | 20160426001002 | | Serum_ s
1-3 | 20160426001003 Serum *
| 1-4 | 20160426001004 | seum | =+
1-5
1-6

20160426001005 Serum
2016042601006 | Serum

Total

Work list screen

: Order screen is shown.
: Order entry status list is shown.

(3 Work list screen
Contents
. Select one out of All, Patients,
Sample Select sample kind
Controls.

Sample status

Select one out of All, Pending,
Select sample status.

Measured.

Select the date to be displayed. Former date selection is
Test Date )

possible.

Sample tray number (left side) and sample position

Pos. . .

number (right side) are shown.
Sample ID Sample ID (Automatic numbering) or barcode ID is shown.
Patient ID Patient ID is shown.
Specimen Specimen display

Item number
/ Item name

e

If test order is registered, is shown in Item name

column.

Total

Total test number for each test items are shown.
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@ Print (External printer) : Printout of displayed contents.

Worklist

Patient Name
Pas
Sample ID
Patient ID

Specimen

20160426001001

20160426001002

20160426001003

Serum
*

20160426001004

Serum

20160426001003

Serum
*

Ttem001
Item002
Item004

Serum
=

-

Serum
"

®

*

E3

%

®

1Page

Worklist

Patient Name
Pos
Sample ID
Patient ID
Specimen

20160426001006

Serum
=

Total

Item001
Item002
Item004

=
=

2Page
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7. Order screen switching button

»  Order screen switching buttons are shown.

» Displays when position mode is selected. Under barcode mode, this screen is

ignored. Under barcode mode, select Barcode V, for screen switching.

Main TrayNo. :1 - Pos. : 6 Round : Round1 [ selectem | Select 0il. ] Test Date : 2016/04/25
Barcode — Profile
emi
O R o -
Result Specimen : Serum Item002
Patient 1D :
Ttem004
CAL Name i
QC Gender i
Date of Birth : ¥ 2016/04/25 -
Reagent v ISE -
Item Calc081
Draw Time :| 0:00:00 @ @
Maint. Doctor
Section
1o 32 2 H = - =
:
OrT—
| NOICE e

Order screen-Position setting screen

: Order screen is shown.

® button

(@) Order screen switching buttons and functions

Contents

Displays the first position of shown round.
Former Item

search button Displays the Order screen of one step smaller

position number from displayed screen.

Displays an Order screen of inputted position
Search button
number.

Displays Order screen of one step larger position
Later Item search = number than displayed screen.

button Displays the Order screen of the largest position

CUCHSHONY

number, among test order has already entered.
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[ 4.3 Result screen ]

»  Test result of each sample 1s shown.

> Depending on the sample mode setting, (Position mode/Barcode mode) display
contents are different.
Sample mode setting can be changed in System screen. Default is Position mode.

» Rerun order is possible.

> Test result search and Patient report (Patient history) print out are possible using
Data list screen.

4.3.1 Result screen display contents

Test Date : 2016/04/18

: [ ———— |
Barcode : r
N T <lofofo1]n
Repeat : 10 Na 23 <|ofofofofo]s
T B <|olelelolol=] | | | Data List
® Result Specimen ¢ Serum I | me vjojofofo] |l -
Patient 1D : Na ns <[ofoo]o]a]~
™ 28 <lofofofofa]>
Name No 318 <(0(0j0|0(D|>
QC Gender - N s ;e <|ojojofofo|> T
8 Date of Bil N2 - 324 |0 EIVCI ofo|>
Reagent Mo = as <|o|olofofo|> ®
80 Age N | as <[ofofofofo|>
Draw Date K 048 ojojoftfo]>
Iten1 Draw Time A K 054 e|ojo|o|o|>
> K 0.56 o|ojo|o|0
Maint. Doctor K 054 oloofofo
Section K 055 o/oofo|o
L = H : I ® as+ olofefo]a
K 0.53 e|ojo|o|O
Comment K 054 ojojojo|oO
Sample Status : Completed K 052 ololofofe
. ¥ K 053 olofofofa
a 232 00/ 0|1|0
a 37 eogjo|o
a n7 ololoolo

Result screen
D button : Result screen is shown.

Result screen display contents are followings.
(2) Test result condition (tray, date) display and selection.
(3) Sample information (Patient information) displays.
(4) Test results (test Item, test result data, error content).
Rerun test Item registration.
Reaction monitor displays.
(5) Rerun order registration.
Data list screen displays
Result request.
(@ Test results screen display exchange button
» This button is not shown under sample barcode mode.
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1. Test results condition display

» Test result of the day is shown. Display order entry when the test incomplete.
» Former test results are also shown if date of interest is given.

Main Tray No. : Rounc
ord Barcode : T = e et DT+ Ot T E T P B €<
rder = RC mEg/L «(0|0j0 1|0 >
Repeat : 10 RC mEgiL ojo/o|o|0|>
@ Result Specimen : Serum Mo ] RC mEQ/L vjojojojo|>
Patient 1D : ™ T RC | mEqiL ofojojofo >
™ 28 re| mear  |<|o|ofofofo]>
Name Mo 318 RC mEqiL oo 00|00l
QC Gender : N T ®o RC mEQ/L olofofo|o|>
- Date of Birth : Na = n4 RC mEq/L o|o/ojo|o|>
_ - Na ns RC mEa/L <|0|0/0 0|0 >
Reagt‘ﬂt AQE L) 1.9 RC mEq/L 0f(o/0 00| >
It Draw Date [: 048 RC mEQ/L ofe|of1]0
em Draw Time K 054 RC mEqiL o|olofol|o
- K 0.56 RC mEg/L ofojo|o0
Maint. |REELE x os w| men |<o[o]o]o]o
Section K 0.55 RC mEg/L ofojofo|o
Lo H o: I K 0.5+ RC mEg/L of|olo|o|o
K 0.53 RC mEg/L of(ojo|o0
Comment K 054 RC mEaiL ofelofo|o
Sample Status : Completed K .52 RC mEQ/L ofojofo|o
Ordering Status: Order L i el [t el
System o 22 [Rc| mean lojolof1]e
o 37 RC mEa/L 0|0 o000
Exit a nr RC | mEqiL ofofofofo .

Result screen

O) button : Result screen is shown.

@ Result screen and functions

Display contents, selection contents

Tray No. | Sample tray number selection Select a number 1- 50

Pos. Sample position number input Input a position number 1~30

Round Round name display

Test date display
Test Date | » Former date selection is Default is today.

possible.
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2. Result and sample information (patient information) display

> Display the information of order entry.

Result D@ Q@@ orFrune

Main TrayNo. :1 - Pos. : 30 Round : Round1 Test Date : 2016/04/18 -
ol | |ower wem o0 Rest LM 4+ Ut CELFPBG<>TWA cSRRDA
REDEH[ 110 Na = 323 ? mEg/L o Urﬂ o0 |
@ Result Specimen : Serum w | ¢ w:=a E mEa/L [o]afale]s 1 | Data List
Patient ID : kad { = o .|l ey jojale o0
Na DY) RC mEg/L <|ofo|ofo|o
CAL Name : N = s T mEg/L ojo o 0|0 -
C Gender ? Ne B [rc|  mean lofalalolo
QC N — « 18 W = o, [=la[a[]s s
Na ns RC mEg/L <|(0|0 0|00
Reager1t AQQ @ Na 39 ? mEg/L .ﬂ.ﬂ ojo|o
Draw Date K 048 [ec|  wean lofalala]e
ftem Draw Time  : E o E e L “:“ 90
. x oss | mean ofafalo]e
Maint. Doctor . s = T TeTsls
Section « 055 [rc| mean ololo|e]|o
L - P 1 « s E e/l Tofalalofal=] | | | |||
—— | K 0.53 RC mEa/L ojooo|0
Comment K 0.54 T mEg/L .D.D o ‘D‘D
sample Status : Completed K os2 E mEa/L _n_u:u ool T
Ordering Status: Order £ e i | eads yjojeje |0
Sygten’w o 232 || mean |ojoloja]e
a 27 RC mEg/L ojoo 0|0
M 90e® - .- H= |

Result screen

@ button : Result screen is shown.

@ Sample information (Patient information) displays.

Contents * (Rerun condition input)

Barcode Displays barcode character string.
Repeat V¥ Display sampling repetition number. (1-10)
Serum
Urine
Plasma
CSF
Specimen Display sample kind Dialysis
Other
HbA1c(Wholeblood)
HbA1lc(Primary tube)
HbAlc(Hemolyzed)
Patient 1D Display patient ID
Name Display patient name.
Gender Display gender
Date of Birth | Display date of birth
Age Display age
Drow date Display drow date
Drow time Display drow time
Doctor Display doctor
Section Display section
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Contents * (Rerun condition input)

L :H : 1

Serum information (Lipemic, Hmolysis, Icteric) display

Comment

Display comment

Sample status

Clear (No order entry)
Order

Display sample state Run

Complete

Error (Error has detected)

Ordering status

Order (First test)
Display order state Re-run order

Auto-rerun order
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3. Test results display, Rerun order, Reaction monitor screen display
button

» Test results are shown. Display order entry when the test incomplete.
» Rerun order is possible by check the rerun box.
» Clicking button, displays reaction monitor screen.

EO® Q@@ orune |

Main Tray No. @1 = Pos. : 30 Round : Round1 Tg§!_9_aat_&a_ E_%E%.E'JU' @
oo R e o e W cciescicieecsun iR
RepEal P10 Na 323 ? mEg/L .ﬁ.ﬂ-ﬁ 0|0
D— [l e I B A A ROOE =
Patient ID : h il - -
CAL = el e i
QC Gender Na 2.0 [Re| mean vjojejo]o
Pp— = (] meon |<[afolo]a o @
Na ns RC mEg/L ojo 000
Reageﬂt AQE . N e ? mEa/L 0jo/0j0|0
Ttem Draw Date : K 048 E mEQL ololol1]o
Draw Time : " o ach 1 Il el el
" K 0.5 RC mEg/L ojo o000
Mal[Wt' I?QCtUr_ K 0.54 I .U 0 0|00
Section « 055 : ® .n.nrﬂ 0o
— e . . o C [o[o[o]o]e
K 0.53 RC mEq/L 0|0 000
Comment K .54 E MEQ/L :U:U-U 0|0
Sample Status : Completed K .52 | mc| meat ofofojojo
Ordering Status: Order L kit |Ac] met b [ AL
Sygtem a 22 AC mEa/L oo olt|o
a 3.7 E mEg/L ijﬂ-U D‘D
Sl QOO®e L = F I i
Result screen
(1) [Result] button : Result screen is shown.
(2) Result screen
Contents
Order the test.
> Select the box for test Item.
Order
»  Blue color box means order has entered.
» Order is able to order within day.
Item Test Item name display

Dil. ¥ | Dilution ratio display. Dilution ratio setting for rerun test is done.

Result | Test result display. Rerun test result displays lower line.

LH If the test result is out of normal range, displays Low or High. If the
test result is out of panic range, displays PL or PH.

+— Qualitative judgment .

Reaction monitor display
Select button, reaction monitor screen displays.
» Please refer to Chapter 4, 4.9.3 Reaction monitor screen.

Unit Unit display

C~D The C-D is shown error flag. If error occurred, chenage the color to
red.

»  As for check flag, refer to chapter 6 Alarm function.

©) button : Rerun order for selected Item (which is shown as a blue
box in Rerun box).

@ button : Select button when the result is not received.
Receive the result and display.
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4. Data list

> Displays Data list (Patient report) screen

Data list (Patient report) screen

Display, search, print setting, and print for test result of Data list (Patient
report) are done in this screen..
> To use Data list (Patient report), Patient ID input in Order screen is necessary.

REST
S E] Tray No. : 1 « Pos. : 30 Round : Round1 Test Date ; 2016/04, @
Barcode : Order Item il Rt ~ Uniit CELPBG<>T WA c SRRD =
Order Ne R [rc] mean ojooft|o
Repeat 10 z Ne OE @ mEa/L o|oojo]o
®_) Result Specimen : Serum Data List jn oAlolo Data List
Patient ID : 4|
o
CAL Name b
Result
QC Gender ]
Date of Birth : 1
. . o
Reagent e : Patient History p
|
Draw Date  : v
el Draw Time & M |0
. - Single Report 130
Maint. Doctor fo
Section : Mol
Lo H 1 Header / Footer [
o
Comment i Mol
Sample Status : Completed i [o] > |
Ordering Status: Order : L >
System ‘ Exit 3 L] [
o >
o QOO = T

Data list menu screen

) Resulﬂ button  Result screen is shown.
(2) |Data Lisﬂ button : Data list menu screen is popup.

Pop-up screen
(3) Buttons and functions

Contents

Result Test result list display, search, print

Patient History | Test result list for each patient display, search and print.

. Patient report printing contents (Profile) setting, search
Single report

and print.
Setting of display contents for Patient report printing
Header.”Footer
header and footer.
Exit Close Data list screen
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4-1. Data list — Result screen

> Test result of Data list (patient report) display, list, search and print.
> To use Data list (Patient report), Patient ID input in Order screen is necessary.

meqL | <
mEq/L

Date of Birth :
Reagent e

ET] TrayNo. :1 - Pos. : 30 Round Roundl @ Test Date : 2016/04 C
Barcode : Order Duks Lt F e . ?p86<>7waesrmrD?
aer o
Order Repeat @ 10 o1
® Result Specimen : Serum | Result [o]
Patient 1D : o]
o0
CAL Name i
o
QcC Gender mEgiL |« |0 0
o
.ﬂ 0
Uru

o ele|a|eo

[ mEg/L

Result screen

@Data list — Result screen

Fewlt

Test Date: 2016/04/18

J—— Ty pos, |t T s e X o
2 Sample Tray |1 = 213 0.82

7] | | 1 324l | 0.5
as Sample Position 2.2 0.53

1
1
1 + + 4 4 4 4
$ 1 | 2 From : 2 + . N + 324 + 0.54
1 27 . - 0.5
1 2 To [ — @ 0.8
1 | 2 U Barcode D ] | i} @ 05
1 0.5
from . | s |
T
Patient Name ©
Search Print. Exit
Patient D :

®Search screen

(O [Result] button : Result screen is shown.
(2) |Data List button : Data list menus creen is popup.

Pop-up screen
(3  Data list menu screen

button : Result screen is hown.

» Displays test result list, search and print screen.

Pop-up screen
(4) Result screen : ®Display of search results.

Contents

Test Date ¥ Test date display and search

Patient name | Patient name display

Tray Tray display

Pos. Position number display

Barcode 1D Barcode ID display

Specimen Specimen kind display
Display test result.
(Item) » If the test result is out of normal range or panic range,

displays error flag..

» As for check flag, refer chapter 6 Alarm function.
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® button : Searched screen is popup.

Pop-up screen.

(6) Seach screen . Input search condition.
Search condition input
Sample Tray ¥ | Sample tray number selection
iigzevazltl? Sample position number selection
Flj:;c?de ,II‘(?: Bar code ID input
Patient Name Patient name input
Patient ID Patient ID input
@ Search starts
» Display of searched results.
Close search screen.

@ (External printer) : Print test results which are currently displayed.

Result
2015/08/18

Patient Name
Tray 1 1 1 1
Pas 3

Barcade ID
Speomen Serum Serum serum Serum Serum
32 mem 124 125 25 124 125

a31em2 14 02 30 12 -8
34 Ttem3 03 22 18 02 03
a3 Tams 22 33 25 03 11
36 Tarns 18 126 158 168 158
47 Tems 05 18 <5 25 -0
a8 Tem7 a5 23 -7 01 63
23 Teme 07 38 FiL 18 08
50 Ttemd 186 180 12 169 7
51 Ttemi0 ) 14 04 128 E¥Y
52 Itemii
53Ttemi2
54 10813
55 Ttem1d.
78Na

70K

s0o

1page

Exit : Close result screen.
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4-2. Data List - Patient History screen

» Test result history display, search, and print for individual patient

Chapter 4

» To use Patient history, Patient ID input is necessary, in order screen.

OFFLINE

Patient 1D :

Name

Gender

Tray No. 1 fecult @ Test Date : 2016/04
Barcode : = ; T:;ﬁ? <> ?T“_TBii‘.IT.';:R; o s
By, O
Repeat : 10 II )
Specimen : Serum Patient Hhsmr'.r [ |
)

Date of Birth ;

Reagent e

meaq/L
mEg/L

cle|s|e|a|a|a|

oo ela|a o

N

mEg/L

@Data list — Patient History screen

Result screen

Patient History

Patient Name

Patient ID

2016/04/25
16:08

ol

2016/04/25
S gsiss

Patient ID

Date range

:[Latest 6 data

‘ 0K ‘ | Cancel |

®Search screen

21

201604724 000

2NENHTS 0.00

20M6/04/26 0.00

20604

27 0.00

Result| button
Data Lisﬂ button

Pop-up screen

®
@

(3) Data List menu screen
|Patient History| button : Displays test result history for individual patient.
» Displays history rsults for searched patient.

Pop-up screen

: Result screen is shown.
: Data list menu screen is popup.

Print out screen for individual patient

(4) Patient History screen

Contents

Patient Name

Patient name display

Patient ID

Patient ID display

Item

Test item name display

Specimen

Specimen kind display
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Contents

(File date)

Display test results.

Dil

Dilution ratio display.

LH

If the test result is out of normal range or panic range,
displays error flag.
» As for check flag, refer chapter 6 Alarm function.

® button

Pop-up screen
(6) Search screen

: Searched screen is popup.

: Input search condition.

Search condition input

Patient ID

Patient ID input

Date range V¥V

Search period selection
» Select latest 6 times, 1, 3, 6 months, 1 year, all

oK

Search starts.
» Display of searched results.

Close search screen.

(7) Print (External printer) : Print test results which are currently displayed.

SEET
BEE - Mame
LI PR
SOLRTLID bl ny SOLBTL el
ang LEs L ‘?’?"&? B | LA llﬁl-&lu B | s :%_"":}N oel | L N’gﬂu e |
Ten1 [ ] 148
] EX 148
Tl f=i ]
e =
temi =
e = p %]
aerel FEALE 148 |
e =X A
Toem? FEAIE X ]
Fremll f=1 | 33
Hemd HeAle (]
Fax =K o ]
Faa =
] AT _ |
[ BLEF
K =
i FEAIL
[=] = 1350
[=] =
[=] HEATe
[ TRt FETE T {hE)
THIHEAIE FEALE 130 130
ThIFEATE FEATE 150 ER T
TOIFEALE FEATE 150 0
HBALE HeAle e T
LPage
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4-3. Data List - Single Report screen

> Patient report print contents (profile) setting, search and print
» To use Single report, Patient ID input, in Order screen, is necessary

Decs Lst . I _1@

Main Tray No. : 1

Test Date : 2016/04
Result Jetbaet 2016/04 ()

T WAB ¢ S RLRZD

Barcode

Order

Repeat : 10
(D_) Result Specimen : Serum

Patient 1D :

Patient History

Name
QC Gender
Date of Birth :
Reagent Age

nnnnnnn

Result screen

Single Report - —-— . m -_—

_Print Item gearch
Profile : lProﬁIel '] [ Save ] ate :
——— Clotz2ul I from - [2016/04/26 -]
Ttem002 Clat23ul H o :[2016/04/26 -
Item003 Clot24ulL .
) atient ID :
Item004 Clot25uL ) @
— || clot21uL rom .
0/10 [¢]
1/10 arcode ID :
= 2/10
rom
3/10
4/10 o
5/10 R,
al4n SZ '
Lo Jlow ] @—>| Print l [ Exit l(—- @

Data list — Single Report screen

(1 Result| button : Result screen is shown.
(2) [Data List| button : Data list menuscreen is popup.

Pop-up screen

(3) Data List menu scree button.

: Patient report printing contents (Profile) setting,
search and printing button screen display

Pop-up screen
(4) Single report screen ; Profile setting of single report.

Setting, search condition input
Profile : v Select profile name (Profile 1 — 8)

Item name which is registerd in profile

In left sideObox .
display.

Print  In right side O box | Item name display

Items —Register selected Item to Profile.
.
—Delete selected Item from Profile.

Iﬂm Change the printing order of selected Item.
»  Print from the top in order.

Save Store setting contents
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(5) Single report screen: Search

Setting, search condition input

Search

Date:
a ;‘rom YioV Select the date to search.
Patient ID Input is essencial.
From to Input Patient ID to search
B de ID
arcoce Input Barcode ID to search.
From to

® (External printer) : Print test results which are currently displayed.

» When the auto-print is selected for single report
print in System screen, the patient report is
printed out by last profile setting.

A
BEEEBBE
Tel - 01234567389 Fax - 0123456788

ZZT-77
Name :
Patient ID - 002
Date OF Birth - Gender :
Doctor -

Sample ID © 20160425003002
Draw Date -

Sample Type : Serum
Run Date : 2016/04/25 15:57:08

Lipemia : Hemaolysis : Bilirubin :
Item Name Result Units Flag Range
Na 140.5 mEg/L -
K 431 mMEQ/L -
cl 103.2 mEq/L -

Sample ID : 20160425003005
Draw Date -

sample Type : Serum
Run Date © 2016/04/25 16:09:09

Lipemia : Hemolysis : Bilirubin ;
Item Name Result Units Flag Range
b 8.0 g/dL -
-— End Of Report -—
Reviewed by Date :

1Page

@ [Exit
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4-4. Data List — Header.”Footer screen

Chapter 4

» Header and footer setting for Data list (Patient report) screen.

Main
Order
® Result
CAL
QC
Reagent

Tray No. @1 - Pos.

Data List

Barcode :

Repeat @ 10

Specimen : Serum

Patient 1D :

Name

Gender

Date of Birth :

Age

order Tten)

na

Fllziz|=|zlelz]zlF

Result

Patient History

@ Single Report

Test Date : 2016/04

PBG<>T WABC SRLRZD *

(D [Result| button
(2) Data Lisﬂ button

Pop-up screen
(3) Data list menu screen Header/Footer button.

: Set for header /footer in patient report printing.

Pop-up screen
(4) Header/Footer screen-Input and set the contents to be printed.

‘ Header / Footer !

0
oo
o0
00
oo
00

Header / Footer

: Result screen is shown.

Name

: Tokyo Boeki Medisys Inc.

Address :

1-14-21, Higashitoyoda, Hino, Tokyo, 191-(

Tel.

: +81-42-587-2963

Fax

1 +81-42-587-2964

Other  : BIOLIS 30i

Exit

Header/Footer screen

: Data list menu screen is popup.

Setting contents

Name Input hospital name and so on.
Address Input hospital address.
Tel. Input hospital telephone number.
Fax Input hospital ax number.
Other Input comment.

Close Header/Footer screen.
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4-48

5. Test result screen switching button

» Test result screen switching button

» Under Barcode mode, this button is not shown.

The sample mode can be selected in System screen. Default mode is Position

mode.

If Barcode mode is used, screen switching can be done by clicking Barcode V.

®—> Result

QC
Reagent
Item

Maint.

System

=

Tray No. @1 - Pos. i 6

Result

Round :

Round1

Barcode

Repeat : 1

Specimen : Serum

Patient 1D :

Name

Gender

Dte of Birth :

Age

Draw Date  :

Draw Time  :

Doctor

Section

Lo

Order rem Dil. Resut  1H 4= unit

| ttemoo: mag/dL

| itemoo mg/dL

| nemoos /L

zlzl=
AlB|A

CLE L|P B Gix

Test Date : 2016/04/26 -
> T wABc S RIRZD
HH

@O  [Result| button

@  Buttons and functions

Result screen

: Result screen 1s shown.

Content

Former search

button

Displays the first position of shown round.

Displays test result screen, one step smaller
position number than current screen.

Search button

number.

Displays test result screen of input position

Next search

e A®

button

Displays test result screen, one step larger
position number than current screen.

Displays test result screen of position number
which is the largest day among file date.
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[ 4.4 Calibration screen ]

Clicking |C - button, calibration screen opens.

» CAL screen : Display of the Calibration results.

> m d| button : Display setting screen for calibration samples
(position, repetition) including standard sample
concentration.

> button . Display of calibration result details.

4.4.1 The contens of CAL screen

Main [Feona + woon pecimen - Tam

T P4t results

o Item BkOm. Order  Tray Blank  Calibrator] Cabbrator2 Callbratord Calbratord CalioratorS  Calibrators  Calibrator?  Callbratord Lot ol Craph}

Order

Itemoot (=3

13 |

Itemoo2 (=1

Result

Q5] CAL
QC | | | @

Reagent

Itemoo4

Calib.
Settings
Cal Data

Item

Maint.

General Order

System

Exit

CAL screen

©) button : Display calibration screen.

(2) Display of the calibration Item, order and calibration result.

(3) Display of the calibration order button.
Calibration setting, standard sample concentration input button.
Calibration result list button.

(4) ISE calibration order and result display.

(5) Display of the QC Item profile, order all and clear buttons.
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6.

CAL screen -Item order, results

Main

Clicking of button, display of the calibration setting, order and results.

Order

Result

CAL
Qc

Reagent

Item

Maint.

D@ @® orrune |

Main Specimen : Serum
‘:;;“ Item Name Bilc.Odr.  Orc Troy Blank Standardl  Standard?  Standord3  Stondordd  Standord$  Stondardé  Stondard?  StandardS Lot No. Graph
Order BL-3 s1-3 s2-3 53-3 54-3 Save
Result : e 0150704 001:00 | 0.0000 | 02100 | 0450 | 06000 | 07800
5 Items & @ BL-% | Sea | Il | || stendard
CALscreen — Old calibration result screen (Except ISE)

button

Specimen V¥

©O

: Display calibration screen.

: Select Specimen

Display calibration Item order, results.

Contents

Round

Display reagent round name

Specimen

Select “Specimen”.

OPast result

Display old calibration results.
> @After[L] ® select Item
»  Clilck [ISE graph| button for ISE Items

Item No.

Item

Display by reagent round and Display Item number

specimen selection

automatically, Display Item name

Blk.Odr.

The order status i
Order calibration blank sample ¢ orcer status 18
shown by blue color.

Order

. . The order status is
Order calibration measurement
shown by dark blue color.

» Tray, calibration

sample positionand repetition is set in Calb.setting screen.

Tray

Display calibration tray number.

U
Blank pper

Display of the balnk sample position (left side) and
repetition number (right side)

Lower

Display of the blank sample result (Absorbance).

Calibrator = Upper

Display of the standard sample position (left side) and
repetition number (right side)

1 ~8

Lower

Display of the standard sample result (Absorbance).

Lot No.

Display of the standard sample Lot number when using
reagent barcode.

Graph

Display of the calibration graph screen.
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7. CAL screen — Graph screen

> Clicking button,display of the calibration graph

Main : Round1 Specimen : Serum

3 Ttem Blic.Ord. Order Tray Blank Colibratorl  Calibrator  Calibrator3  Calibratord  CalibratorS Cabbrotors  Calibrator?  Calibrators
Order 13
= |
1-3 I

Result

BORE® o=l —

Main tem  : 1 - Itemooi L - -
Order Specimen : Serum B
Result (PR
Test Date : “T ) I ' Ja—
CAL .
Type : Factor
Qc Factor  : 10000 —
Reagent Calibrator Ca s
Blank - £ ey
Item ; = A | T
Maint. z |
E I
. | =
Abs. - [
System = = 5
. Calculation ‘
Exit
CALscreen — Graph screen
® button : Display calibration screen.
(@) Graph button O : Display of the selected Item graph screen.
(3) Graphscreen
Contents
Item v Select Item number. (Display Item name)
Specimen V Select “Specimen”.
Lot No. Display of Lot number which used in measurement.
Test Date Display of the calibration date.

Display of the calibration kind.

Type » Type is able to change for simulation.
Display of the balnk and standard sample
Calibrator Cone. concentration.
blank,1 ~8 Abs. Display of the calibration result (Absorbance).
Abs.o Input the absorbance value for calculation.
Cone. Display of concentration value by inputted value in

Abs.box oO.

Caluculation| button | Do calculation by inputted Abs. box .
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8. Calibration order

»  Order entry of calibration in this screen.

Main : Round1 - Specimen: Serum B 4_® 1 Past results
Lo, Ttem eOrd. Order || Tray Blsnk  Colibratori Calibrator2 Calibrstord Calibratord  CallbraborS  Calibrator6  Calibrator?  Calibratord Lot No. Graph
Order i3 I Save
1 Ttemn001 Q T
Result 2 Ttemooz o 153 [ S
T - E
- L
- ® -
Reagent i C |
Item L
Maint. -
BlankOrder | General Order
CAL screen
©) button : Display calibration screen.

(2) Specimen: V¥ : Select Specimen.

3 ,@ box : Chek the Item box for calibration order.
»  The order status is shown by color in [Blk.Odr.

blue and dark blue.
® button ; Save the orderd Item in @), @ box.
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9. Calib. settings screen

> Setting of calibration ( sample position and repetition), and input standard

sample concentration.

+ Roundl

Specimen : Serum "I Past results

Blk.Ord. Order

| = ! ! — @

Trey Blsk  Calbratorl Calibrator2 Callbrator?  Calibratord  CalibratorS  Cabbestors  Calibeator?  Cafibratord Lot No,

Main

Item Specimen
- 35 [KI5201
Order 36 Urine
37 Plasma
Result 38 CSF
39 Dialysis
40 - Others
CAL P T —
42 |Item2 =
QC 43 Item3
44 Item4
45 Item5
Reagent 46 Item6
147 Item?7
Item . . ;
Positions and concentrations of Calibrators Absorbance range of blank sample.
o Position Asp. \ Conc. Abs.
Maint. Blank 1 I3 0 Low 0
Calibrator1 |2 2|3 10 High 0
Calibratorz
Calibrator3
Calibrator4 Save
Calibrator5
Calibratoré
System Calibrator7 it
Calibratorg

Exit

@® button
@ button

(3) Screen and functions

CALscreen — Standardscreen

: Display calibration screen.
: Display standard screen.

Contents

Select Item name from the Item list.

Select “Specimen” from the list.

Select calibration tray (C1-C6) from the tray list.

Position and concentration of the standard samples.

Select the position for calibration sample (1-45).

Select the repetition (1-10).

Input the concentration of blank or standard sample.

range of blank sample.

Setting of absorbance limit (Low, High) for balnk

sample.

» Display the error flag if the absorbance of balnk
sample is out of range. No check is done if the value
is zero or low and high values are the same.

Item
Specimen
Tray
Blank, Position
Calibrator | Asp.
1~8 Conc.
Absorbance
Low
Abs.
High °
Save)

Save the selected or inputted data.

Close the calibration setting screen.
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10. Cal Data screen

» Display of the calibration result list.

»  The calibration results list is shown by date.

: BORE® °

Round : Roundl Specimen : Serum Past results
‘;T ntem BlkOrd. Order  Tray Blank  calbratorl Calbratorz Calbrator3 Callbratord  Calibrators  Calibrators  Calibrator?  Calibrators Lot No. Graph
1-3 Save
1 Itemooy a
Re 2 Itemoaz =1 12 1 1
4 Ttem0id ®
A .
—
Q
Data
R a

Datz B®DRDP® °

a EF& : 2015/11/10

Ord Date / Time
(115/11/10 18:3
5/11/10 18:31:54 |
5/_11!]“ 18:31:14 |
5/11/10 18:30:34 |
5/11/10 18:29:54 |
5/14/10 18:20:14
5/11/10 18:28:34
5/11/10 18:27:54 |
5/11/10 18:27:14 |
5/11/10 18:26:34 |
5/11/10 18:25:54 |
5/11/10 18:25:14
5/11/10 18:24:34
5/11/10 18:23:41 |
5/11/10 18:07:51
5/11/10 18:07:11 |
5/11/10 18:05:11 |
5/11/10 18:04:31
5/11/10 18:03:51
5/11/10 18:03:11 |
75/71711'”] iﬂiﬂéill
5/11/10 18:01:51 |

ol e e e e B

Item

Alc
102A1c
101Hb
Item10
Ttem?
Item8
Item?7
Ttemé
Items
Itemd
Ttem3
Item2
Ttem1
102A1c
102;\ 1c
102A1c
101Hb
101Hb
101Hb
Item10
Item10

Specimen Lot No Tray Pos Result Ca"Er i - Date / Time Result
-0.0003 ¥ 2015/11/10 18:31:28 -0.0003
HbALC | e 14| -0.0003 2015/11018:31:41 | -0.0002
HbA1c | c1 11 -0.0002 2015/11/10 18:31:54 | -0.0004
| HbAlc | e | 11 | -0.0006 |
Plasma c1 5 | -0.0002 | |
Plasma | e« | s | -0.002 | |
Plasma c1 5 70.0062
Plasma [Tet [ s | 00003 | |
Plasma = 5 | -0.0004 | |
Plasma | et | s | -booor | |
P c1 5 -0.0004
P @ et | 5 | -0.0001 @ | -0.0003
£x 5 -0.0002 45.16
Plasma | e [ s | -0.0002 MAX | -0.0002
HbAlc c1 13 -0.0002 MIN -0.0004
HbALe [ | 12 | 000 |
HbALC c1 11| -0.0003
HbAlc ! (=3 ! 13 0.0052
| HbA1c | | c1 | 12 | -0.0019 |
| honte [[a | u [ oom | = |
Plasma c1 6 -0.0001
Plasma | et [ 5 | o000 Ll Exit |

® button
©) button

(3 Cal Data Screen

CALscreen — Cal Datascreen

: Display calibration screen.

: Display of Cal Data screen

Contents

Test date

\4

Select the calibration date.

Date/Time

Display of calibration date and time.

Item

Display of Item name.

Specimen

Display of “Specimen”.

Lot No.

Dissply of the Lot number for calibration measurement
when using the reagent barcode.

Tray

Display of the tray for calibration measurement.

Pos.

Display of the sample position for calibration
measurement.

Result

Display of the calibration result (Absorbance)

Cal.Error

Display the error flag if the error occured when calibration
measurement.

» Please refer to Chapter 6 Alarm information.
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(4) Cal Data screen details :Select the Item in the @ list. Display of the details of
calibration result and calculation result.

Contents
Date/Time Display of calibration date and time.
Result Display of the calibration result (Absorbance)
Calculation results
Mean Display the value of Absorbance (Abs.) average.
CvV Display of CV(%).

MAX Display of the maximum Absorbance (Abs.) .

MIN Display of the minimum Absorbance (Abs.).

® (External printer) button ; Print the Cal Data list to external printer.

Calibration Data
Date / Time Item Spedimen Lot No Tray Pos Result Cal. Error
2016/04/25 13:56:41 TP Serum C1 2 -0.0611
2016/04/25 13:56:01 TP Serum €1 1 -0.0913
1Page
® |Exit| button : Close the Cal Data screen.
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11. ISE CAL screen - Order and result display

> Calibration order and result for the ISE Items.

Main Round : Roundl Specimen ! Serum - (_® 1 Past results
e Item BlkOrd. Order  Tray Blank  Cabbestorl Colbrator) Colbrator3  Callbratord  Callbrator  Calibrators Callbrator?  Calbrators Lot No. Graph
Order 1 Tremaoi 2 LED
Result 2 Tremdoz c2 13 |
4 Ttemao4
(@5d ( CAL E
QC =
Reagent E_
Item
Maint. E

- =1 T 1

Calib.,
Settings
Cal Data

CAL screen
©) button : Display calibration screen.
(2) Specimen ¥V : Select Specimen.
(3) ISE Cal screen : Display of the ISE calibration results.
Contents

Order » Order status is shown by blue color.

Chek the ISE Item box for calibration order.

Na K. ~Cl Display of the calibration results.

(4) [ISE graph| button : Display of the ISE calibration graph screen.
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12.

ISE graph screen

»  Clicking of [[SE graph| button, ISE calibration graph is shown.

Chapter 4

Main Round : Roundil Specimen ¢ Serum I Past results
e Item BlkOrd. Order  Tray Blank  Cabbestorl Colbrator) Colbrator3  Callbratord  Callbrator  Calibrators Callbrator?  Calbrators Lot No. Graph
Order ; ey 5 | 1%
Result 2 ‘ Tremao2 ‘ c2 o]
P

Reagent
Item

Maint.

ITTFFFrFrrre

Blank Order General Order

el ---

CAL screen

ISE graph ®OQR @@ orrune
Main Spcimen ;. Serum =
Ma _u . 1
QOrder w— i Ot e
L‘—r 01971 e
- 2199759 @
Result - ey )
Woeys 2.3
- 2010615 3313
i I 1 — LX) L 130418 2.9
B EE R % W I EEEEEE. 10818 e
3
{ ™ Oute Wt ~
Reagent - A | 1 MNen - l
| 23N9700 3312
Item & 0N 4596
- 3.0
- 8 )
Maint. 18— - 2o r- R e T e T gl
" m R & ®om = e - S s b
a
- Oate Vel
« 205971 0.0
- VST 0
01 W06 (L)
ol | T T AN w9
B . - 030035 %90
. 1 L FLILC 208
A ®E = B = = T E EEEEEE 20350818 900

® button

@ button

CAL screen —

ISE graph screen

: Display calibration screen.

(3) ISE graph screen

: Display of ISE calibration graph.

Contents

Specimen

Select “Specimen”. (Serum. Urine, Dialysis) .

Exit

Close the ISE calibration graph screen.

Na. K. CI

(Graph)

Vertical axis ; Calibration value =Slope value

(mV/dec.)

Horizontal axis ; Calibration times

Date

Display calibration date.

Value

Display calibration value (Slope value).
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13. Calibration profile, Order all and cancel button

» Perform the calibration order entry by profile, order all or cancel in one time.
» Please refer to Chapter 4. 4.9 Profile setting.
» The ISE Items can not order or cancel in one time.

Main Round : Roundl

Specimen : Serum - I Past results
—® wicoion

Ttem

Order

Result £ | Temw

Reagent
Item

Maint.

Tray Blank  Colbrotor Colibrstor) Colibratord  Collbrafors  CalbratorS  Calibratort  Calibrator? — Calibrator Lot Ne.

o
4
=

1-3

| 13

®

[FEFEEFITET

Blank Order General Order

System

Exlt e o - - -

CAL screen

©) button

(2) Specimen V¥

(3 Buttons and functions

it - -

: Display calibration screen.
: Select specimen.

: Order or cancel by selection.

Contents

Blank Orde

Select for measurement order of calibration blank.

General Orde

Select for measurement order of Item.

Enter for all test Items on this screen.

Clear al

All the ordered Items are canceled.

(Profile name)

Calibration order entry for profile registration Items

previouly.

» Profile can be set maximum 8 set.

» Please refer to System screen-profile for profile
setting.

» The ordered Item turns to blue or dark blue.

® button
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[ 4.5 QC screen

> QC sample measurement setting screen (parameter setting, order entry,

measurement and results) displays.
» QCis controlled by WESTGARD MULTI-RULECHART method.

4.5.1 QC screen contents

> Display Controls (Order QC, Current QC, QC History, and Control setting).

Display each screen by clicking buttons..

Control

: Control01

Result Position

1Q1-11

Repeat

s |

CAL

Sample Status : Clear

Ordering Status: Order
O—

Reagent
Item

Maint.

System

Exit

All Ttem All Item
Select Clear

® button

(2) Screen and functions

QC screen—Order QC. Screen

: Display QC screen

Chapter 4

Contents

Entry the order of QC sample.

Display latest QC result list.

Display day to day QC results.

[Control settings

Setting for the QC measurement.

» Input for control sample name and setting of using QC

sample.
» Measurement position of QC sample.

» Input of mean, SD, Max and Mini for QC sample.

» Profile setting for QC sample.

® button
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4.5.2 Order QC screen

» Display of order entry screen for QC sample.

T T ooy |
Control  : Controlo1 - s E
Position : Q1 -11 s Item002
Repeat @1 @ - -
Sample Status : Clear ‘ AR

Reagent

Item

Maint.

System

Exit

©) button

QC. screen—Order QC. Screen

: Display QC screen

@ |Order QC|button : Order entry for QC sample.

® Display of profile information for QC sample.
» Profile of QC sample is set in Control settings screen.

Contents

Round

Display of reagent round.

Control V¥

Select control name of QC sample.
» Display control name which registerd in control settings

screen.

Position V¥

Select sample tray round and sample position.
» Display of selected profile position.

#of Asp v

Sample state

Select aspiration time. Maximum 10
Clear (No order entry)
Order

Sample state display Run
Complate

Erro (Error has detected)

Order state

Order (First test)

Display of order entry status
Re-run order

@ Display of test Item : The back color of ordered Item changes to blue.

(5) [Select al
Clear all
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® button :Order entry by clicking Order QC|button after Item

selection.
Contents
Invalidate the input.
Delete the order entry of QC sample.
Order entry of QC sample.
(@) Tray Icon : Confirmation of QC sample position.

The color of ordered Item changes to blue.
» QC tray can be selected “ON” in System parameter.
- Select the tray kind.
| Patient tray : Gray
QC tray : Pink
. Calinration tray : Yellow
- Select the tray number.
| Patient tray  : 1-50
QC tray 1Q1-Q3
. Calinration tray : C1-C6

Order entry switching button
» Display QC order screen which set in QC settings screen.

Contents
@ Former search Display order entry screen of former position
button from current screen.
@ Search button Display order screen of inputted position.
Display order screen of next position from
® Next search button pay P
current screen.
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4.5.3 Current QC screen

» Display of QC results.

» The latest test results of selected QC samples are shown.

Main

Drder Control Name : Control01

Lot No. : BBB

Exp. Date

Result T vern T

Reagent
Item

Maint.

System

Exit

Pos. Mo, Fesult unit win max,

@® button
@  [Current QCJbutton

QC. screen —Current QC. screen

: Display of QC screen

: The latest test results of selected QC samples

are shown.
@ Screen and functions
Contents
Control Name V¥ | Select QC profile name.
Lot No. Display of QC lot number..
Exp. date Display of QC sample effective date.
Date / Time Display of tested date and time.
Select and order the rerun Item.
Rerun »  Blue color in the box shows rerun status.
» Rerun order is possible within a day.
Item Display Item name.
Pos.No. Display of sample tray and position number.
> Tray (left) - Position number (right)
Result Display of QC sample result.
Unit Display unit.
Min Displays the minimum value of control range
Max Displays the maximum value of control range
C ~ AB If error occurred, chenage the color to red.
The results are refrected to QC history screen.

@ button
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® External printer) : Print latest results of QC sample.

Current Q.C,
e ::}'—:_Hl =5 i I W IM: I ] Wn | I Frred Cooe ]
’Wm 108 il T e T i I |
Control Name - 3% FI=4L Lot Mo, £ 02 Exp. Date
g T [bam T Poabo. | Rasuit | Link T [LT] [ [T [ Erte o 1
TRal | Y60 | wi-o6 | 1> B (1Y 1 LX) 1 ] [ ]
Exp. Doty : 2045/07/09 e
i) i i 3% asnie;
198 il 78 83
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4.5.4 QC History screen

» Display of day to day QC results by graph and list.
» Display of the results which is approved in currect QC screen.

Two QC sample results are shown in one screen.

Main [0

Order Item i Item0O
Control Name : : Contr

Result Lot No. 1 AAA
Run Date 1 2016/04/27 - to  2016/04/27 un Date :2016/O4f27 - to 2016/04/27 -

ntrol Name

Control

ot No,

1 AAA

CAL

- oe

Reagent

Item

Maint.

System ||

Exit

Item : Item001 it

Control Name : Control01 - m Control Name : Control01

Lot No. © AAA 2 Lot No. L OAAA

Run Date 1 2016/04/27 - to 2016/04/27 - Run Date 1 2016/04/27 - to 2016/04/27 -

H st i [ oweitew ~ Renm "i L E

- ] oo D
Reagent o [w 0340 Vi BLATAT
M L L ni

Item Mas [T Has a3
e aa Sange L ¥

Maint.

System

Exit

QC History (List) screen

@ button : Display QC screen
@ button : Display Cumelative QC screen
® button : Display of graph or list screen for two QC samples.
(4) Screen and functions
Contents
Item V Select [tem name
Control Name V Select QC profile name
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Contents

Lot No. V Display of QC sample lot number.

Run date: From V¥ to V¥ | Select the starting date and ending date.

(5) @Display of Statistical calculation result

Contents
Test | Test number display in the set range.
Mean | Mean display in the set range.
SD Standard deviation display in the set rang.
Statistical ) o o - -
caleulation CV(%) | Variation coefficient display in the set rang.
result Min | Minimum value display in the set range.
Max | Maximum value display in the set range.
(Maximum value — minimum value) display in the set
Range
range.
Exp. Effective date of set QC sample display

(6) Display of QC results by graph and list.

Graph
» Westgard mark displays on the top.
Westgard Contents
mark
A If QC sample data exceeds +/-2SD, random error is in
expectation.
If QC sample data exceeds +/-3SD, accidental error is in
B expectation.
» Random error is in expectation.
If two kinds QC sample data exceeds 2SD in the same direction,
C or tow continuous data of the same QC sample exceeds 2SD in

the same direction, systematic error is in expectation.
» Systematic error is in expectation.,
If the SD range of two kinds QC sample data exceeds 4SD, or SD
D range of the same QC sample data exceeds 4SD.
» Systematic error is in expectation.

Four continuous data of the same QC sample exceeds 1SD in the
E same direction.
» Random error is in expectation.

Ten continuous data of the same QC sample appears in
F the same direction.
» Systematic error is in expectation.

Random error = Unstable QC result which happens by contamination,
delicate environmental difference and undefined reason.
It is difficult to remove the reason which suspects the
cause.
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Systematic error =The QC result shows partiality from the true value.

List

It happens by improper standard sample and reagent,
influence of interference substance and incomplete
tuning of the analyzer.

Contents

Date / Time

Display of tested date and time.

Result

Display of QC sample result.

Delete the QC result in QC history screen

(7) Graph screen switching button (Display in graph screen)

Contents

S

Former search button

Display test result of former date from current
screen.

®

After search button

Display test result of after date from current

screen.

Print (External printer) : QC screen is printed out for graph and list.
> Print both of graph and list. (Upper part is graph and down part is list)

» Print 30 times results in one page.

4-66

Downloaded from www.Manualslib.com manuals search engine

Conttrod Namne : Control Lo HaDo03
Iherm Mame: L JO1NO5/14 - ZO1SH'07 18

Cuw | Y [ ] | Safr | Tw | ]

1Page



http://www.manualslib.com/

Operator’s Manual Chapter 4

4.5.5 Control settings screen (QC sample setting screen)

» QC sample setting screen display.

1) Control name and setting of control.
2) Setting of measurement position.
3) QC parameter setting. (Mean, SD. Min, Max)
4) Setting of QC profile.
Y TS D (TS EIETD ®
Order ontrol Name e ! = Control01 Specimen : Serum
: : B 2016/04/27 q o
Recle ot No. :BBB @ Exp. Date 218 116/0:
pos. 1 Q1 E-11 Pos.2 Pos.3
CAL tos.4 Pos.5 Pos.6
@_) QC Item Profile Mean sD Min Max
Item001 10.000 5.000 0.000 20.000
Reagent Item002 10.00 5.00 0.00 20.00
Item003 10.0 5.0 0.0 20.0
Item Item004 10 5 0 | 20
Clot22uL
; Clot23uL
Maint. Clot24uL @
Clot25uL
Clot21uL
0/10
1/10
2/10
3/10
System 4/10
5/10
Exit 6/10

Q.C.screen—Control settings screen

® button

@ IControl settingsl button : Control input screen is shown.
@ Setting for the following QC Items.

: Display QC screen

Contents

Select QC profile number. From 1~30

Control name V¥

Input profile name. Max16 character

Select “Specimen”

Speci v
bectmen (Serum, Urine, Plasma, CSF, Dialysis, Other, HbA1c)
Lot No. Input lot number of QC sample. Max 8 character
Exp.Date Check the box when input the expire date.

Select effective date of QC sample from calendar.

Select tray and QC sample position.

Pos6: V-V

Tray Tray No. Position No.

Patient 1-50 31-45
Posl: V- W~ Calibration C1-Ce 31-45

QC Q1-Q3 1-45

When using the QC tray, turn on the QC tray in

System

screen. Please refer to Chapter 4, 4.9.6 System

setting screen.
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@  Setting of Item and parameters: Input Item and control value.

Contents

Ttem Display of Item name

Profile Select the Item by clicking check box for QC profile entry.

Mean Input mean value for result check.

SD Input standard deviation.

Min Minimum value is inputted automatically. (Mean—2SD)
Max Maximum value is inputted automatically. (Mean-+2SD)

® |Deletel button and [Save| button

Contents
All the profile setting is deleted.
Save All the profile setting is stored.
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[4.6 Reagent screen ]

» Display of setting for reagent bolltle and confirmation of bottle information.
1) Bottle info. Screen : Input reagent round, bottle information (tray),
renewal bottle and expire date.
2) Reagent settings screen : Setting for reagent bottle (Reagent tray round,bottle

position.
4.6.1 Reagent screen
Reagent

Main Round Name : 1 - Roundl Bottle Info. | Reagent Settings
Pos. Item No. Item Exp.Date Exp.Date

Order
2 2 Ttem002 i 2 77 250 1
S | | |

Result S ) @
s

CAL E ‘
7 T Ttem001 2 160 a8 ] | P
8

QC 5
10

Reagent [
12

Item 13
14

: 15

Maint. THI 1
17
18
19
20
21
22
23

System 24

Reagent screen—Bottle Info screen

Reagent
Main Round Name : 1 - Roundl
e il [2 I3 [4a] 5] [6]
Order Ttem001 Ttem002 ttemo01 ne’rnnz Lt?\nni
| Result B — o == = = = ot D). @A)
CAL Trem001 o Clotzsil ozt
QC 13 [1a] [15] 18] 171 18] 010 110 10
®_, Reagent 310 410 s
4 Item 19 20 [21] 72] 23] [24]
Malnt 910 10/10 0/10b
25 28] 27 _ 28 [28] 300
101Hb HbAlc 1/10b 2%ite 3100
31 132 [33 [34 [35] [36] N1k S L
7100 B100 8/10b
System
Reagent screen Reagent setings screen
(1) |[Reagent|button ! Display reagent screen.
(2) Bottle Info.|button : Display of reagent bottle information screen.
(3) Reagent Sett1ngs| button :Display of reagent setting screen.
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4.6.2 Bottle Info. screen (Reagent bottle information screen)

» Setting for reagent round, bolltle information (tray), renewal and expire date.

Reagent

* Round1

1

Main Round Name :

Reagent Smm_s

Bottle Info.

Order ¥ Item001 2 160 416 1
2 Item002

Result
CAL
QC
Reagent I I
Item @

Maint.

1 Item001 2 160 416 2

System 24

Reagent screen—Bottle Info screen

button : Display reagent screen.
Bottle Info.| button : “Bottle Info.” screen is shown.

Screen and functions : Display of bottle information, reagent remain and

@O

expire date.

Contents

Select reagent round. ‘ From 1 to 10

Round name V¥V | Display of reagent round name.
> Input round name is possible. (Max10 character)

Bottle position number is shown.
» Position number for each reagent tray.

Pos. 24 Item tray;1 - 24
36 Item tray; 1- 36
Item No. Display of Item number.
Item name Display of Item name.
Bottle Display 1 for mono reagent and 2 for double reagents.
R1 Display of reagent remaining of R1.
R2 Display of reagent remaining of R2.

» Back color changes depending on reagent residual volume level.
» The alarm level and sampling stop are set in System screen. Please refer to
Chapter 4, 4.9.6 System setting.

White Enough reagent volume
Red Below test stop level
Yellow Below alarm level
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Contents

Exp.Date

Reagent expire date is shown.

Exp. date(open)

Reagent expire date after open is shown.

» Back color of over expired date changes to red.

» Reagent barcode information is shown after reading of reagent barcode.

Lot No.

Reagent lot number is shown.

Priority

When above two reagent bottles of the same Item, sampling
priority number are shown.
»  Set the priority by setting order, and use from priority
1.
» If the reagent remaining is below sampleing stop, move
to next bottle.

(4) Reagent remaining renewal and save button.

Contents

Residual test volume of the selected Item is input
automatically.
» Renewal of R1 and R2.

Residual test volumes of all Items are input automatically.
» Renewal of R1 and R2.

Displayed reagent informations are registered.
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4.6.3 Reagent settings screen (Reagent bottle setting screen)

» Reagent settings screen displays.

ound Name : 1 - Roundl

BEOR® °

it 2 3 4 Is 6]
Ttem001 Ttem002 Item001 Item002 tem003z
Re
7. " .E g [i0 AT ‘12 Item004 Clot22ul Clot23ul
Ttem001 Clotaut. ClotzsuL. Clot21ul
Q 13l s 15 18] [17] 18] s 110 2110
S
®_) 310 410 510
_ 18] 20| i3 T3z 3] 74
L L o0 Wi ook
[25] 26/ 27 28] 29 [30]
101Hb HbAlc 1106 2106 3106
131 32 33 [3a [35 [36] ik om s
C ol
ol -
® e : '

Reagent screen —Reagent setings screen

Reagenﬂ button

@O

: Display reagent screen.

Reagent Settings| button ! Display of reagent bottle setting screen.
Reagent tray position screen : Display of reagent tray position and Item

name
» Select tray position and register the [tem
from Item list.

Contens

Round name

Select reagent round number. From 1 to 10

v

Display of ragent round name.
) . Max 10 character
» Input round name is possible.

1~36(24)
[[tem name]

Display of reagent tray position number.
24 Ttem tray, 1~24
36 Item tray, 1~36
» Display of registered reagent Item.
» Back color of selected Item changes to blue.

@®

Display of registered Item list.
Renewal of reagent volume and redister button.

Contents

Fill

Residual test volume of the selected Item is input
automatically.
» Renewal of R1 and R2.

Fill Al

Residual test volumes of all Items are input automatically.
» Renewal of R1 and R2.

Bottle Read

Display when using the reagent barcode.
» Reading of reagent bottle barcode.
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Contents
Reagent bottle information is deleted.
Reagent round information is deleted.
Save Displayed reagent informations are registered.
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[4.7 Item screen ]

» Item parameter information screen is shown.
» This screen is used for setting of analysis condition depending on each Item.
Note: Item parameter is necessary for setting of each specimen by different Item No.

4.7.1 Item screen contents

» The following selection buttons are shown. Each screen appears by ckicking each

button.
1) Optical : Optical test Items
2) ISE :ISE (Na, K, Cl) Items
3) HbAlc :HbAlc Items
4) Calculation : Calculation Items
5) Others : Serun information, detergent, diluent and lysing
N M\ CNY oFFiie | h
Main Item No. : 1 - ItemName : Item001 Specimen : “ m

Data Information Aspiration Volume Reference Intervals Auto Rerun
Order Units mg/dL Type Double & [ Male Female @ON O OFF
Lo Low | High
Decimals 3 | sampie | Reagent: |Reagentz 1 - ﬂ & —
Result . vol. {ul) 140 20
Analysis 25 | 13 Panic Range
CA L Method END method C; ‘ e | - [ Male ‘ Famale
Main-WL  480nm . Low | High | Low | High
I Auto Rerun Condition (ABs.)
QC S - D::aa :mcessmg Dil.
: e | ena | Dacision it — fower: B on; Biogs
Reagent Correlation (¥ = AX + B) ms.;b | so | 52 | ; Male | Female Higher OON @ OFF
. A= it Abs.Limit = | Auto Rerun Condition (Prozone)
® - Item B= 0 -3 to 3 i | OON ® OFF
d +
Maint Blank value Collection value ;* i Sample Vol.
+
aint. © Water © Reagent End Point Limit 3 I
Reaction Check Dikstion
Calibration Liniarity Check (%) 0 i 5 o B
Type Factor o OFF
Prozone Check Check
Factor 10000 [Start Lirnit (9%
First_| ‘ =
Second

High

System O High Minimum Abs. VL Check VH Check
@ Low  Mean O ON © OFF CoN @ OFF Delete Print Save
Exit Variate

Item screen—Onptical screen

©) button ‘Item screen is shown.

(2) Screen and functions

Contents Item number
Optical test Items parameter input LT
screen.
. 78=N
ISE ISE (Na, K, Cl) Items parameter input 79:Ka
screen. 80=C1
101,102=Lat
HbAlc HbAlc Items parameter input screen ) atex
106=Enzyme
Caloulation Calculation Items parameter input G1~05
screen.
Serum information(L.-H-I), detergent, diluent
—

and lysing parameter input screen
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4.7.2 Optical screen

» Item parameter input screen.
» Item parameter needs to set for each specimen.
Note: Item parameter is necessary for setting of each specimen by different Item No.

& Q @ ofFune | -
ml HbAlc Calculation Others
T T

Data Information Aspiration Volume Reference Intervals Auto Rerun

me

Main Item No. : 1 - Item Name : Item001 Specimen : Serul

Order Units mg/dL Type  Double - | Vale e @ON O OFF
|_Low Low | High |
Decimals 3 | sample |Reagent1 Reagentz | Auto Rerun Range (Conc.)
Result vy [ 2 | 140 [ 20 | I Low I Hoh |
Analysis [Bottie (mi) | i
Method END method - - | 13 | pancRange [Re[ Value [ Dil. |Re| value | Di. |
CAL T | Male [ Female | I B 0 (v -
Main-WL  480nm - : Low | High | Low | High
| Auto Rerun Condition (Abs.)
QC Sub-WL = D;Z‘;’mcessmq Dil.
- Start | End Decision mit Lower  OON ©OFF
: [Cvan | 2 §
Reagent Correlation (¥ = AX + B) Hain @ p2__ i Male = PR = gt
i A=t Abs Limit = Auto Rerun Condition (Prozone)
®_, Item 8= 0 -3 to 3 +4 O oN ® OFF
Maint Blank value Collection value z Samble Vol
-
aint. @Water O Reagent End Point Limit 3 "
Reaction Check Diuticn
Calibration Liniarity Check (%) 0
e s O ON © OFF @ DIl o D12
Prozone Check Check
Factor 10000 S Limit (%
First_| ‘ e
Second

High

© High Minimum Abs. VL Check VH Check
@ Low  Mean O ON ® OFF O ON @ OFF Print Save
Vanate

Item screen—Optical screen

@ Item| button : Item screen is shown.
(2) |Optical] button : Display of optical Item screen.
@ Input test conditions
Contents
Item No. v Select Item number 1~77
Item name Input Item name Max 8 characters

Select “Specimen”.

Speci v
pecimen (Serum, Urine, Plasma, CSF, Diarlysis, Other)

Data information

Units Input unit Max 8 characters
Decimals Input decimal point 0~3
Analysis
Type ¥ Select analysis type END method or RATE method
Main wave ¥ Select Main wavelength | Select from following wavelengths
Sub wave V¥ Select Sub wavelength | both Main and Sub wavelength.

(340,380,405,450,480,505,546,570,
600,660,700,750,800nm)

Correlation Input correlation value.
(Y=AX+B)
A= | Input slope Default value= 1
B= | Input intercept Default value=0
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4-76

Contents

Blank value

OWateroReagent | Select “Water” normally | Default=Water
Calibration Calibration setting
Type | Select calibration kind.

»  Factor,Linerl,Liner2,Exponential,Spline,Polynomaial,
Logit1,Logit2

In case of Factor
Factor

Input for Factor calibration.

Input “Factor value”

» Input calculculated value of light pass length 10 mm.
>  Add — (minus) for decrease reaction.

In case of Linearl

Factor Min
Factor Max

CV(Max)

Display for Liner1 calibration. Input acceptable range.
» Calibration error appears when the calibration result is
out of range.
Input minimum value of calibration factor.
Input maximum value of calibration factor.
Factor=Standard sampleconc./(Standard—Blank sample)Abs.
Input acceptable CV(%).

» Absolute value is compared for error flag.

Aspiration

Input aspiration volumes.
» Reaction volume range;140pL~400uL

Type ¥ | Select “Single” or “Double”.
Vol.(uL)
Sample Input sample volume 2.0~25uLs (0.1pL step)
Reagentl | Input reagent 1 volume | 140~300pL(11L step)
Reagent2 | Input reagent 2 volume | 20~260pL(1uL step)
Bottle(mL) Input reagent 1 and regant 2 bottle volumes.
» Reagent remain is calculated by inputtrd volume.
Reagentl 36Item tray Type Reagent Reagent?
Reagentz Single 40 -
Ooub le 25 13
24Item tray Type Reagent 1 RFeagent?
(Option) Single B0 -
Ooub le A0 20
First dil. Dilution ratio
Sample ¥ | Select dilution ratio for

0.5,6,10,20,30,40,50,60,70,80,90,
100

first run.
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Contents

Read

Data Process

Main start
Main end
Sub start
Sub end

Input data process condition.

Input reading range.

Input starting test point for main reading.

Input ending test point for main reading.

Input starting test point for sub reading.

Input ending test point for sub reading.

> Reading point range

Analys=i= types

Main-measurement interval

Sub-measurement interval

One point end azzay

11 = START = END = 54

Two pointz end aszay 1

34 = START £ END = 54

11 & START = END = 30

Two points end assay 2

SUBESTARTEENDE 54

34Z STARTSENDE START

(One point rate assay
Two points rate assay 1

Two points rate azzay 2

11=START=ENDE 54
34 = START £ END £ 54
SUBZ START = END = 54

11 = START £ END £ 30
34 £ START £ END £ MAIN

Abs.Limit otoo

Input lower and upper limit values.

» Range -3.0~3.0Abs.
> Input lower limit=upper limit
Check value
End point limit | Input limit value to check optical absorbance upper limit.
» Input range -3.0~3.0 abs.
Linear check(%) | Input linearity standard value.

» Input above 0.

Prozone check

First start/end

Second start/end

Prozone phenomenon check parameter input area, for
immuno-reaction.

Input starting and ending test points of basic test
34~ 54 points)

Input starting and ending test points of reference test

interval. (Input range

interval. (Input range 34~54 points)

Limit(%) Input comparison limit value(%).
> Limit value(%)=Second range slope/First range slope x
100.
» The slope is calculated by the least square method.
oHigh ©Low | Select the check level for high or low limit.
Minimum Abs. Input no prozone check conditions.
Mean Input the minimum Abs. average value of main wavelength.
Variate | Input the minimum slope value of main wave length.

The valiation is calculated by the least square method.

» No prozone check is done if the value below the input
value.

» No prozone check is done if the slope value of the first
interval is below zero.
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Contents

Reference Interval
Male low.” high
Female low.” high

Input for reference interval.
Input of lower and upper limit of male.
Input of lower and upper limit of female.

Panic Range
Male low.” high

Female low.” high

Input panic range.
Input of lower and upper limit of male.
Input of lower and upper limit of female.

Qualitative Value

Male.” Female
2- ~3+

Condition setting of concentration result

transforms to qualitative result.

» Lower and upper limit of male or female can
be set.

» Input conc. result to transformation.

Reaction check
oON OOFF
Check

Low

High

Setting of the abnormal reaction check.
Select “ON” when check the abnormal Abs..
Input checking point.

» Input range 10~54 points

Input lower limit of the check range.

» Inputrange -3.0~3.0Abs.

Input upper limit of the check range.

» Input range -3.0~3.0Abs.

Judgement of VL/VH
VL ocON/©QOFF

VH cON/©OFF

In case of selected ON for multi calibration.

The result lower than blank or standard lowest

sample conc. appears VL flag.

The result upper than highest standard sample
apperas VH flag.

Auto rerun

oON ©OFF

Select “ON” for setting of the auto-rerun.

Following settings are essential for auto-rerun.

» Auto Rerun switch set to ON in System screen.

» Set diluent bottle for dilution rerun in reagent
screen.

Auto rerun condition

Input concentration for auto rerun.

Low/High,Re, | If the result lower than low limit or upper than high
Value, Dil limt proceeds auto-rerun automatically.
Re » Select when perform rerun. Back color changes to
blue after order entry.
Value Input conc. values for auto-rerun.
Dil. Select dilution ratio for auto-rerun.

» 0.5, 6,10,20,30,40,50,60,70,80,90,100

» The blank coloum proceeds auto-rerun without
dilution.

» Select lower dilution ratio than first dilution for
low value auto-rerun.

» Select higher dilution ratio than first dilution for
high value auto-rerun.

4-78

Downloaded from www.Manualslib.com manuals search engine



http://www.manualslib.com/

Operator’s Manual Chapter 4

Contents

Auto rerun condition
(Abs.)

Set auto-rerun condition by Abs..
If select on, the result Abs. lower or higher than Abs.

Lower/Higher | .. . .
& limit proceed the auto-rerun automatically.

oON ©OOFF

Select dilution ratio.
Lower /Higher Dil. | > 0.5, 6,10,20,30,40,50,60,70,80,90,100,
» The blank coloum proceeds auto-rerun without

dilution.
Auto rerun condition Set auto-rerun condition by Prozone.
(Prozone)
oON OOFF | If select on, the result out of prozone limit proceed the
auto-rerun automatically.
Sample Vol. | Input sample volume for using auto-rerun.

» Input range 2.0~25uL

Diluent

ODIL 1 oDIL2 | Select dilution bottle for auto-rerun orsample dilution.

(4) Save and print buttons.

Delete| button ‘Delete the displayed information.
Prinﬂ (External printer) : Print out the Item screen to the external printer.

1:Item001  Serum

Data Information Aspiration Volume Reference Intervals Auto Rerun
Units ‘ mg/dL } Type Double Male Female | ON |
| Decimals ‘ 3 } s R1 RZ Low | High | Low | High
Vol. 2 140 20 [ [
Bottle 25 13 Auto Rerun Range (Conc.)
Analysis Panic Range Low High
Method END method [First Dil[ ] Male Female Re [Value[ Dil. | Re [Value] Dil.
Main-wL 480nm Low ‘ High | Low ‘ High o| 9 ‘ o‘ 10 | 10
Sub-WL | |

Data Processing

Main 50 - 52 Decision limit Auto Rerun Condition (Abs.)
Correlation (Y = AX + B) Sub - Male Female | Lower | OFF | ‘
[ A | 1 | Abs.Limit 2o 2 2- [ Higher | oFF | | |
B 0
-
Auto Rerun Condition (Prozone)
Blank value Collection value 2+ OFF
Water } ‘ End Point Limit | 3 ‘ 3+ [ sample vol. ] |
Liniarity Check (%) 0
Calibration Reaction Check Dilution
Type Factor Prozone Check OFF [ DILL
Factor Min Start End Limit Check Point
Factor Max First Low
CV Limit Second High
Factor 10000 Low
Mean |
Variate | VL Check VH Check
[ OFF | OFF |
button - Save the displayed information to CSV file.
button : Register the displayed information.
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4.7.3 ISE screen

» ISE parameter screen displays.
» Item parameter needs to set for each specimen.

Item No. : 78 - Item Name : Na

Main

Data Information Reference Intervals Calibralro opE Rgnge

Order Urigs mEa/L Male Low | High
[“tow [ High | Low [ High | I
Dol s sy e R L

Result

Anal

ion Auto Rerun Range (Conc.)
GAlL Method ISE o oN @ OFF
Correlation (¥ = AX + B) Auto Rerun Range (Conc.)

qQc

Reagent

A= 1 Low. High

Re| Value |Re[ Value
B=0 |

System

Exit

H

Item screen—ISE screen

(D [[tem| button ¢ Item screen is shown.
(2)[ISE| button ¢ ISE screen is shown.
(3)Screen and functions : Input conditions.
Contents

No.78=Na. No.79=K. No0.80=Cl
Item No. Select Item number © a o . ©

The numbers are fixed.
Item name Input Item name Less than 8 characters

Select “Specimen”.

Specimen . . .
(Serum, Plasma, Urine, Dialysis)

Data information

Units Input unit Less than 8 characters

Decimals | Input decimal point | Input range 0~3

Analysys
Type | ISE(Fixed)
Correlation Input correlation
(Y=AX+B) value.

A= | Input slope Default value=1

B= | Input intercept Default value=0
Reference interval Input for reference interval.
Male low.” high Input of lower and upper limit of male.
Female low.” high Input of lower and upper limit of female.
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Display and input contents

Auto rerun range

(conc.)
oON ©OFTF | Select “ON” for setting of the auto-rerun.

Following settings are essential for auto-rerun.

» Auto rerun switch set to ON in System screen.

» Set diluent bottle for dilution rerun in reagent screen.

Auto rerun range

Auto-rerun by using concentration.
(conc.)

. If select ON, the result lower than low limit or upper than
low/high Re

high limt proceeds auto-rerun automatically.
» Back color changes to blue after the order entry.

Value Input conc. values for auto-rerun.

Calibration slope
range

low/high | Input of lower and higher slope limit for the ISE calibration
range.

(®) [Print| button, button

Prinﬂ (External printer) : Print out the Item screen to the external printer.

78:Na  Serum

Data Information Reference Intervals Calibration Slope Range
[ Units | mEg/L | Male Female ‘ Low | High ‘
[ Decimals | 1 | Low [ High | Low [ High | | | |
Analysis Auto Rerun Range (Conc.)
[ method ] 15E ] OFF

Auto Rerun Range (Conc.)
Correlation (Y = AX + B) Low High

A [ 1 | Re [ value | Re [ Value

L= [ o I |

button : Save the displayed information to CSV file.
button : Register the displayed information.
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4.7.4 HbAlc screen

» HbAlc Item parameter screen displays.

» Select Item parameter based on the reagent specification.
- Item No.101 or No.102 is used for Latex method.
- Item No.106 is used for enzymatic method.

1. HbA1lc screen (For Latex reagent Item No.101,102)

» Ratex method Item parameter screen displays.

BOR@® orme | - | O

3 _ \_/
TemMNo.: 101 - ItemName: 101Hb @ ‘ Calcuilation
Data Information Aspiration Volume

Hes Uit Type  Double |
Decimals 1

[ Sample | wysing | sample [Reagents [Reagent2|

Analysis Vol(u) | 2 150 | 2 | 180 0 |

Method ENDmethod - [Bomie (my) 25 [ 13 ]

Main-WL 546nm
Sub-wL 700nm

QC Data Processing Reference Intervals

— Start End Male Female

Correlation (¥ = AX + B) o S e
Reagent A= 1 @ \
B=0 Abs. Limit
25 G - Panic Range

Blank value Male Female

@ Water © Reagent Collection value [ Low [ High | Low [ High

Maint.

Calibration End PointLimt 3 L -

Type Spline Liniarity Check (%) 0

Prozane Check

. [Start | End | Limit (%)
First |
Second [
O High Minimum
@Low Mean
Variate

Item screen—HbAlc(Latex reagent) screen

@ button : Item screen is shown.

D) button : HbAlc parameter input screen is shown.
(3) HbAlc screen : Select Item No.101 or 102.

(4) Display input screen

Contents
Item No. Select Item number.
- » No.101 or No.102
Input Item name
Item name » Max 8 characters

» Same name is not acceptable.

Data information

Units Input unit Max 8 characters

Decimals | Input decimal point Input range 0~3
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Contents

Analysis Select analysis type
Type - END method or RATE method
Main wave Select main wavelength Select from following
Sub wave Select sub wavelength wavelength both main and sub
wavelength.
(340,380,405,450,480,505,546,
570,600,660,700,750,800nm)
Correlation
(Y=AX+B) Input correlation value.
A= | Input slope Default value: 1
B= | Input intercept Default value:0
Blank value
©OWateroReagent | Select “Water” normally Default:Water
Calibration Calibration setting
Type | Select calibration kind.

»  Factor,Linerl,Liner2,Exponential,Spline,Polynomial,
Logit1,Logit2

In case of Factor
Factor

Input for Factor calibration.

Input “Factor value”

»  Input calculculated value of light pass length 10 mm.
>  Add — (minus) for decrease reaction.

In case of Linearl

Factor Min
Factor Max

CV Max

Input for Liner] calibration.

Error appears when the calibration result is out of range.
Input minimum value of calibration factor.

Input maximum value of calibration factor.

Factor=Standard sample conc./(Standard—Blank sample)Abs.
Input acceptable CV(%).

Absolute value 1s compared for error flag.

Aspiration

Input aspiration volumes.
» Total reaction volume 140pL~400uL

Type ¥ | Select “Single” or “Double”.
Level Input aspiration levelof red blood cell from the bottm of
primary tube.
» Default: 2mm
Vol.(uL)
Sample Input sample volume of red | 2.0~25uL. (0.1pL step)
blood cell.
Lysing Input lysing solution volume. | 140~300uL (1pL step)
Sample Input hemolysed sample | 2.0~25ul; (0.1pL step)
volume.
Reagent1 Input R1 volume. 140~300pL(1puL step)
Reagent2 Input R2 volume. 20~160pL(1pL step)
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Contents

Bottle(mL)

Reagent1
Reagent2

Input reagent 1 and regant 2 bottle volumes.
» Reagent remain is calculated reffering inputtrd volume.

36 Item tray Ture Reagent 1 Reagent?
Single 40 ~
Ooub e 23 13

24 Ttem tray Type Feagent1 Feagent?
Single g0 -
Double 40 20

Data Process
Read
Main start
Main end
Sub start
Sub end

Input data process condition.

Input reading range.

Input starting test point for main reading.
Input ending test point for main reading.
Input starting test point for sub reading.
Input ending test point for sub reading..

> Reading point range

Analys=is types

Main-measurement interval

Sub-measurement interval

COne point end assay

11 = START £ END = 54

Two points end assay 1

34 = START = END = 54

11 = START = END = 30

Two points end azzay 2

SUBZ STARTZENDSE 34

34= STARTZENDESTART

One point rate azzay

11=ZSTART=ENDZ= 54

34 £ START = END £ 54
SUBE START S END £ 54

11 £ START = END = 30
34 & START & END & MAIN

Two points rate azzay 1

Two points rate assay 2

Abs.Limit otoo

Input lower and upper limit values.
-3.0~3.0 Abs.
» Input lower limit=upper limit

> Range

Check value
End point limit

Input the value to check optical absorbance upper limit.

» Input range -3.0~3.0 abs.

Linear check (%)

Input linearity standard value.
» Input above than 0.

Prozone check

First start/end

Second start/end

Prozone phenomenon check parameter input area, for
immuno-reaction.

Input starting and ending test points of basic test i
34~54 points)

Input starting and ending test points of reference t

nterval. (Input range

est interval. (Input range 34~54 points)

. to
Limit(%) Input comparison limit value(%).
» Limit value(%)=Second range slope/First range slope x
100.
» The slope is calculated by the least square method.
oHigh OLow | Select high or low limit.
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Contents

Minimum Abs.
Mean
Variate

Input no prozone check conditions.

Input the minimum Abs. average value of main wavelength.

Input the minimum slope value of main wave length.

The valiation is calculated by the least square method.

» No prozone check is done if the value below the input
value.

» No Prozone check is done if the slope value of the first
interval is below zero.

Reference interval
Male low.” high
Female low.” high

Input for reference interval.
Input of lower and upper limit of male.

Input of lower and upper limit of female.

Panic range
Male low.” high

Female low.” high

Input panic range.
Input of lower and upper limit of male.

Input of lower and upper limit of female.

(5) [Print| button, button

Prinﬂ (External printer) : Print out the Item screen to the external printer.

Data Information

101:101Hb  Serum

Aspiration Volume

[ Units [ units | Type Double
| Decimais | 1 | S Lysing S RL R2
Val. 2 150 2 180 90
Bottle 25 13
Analysis
Method END methad Level 2
Main-WL 546nm
Sub-WL 700nm
Data Processing Reference Intervals
Main 51 - 54 Male Female
Correlation (Y = AX + B) Sub - Low [ High | Low [ High
[ A 1 | Abs.Limit 2. - 25 | ]
B [
Panic Range
Male Female
Blank value Collection value Low ‘ High Low | High
Water | [ EndPointLimit | 3 | | |
Liniarity Check (%) 0
Calibration
Type Spline Prozone Check

Factor Min

Start End Limit

Factor Max

First

CV Limit

Second

Factor

Low

Mean |
variate |

button
button
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2.

HbAlc screen (For enzymatic reagent Item No.106)

» Enzymatic method Item parameter screen displays.

Ttem No. : 66 -

Main

Item Name : HbA1c

Order Data Information Correlation (Y = AX + B) ita Information
Units  units Decimals 1 A= 1 B=0 nits  units, Decimals 1
Start | End | Limit
R ‘t Analysis Blank value First culating Method
esu i e — @ water © Reagent B T ] Ttem 1 (a) Hb Ttem 2 (b) Alc
Data Processing o B 5 =
CAL Main-WL  546nm Zm End Giigh 0lmaiAbe [Calculation 0,963 * (afb) * 1000 + 1.62
suwL 700nm T T I PG ==
ype  Double [
Qc Calibration Csww T T 1] Variate ] | : : |
Abs.Limt -25 to 2.5 Sample | Lysing l=_|Raagent] |Reagent2
Trpe Spline Sensitivity Range Vo) | 2 180 a0
Reagpnt < i Low | High fottia (m) | @ 25 13
=k @ £3 Male | |
Femal
It s 0 e brerence Intervals Panic Range
i “ow T Figh | [ o]
Data Information Correlation (¥ = AX + B) Prozone Check Male | [rele | | |
Maint emale | [Female | | |
aint. Units  units Decimals 1 A= 1 B=10
Start | End | Limit i
Analysis Blank value Frst | I molysis Check
Mathod END mathod @ Water O Reagent |'second | T ON @ OFF
Main-WL  S46nm Data Processing Sar S eI ched
Read OHigh Mirimum Abs. First
Sub-WL 700 Second
! " _Main © Low Mean
Calibration Sub | Variate
e Type Spline AbsLlimt 25 to 2.5 R Ronge
2 Collection value TR
End PointLms 3 Cwme | | |
Exit iz Sl D Lol

Item screen—HbA1lc (Enzymatic method) screen

© button
) button

(3) HbAIc screen

Screen and functions

: Ttem screen is shown.

: HbAlc input screen is shown.
: Select Item No.106.

» Display of parameter input screen for HbAlc

enzymatic method.

> , , Items are shown.

Contents
Item No. Select Item number
» No. 106
Item name Input Item name

» Less than 8 hcaracters

» Same name is not acceptable.

@ [Hb|. [A1d input Items; Hb,Alc are the same.

Display and input contents

Data Information

Units Input unit Max 8 characters
Decimals | Input decimal point Input range 0~3
Analysis
Type Select analysis type END method or RATE method
Main wave | Select main wavelength | Select from following wavelength
Sub wave Select sub wavelength | both main and sub wavelength.

(340,380,405,450,480,505,546,570,
600,660,700,750,800nm)
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Calibration

Type

Calibration setting

Select calibration kind.

» Factor,Linerl,Liner2, Exponential,Spline,Polynomial,
Logit1,Logit2

» In case of Factor
Factor

Input for Factor calibration.

Input “Factor value”

>  Input calculculated value of light pass length 10 mm.
>  Add — (minus) for decrease reaction.

> In case of
Linearl

Factor Min
Factor Max
CV Max

Input for Liner1 calibration.

Calibration error appears when the calibration result is out
og range.

Input minimum value of calibration factor.

Input maximum value of calibration factor.

Input acceptable CV(%).

Correlation
(Y=AX+B)
A=
B=

Input correlation value.

Default value=1
Default value=0

Input slope
Input intercept

Blank value
©WateroReagent

Default:Water

Select “Water” normally

Data Process

Main start
Main end
Sub start
Sub end

Input data process condition.

Input reading range.

Input starting test point for main reading.
Input ending test point for main reading.
Input starting test point for sub reading.
Input ending test point for sub reading..

» Reading point range

Analy=is types
COne point end assay

Main-measurement interval Sub-measurement interval
11 = START = END = 54 —

Two points end assay 1

34 = START = END = 54

11 = START = END = 30

Two points end aszay 2

SUBESTARTEZENDS 54

342 STARTSENDE START

One point rate azsay
Two points rate azzay 1
Two points rate assay 2

112 START=ENDE54
34 £ START = END = 54
SUBE START £ END E 54

11 £ START = END £ 30
34 & START £ END £ MAIN

Abs.Limit otoo

Input lower and upper limit values.
-3.0~3.0 Abs.
» Input lower limit=upper limit

» Range

Check value
End point limit

Input limit value to check optical absorbance upper limit.

» Input range -3.0~3.0 abs.

Linear check(%)

Input linearity standard value.
» Input range above 0.
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Contents

Prozone check

First start/end

Second Start/End

Prozone phenomenon check parameter input area, for
Immuno-reaction.

Input starting and ending test points of basic test
34~ 54 points)

Input starting and ending test points of reference test

interval. (Input range

interval. (Input range 34~ 54 points)

Limit(%) Input comparison limit value(%).
> Limit value(%)=Second range slope/First range slope x
100.
» The slope is calculated by the least square method.
oHigh ©OLow | Select high or low limit.

Minimum Abs.
Mean
Variate

Input no prozone check conditions.

Input the minimum Abs. average value of main wavelength.

Input the minimum slope value of main wave length.

The valiation is calculated by the least square method.

» No prozone check is done if the value below the input
value.

» No Prozone check is done if the slope value of the first
interval is below zero.

Sensitive range
Male/Female

Lower/Upper

Input sensitive conc. of Hb and Alc.
The result lower than input limit, B flag appears.
The result higher than input limit, G flag appears.

(5) [HbAl¢ input parameter

Contents

Data Information

Units Input unit Less than 8 characters
Decimals | Input deciamal point Input range 0~3
Calculation Input calculation formula of HbAlc
Tteml (a) Ttem1 for calculation. Fixed to Hb.
Item2 (b) Item2 for calculation. Fixed to Alc.
Calculation | Input calculation formula for HbAlc.

Aspiration

Type

Input aspiration volume.
» Total reaction volume 140pL~400uL
Select single or double reagent.

Level

Input aspiration levelof red blood cell from the bottm of the
primary tube.
» Default 2mm

Vol.(uL)

(DSample

Lysing
@Sample

Sample Lysing Sample |Reagentl |Reagent2
Vol. (uL) 2 150 2 180 90
Bottle (mL) 25 13

Input sample volume of red blood 2.0~25pL (0.1uL step)
cell.
140~300pL, (1pL step)

2.0~25uL (0.1uL step)

Input lysing solution volume.

Input hemolysed sample volume.
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Contents
Reagentl | Input R1 volume 140~ 300pL(1pL step)
Reagent2 | Input R2 volume 20~260puL(1pL step)
Bottle(mL) Input reagent 1 and regant 2 bottle volumes.
» Reagent remain is calculated reffering inputtrd volume.
Reagentl 36 Item tray Tvpe Reagent 1 Reagent?
Reagent2 Single a0 -
Ooub e 23 13
24Item tray Tupe Feagenti Feagents
Single -] -
Doub le a0 20

Reference range
Male low.” high
Female low.” high

Input for reference range.
Input lower and upper limit of male.

Input lower and upper limit of female.

Panic range
Male low.” high

Female low.” high

Input panic range.
Input lower and upper limit of male.

Input lower and upper limit of female.

Lysing check

oON OOFF
First start/end

Second start/end

Check

Check the hemolysed sample condition.

When the result upper than check value, AB flag appears.
Select ON for check the condition.

Input starting and ending test points of basic hemoly
sed interval.

>
Input starting and ending test points of reference

Input range 10~ 54 points

interval.
>
Input the check value for hemolysing.

Input range 10~ 54 points

» Calculation formula
Second(Mean)-First(Mean)xK factor/Alc resultx100

Print| button, button

Prinﬂ (External printer)

: Print out the Item screen to the external printer.

106:HbAlc  Serum

Hb Alc
Data Information

106:HbAlc  Serum

Aspiration Volume Hemolysis Check

Type | Double OFF

Check

- E Lysng 5 [ Stat [ End |
~ 25 Vo, 2 150 2 Frst | | |
Batte | Second | I I

Calculating Method
Ttem 1 (2) Leval 2

o ]
G e

Correlation (Y = AX + B} Correlation (Y = AX + B)
A T D T

0.963 * (/b) * 1000 + 1.62

Reference Intervals
O ol o

| male
Tow [ High | ton [ Figh | [tow

Panic Range
Viole

Prozone Check

0
Wigh | Low | Figh

[ € [ [ Frt | [ T [ 0 y

2Page

Blank value Blank value
Viater Water

Calibration Calibration

Sensitivity Range
Type Spiine [mae Femae | Type

Sensitivity Range
ale

[ [ Feme ]

=
Facior Vi [Cow | Figh | Low [ mah || | Factorvin

el
[Tow [ n | ton [ man |

Factor e I ———

oV Ut o umt
Foctor Facter

1Page

@ button

Save| button
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4.7.5 Calculation Screen

» Calculation Item parameter screen displays.

Item No. * B1 -

Main
Data Information
Order Units %
Decimals 3
Result
Calculating Method
Item 1 (a) emo(
Item 2 (b)
Item 3 (c)
Item 4 (d)

CAL
QC
Reagent

Ttem002

Ttem 5 (&)
Item 6 (f)
Item

Calculation formula
a+b

Maint.

*Complement:

,a,b,cdef
(e.0.) -1*(a+b)/(c-120.55)

System

Exit

Itern Name : Calc081

Allowed characters for calculations: +, -, *
d, e, f, numerals, decimal point

Specimen : Serum
Ttem List Reference Intervals
Z . Female
Item002 tow [ High | Low [ High
Item003 | |
Ttem004
Clot22uL
Clot23uL Panic Range
Clot24ul Male Female
Clot25ul Low [ High | Low [ High |
Clot21ul |
0/10
1/10
2/10
3/10
4/10
5710 @
6/10
7/10
8/10
9/10
10/10
rrrrrr 0/10b

/106

Item screen—Caluculation screen

button
Caluculation| button

Screen and functions

@OE

: Ttem screen is shown.
: Calculation input screen is shown.
: Setting for Item and calculation formula.

Contents

Item No.

Select Item number Selection No.81~95

Item name

Input Item name Less than 8 characters

Specimen

Serum, Urine, Plasma

Select specimen CSF. Diarlysis, OtherHbA1lc

Data information
Units

Input unit Less than 8 characters

Decimals

Inp@ut decimal point | Input range 0~3

Calculate
Item 1(a)~6(f)

Dispaly Item name.
> Select from the Item List.
> 6 Items can be use.

Calculation formula

Input calculation formula.
» Follow the information on the screen.

Item List

Display of optical Item list.

Reference interval
Male low.” high
Female low.” high

Input for reference interval.
Input of lower and upper limit of male.
Input of lower and upper limit of female.

Panic range
Male low.” high

Female low.” high

Input panic range.
Input of lower and upper limit of male.

Input of lower and upper limit of female.
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(®) Print| button, button

Prinﬂ (External printer)

Chapter 4

: Print out the Item screen to the external printer.

Data Information

81:Calc081

Reference Intervals

[ Units

| %

Male

Female

| Dedmals

| 3

Low' | High

Low | High

Calculating Method

Panic Range

Item 1 (a)

Ttem001

Male

Female

Ttem 2 (b)

Ttem002

Low [ High

Low [ High

Item 3 (c)

Ttem 4 (d)

Item 5 (&)

Ttem 6 (f)

Calculation formula

a+b

button
button
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4.7.6 Other (Serun information, detergent, diluent, lysing solution screen)

»  Serun information, detergent, diluent, lysing solution screen display.
» Parameters are set default.

ull” EI0IGIGIOIK

. ® ©1 ) e I K
0 L-H-I Wash1
ae Bottle (ml) | 60 [ onz |
- el | e - @1
Re Decision limit [wel(uy | 140 | 260
Lipemia | Hemolys | Icterus |Bottle(mu)| 40 | 20
2- 1] 0 0 —_—
A - 0.7 1 2.1
| 14 3.2 4.4 Wash2 e
Q T T Sein |20
3+| 35 12.6 10 [ Resgentt [Reagentz
R Vol. (uL) 140 | 80
€d4gc Bome(my| 25 | 13
(‘D—» = Wash3 @ T
[ Reagent1 | Reagentz
140 | 80
Bottle (mL) 25 | 13
Print Save
Item screen—Other screen
(1) [tem|button ¢ Item screen is shown.
©) Otheﬂ button . Display of Serum information(L-H-I),

Deterent(wash 1-3), Diluent, Lyzing screen.

» Item parameters and Intem number.

Item screen - Other Itemname Intem No.
Serum information Serun} L-H-T 96
parameta Information
Wash 1 Wash 1 113
Detergent parameta Wash 2 Wash 2 114
Wash 3 Wash 3 115
DIL 1 111
Dilution parameta Dilution
DIL 2 112
Lysing parameta Lysing Lysing 99

(3) Serum information parameta screen
Display of lipemic, hemolise and Icteric parameters for affects the result of
serum sample.
» The parameters are fixed in the program.
» Please change the setting if the result is shown difference between
analyzer and visual results.
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Contents

Bottle(mL)

Input bottle volums for serum information Item.

» Residual reagent is calculated by inputted volume.

36 Item tray

Type Feagent1
Single A0
Doub le 23

24 Ttem tray Type Feagenti
(option) Single &0
Doub e an

Qualitative value

Lipemia / 2- ~3+
Hemolysis / 2- ~3+
Bilirubin / 2- ~3+

» Please change the setting if the result is shown
difference between analyzer andvisual results.
Lipemia; Display of transferred qualitative value.
Hemolysis; Display of transferred qualitative value.
Bilirubin;) Display of transferred qualitative value.

(#) Detergent (Washl~3) screen.
Input wash parameter to contamination avoidance.
» Wash 1 to 3 are common.
» Sample volume is fixed to 25 uL.

Contents
Reagentl.”Reagent2 1 ¢ det t vol Reagentl
nput detergent volums
Vol.(uL) | | PUEEerers 140~300pL (1uL step)
to avoiding reagent
contaminatio Reagent2
ntamination.
20~260pL (1pL step)
Bottle(mL) | Input detergent bottle volumes.

» Residual reagent is calculated by inputted volume
» Fixed to double reagents.

36 Item tray Type Feagenti Reagent?
Single An —
Ooub e 23 13
24 Ttem tray Tupe Feagent Feagent?
. Single EQ -
(option)
Doub e A0 20

(5) Diluent (Dilution solution) screen
Input bottle volume to using sample dilution.

Contents

Dil1.7Dil2
Bottle(mL)

Input diluent bottle volum.

36 Item tray Type Feagant1
Single a0
Ooub le 25
24 Item tray Type Feagent1
: Si | EDN
(option) ingle
Doub e a0

» Residual reagent is calculated by inputted volume.
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(6) Lysing (Lysing solution) screen
Input Lyzing bottle volume to using HbAlc measurement.

Contents
Bottle(mL)
Lysing | » Residual reagent is calculated by inputted volume.

36 Item tray Type Feagent1

Single a0

Oouble 25
24 Item tray Type Reagent!

(option) Single °0

P Ooub le a0

(7) [Print| button, button
Print| (External printer) ! Print out the Item screen to the external printer.
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[4.8 Maintenance ]

Chapter 4

» Maintenance information displays.

4.8.1 Maint.screen

Main

Maint. DR @lorme |~ ()

Order

Result

CAL

QC
Reagent

Item

Maint.

System

Exit

@

After 0 Min.

o=

©) button

Mainte screen

: Maintenance screen is shown.

@  When the causor is pointed the button, maintenance information displays.
» When Auto-gain measurement displays gain values for details.
® Maintenance Item

Buttons

Contents

All the filling lines are filled  with water.

»  This function is used at the system set up or the piping
tubes exchange.

» Wash time is about 3 minutes.

Fill Cells

Purified water or cleaning liquid will be distributed to all of
the reaction cell from the R1 probe.
» Dispensed time is about 5 minutes.

Drain Cells

All the reaction cuvettes are drained.
» The required time is about 5 minutes.

Wash Cells

All of 60 reaction cuvettes are washed.
» Wash by all cell washing system.
» Wash time is about 10 minutes.

Probe Wash 1

Each probe washing is performed.(Sample,Reagent 1

and 2 probe)

» Set 500 uL of detergent at wash 1 position on the
sample tray.

» Set the Wash1 bottle to the reagent tray.

» Wash time is about 9 minutes.
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Contents

Probe Wash 2

(For HbAlc Item
probe washing)

Each probe washing is performed. (Sample,Reagent 1

and 2 probes)

» Set detergent tube at tray position 30 on the sample
tray. (Pour the detergent till 40 mm hight.)

» Set the Wash1 bottle to the reagent tray.

» Wash time is about 9 minutes.

Special Wash 1]

All the reaction cells and probes are washed in the

same procedure as measurement by aspiration and

dispensation of wash1l detergent instead of reagent

and sample.

> Set the Washl bottle to the reagent tray. (R1 bottle
20mL, R2 bottle 11mL)

» Set 2mL of detergent cup at Wash1 position on the
sample tray.

» Wash time is about 30 minutes.

Special Wash 2

All the reaction cells and probes are washed in the

same procedure as measurement by aspiration and

dispensation of wash2 detergent instead of reagent

and sample.

> Set the Wash2 bottle to the reagent tray. (R1 bottle
20mL, R2 bottle 11mL)

» Set 2ml of detergent cup at Wash2 position on the
sample tray.

»  Wash time is about 30 minutes.

Special Wash 3

All the reaction cells and probes are washed in the

same procedure as measurement by aspiration and

dispensation of wash3 detergent instead of reagent

and sample.

> Set the Wash3 bottle to the reagent tray. (R1 bottle
20mL, R2 bottle 11mL)

» Set 2mL of detergent cup at Wash3 position on the
sample tray.

» Wash time is about 30 minutes.

Auto Gain

Auto Gain is performed.
» Please refer to Chapter 4, 4.8.3 Auto-Gain

@ The progress is indicated by the time.

> |ISE Mainte| and |ISE purge| are not displayed the progress.

(5 ISE maintenance and functions.

Contents

Perform the ISEwash.

» Set the ISE detergent at ISE wash position on the
sample tray before start.

»  Wash time is about 6 minutes.

The liquid of ISE line is drained.
» Perform before ISE maintenance when change the
electrode.
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Contents
Fill the ISE line by calibratorl.
ISE Purge » Perform after ISE maintenance when change the
electrode.
® [ISE CRS button : The CRS measurement is used for the ISE correlation.

Please refer to Chapter 4, 4.8.2. ISE CRS screen. (ISE
correlation measurement)
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4.8.2 ISE CRS screen (ISE correlation measurenment)

» The correlation measurement is recommended for ISE sample by usig CRS
sample.
» CRSis a standard sample for ISE method.

Main

Order

Result The ISE : ﬂ ¢ conducted.
Please confirm that the inputs for the CRS paj T Tamete! mple cup with the low density sample on the

oAl position No.31, the mid b i Serum g|No.33 of the sample tray.
% g 5
Qc W]
, 126.1)141.1 i
Reagent 3.33 | 4.33 | 5.42
Fill Cells 88.0 | 103.7 | 118. ISE Wash
Item
= Status
®—> Maint. .
Wash Cells Wash Probes 1 ISE Mainte
Start Exit
L
Ready
Control
Exit
Maintenance screen —CRS parameter screen
@ button : Maintenance screen is shown.
@ [ISE CRS|button : CRS parameter screen is shown.
® Buttons and functions.
Contents
Specimen V¥ Select specimen Serum, Urine, Plasma
Repeat V¥ Select aspiration time. 3~10 times

Na L/M/H | Input the Na conc. of low, medium and high.
K L/M/H | Input the K conc. of low, medium and high.
Cl L/M/H | Input the Cl conc. of low, medium and high.
Display following message.
Status ¢ Run - CRS running
¢ After measurement - CRS success or CRS failure
Start the CRS measurement.

Start—[E.Stop| X After the start of operation, and displays the |[E. Stop

button.
Close the CRS parameter screen.

ISE CRS correlation procedrue

1) Click ISE CRS|button.

2) Display of CRS parameter screen.

3) Input CRS parameters (Specimen, Count, Conc. value)
4) Set the sample cups for each concentration sample on the sample tray.
(For setting N=5, 500uL.)
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» CRS Sanple positions are fixed in program.
31 = Low conc. sample
32 = Middle conc. sample
33 = High conc. sample.
5) Click button, and start the CRS measurement.
“CRS running” 1is shown in state culoum.
6) “CRS success” or “CRS failure” is shown after measurement.
> If “CRS failure” is displayed, check and remove the reason of failure
and rerun.
7) Click , and close the CRS parameter screen.
8) Set the correlation values by using calculated results automatically.
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4.8.3 Auto gain screen information

» Autogain information screen displays. Please refer to Chapter 5 Auto gain.

Reagent

Item

System

Exit

Light intensity will be adjusted.

0 ©) @ IDLE  [WARMUP (1)

@

T Contem

0 Remove Cell No. 50.

after O Min.

G Do you Save Data?

-— 1]

Maint.| button

@
(2 |Auto Gain control button
®

Maint. screen

: Maintenance screen is shown.
: Ayto gain screen is shown.

Auto gain screen and functions. (Setting is unnecessary)

Contents
[CHI Display of channel number.
[Color] Display of wavelength.
[Offset] Display of offset value.
[Offset AD] Display of offset AD value.
[Gain] Display of gain value.
[Read AD] Display of read AD value.
’m Display of the offset target value.
Gain Targe Display of the gain target value.

» Following buttons can be operates under login of service engineer level.

Contents

Read AD|

Read the AD valu.

CW 1/2Pich

To move clockwise by 1/2 pitch.

CCW 1/2Pic

To move counter-clockwise by 1/2 pitch.

@ Confirmation screen

: Clicking Auto gain button, pop-up screen is shown.
Clicking @{I button, start the auto gain
measurement.

® Data saving confirmation screen
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[4.9 System screen ]

Chapter 4

» System setting screen displays for system parameter setting

4.9.1 System buttons

System parameter is indicated as follows.

T
Order
Result

CAL

QC

Reagent

Reaction
Profile
Cell Blank

System Parameter
Wash Settings
Reagent Barcode
Manual Operation
Temperature
Initialization

@ System ﬂ Authority Settings
Version

Item

Maint.

©)
patent s

cycle sampie ID Item Cyde sample 1D Item
1 3 (R

2 M

R

Ri £

sM )
s M £

System screen— Menu button

® button

@ System menu screen and functions.

: Display of menu screen in System screen.

Buttons

Contents

Maintenance List

Display of daily maintenance list.

Reaction

Display of reaction monitor screen.

Profile

Display of profile registration screen for calibration
order and patient sample order.

Cell Blank

Display of cell blank value. Confirm the cell condition.

System Parameter

Display of sytem parameter setting screen.
» Setting for run sequence, reagent tray and reagent
remain.

Wash Settings

Display of the setting for carry over avoidance screen
(Reagent and Sample probes, reaction cell)

Reagent Barcode

Display of reagent barcode setting screen.
» Display when the login by service engineer level.

Manual Operation

Display of each unit movement and condition of
analyzer status.

Temperature

Display of temperature monitor and pre-heater for
washing water and temperature setting screen.

Initialization

Unit offset parameter values.
» Display when the login by service engineer level.
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Buttons Contents

) : Display of operator level setting.
Authority Settings . . . .
» Display when the login by service engineer level.

. Display of the version information on the system
Version
program.

Display of Log off .
Log off 1splay of Log off screen

Use for change the operator level.
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4.9.2 Maintenance List screen

Chapter 4

» Maintenance list screen displays. Confirm the maintenance performaince.

IET
Order
Result

CAL

QC
Reagent
Item

Maint.

System ﬂ

AT
(3 Cycle. Sample 1D Ttem Cycle Sample 1D Ttem
’\ EZ)O@S e : n |
4ox: e QQ o - 3
— ?5) IQO [l I
e\ ()5) = =
\_’ 22 6 Rl 36
7 7 |4
( rel] 8 |5M )
( s |n B
2) () ]l [
u w3
Reaction (= 22 I L
= 13 43
Profile 1w |9 “
Cell Blank 2 -3
System Parameter 17 il
: 1 ®
Wash Settings 1 s «g
Reagent Barcode :j Z‘: 1
Manual Operation a | | 2
ERE =
Temperature = =
Initialization £} = 0 Ready
. . 26 56
Authority Settings ] e
14 % 6 58 Am—
Version = =
Log off

Main
Order

Result

QC
Reagent
Item

Maint.

Maintenance List

Contents

Latest Check Date
Daily [l ISE Wash 2016/05/02
n | - | 2000/01/01
H | 2000/01/01
[E] - | 2000/01/01
5] - 2000/01/01
1 | 2000/01/01
n = | 2000/01/01
[a] - 2000/01/01
1 | 2000/01/01
5] . 2000/01/01
5] . 2000/01/01
]
]
1
]
]

Expiration Date

2016/05/03

2000/01/01
2000/01/01
2000/01/01
2000/01/01
| | 2000/01/01
] Y | 2000/01/01
B | | 2000/01/01
| - | 2000/01/01
n = | 2000/01/01
-] | o | 2000/01/01
g | ® | 2000/01/01
B b 2000/01/01
n & 2000/01/01
| | 2000/01/01
I (I CE Peas

System| button

Maintenance List screen

: Display of menu screen in System screen.

aintenance List| button

. Display of Maintenance List screen.

WO

Screen and functions

Contents
Update the performed date.
O »  Check the box after performance. Clicking Save button,
update the performed date.
Select the operation period.
v » Select from Daily, Weekly, Monthly, Half year, One year and
Two years.
(Details) | Input operation details.
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Contents

(Last date)

Display of the last performed date.

(Limit)

Display of the next date.

» Chek the box, and update the date by clicking
button.

» If the date is not updated within period, the back color of
related button is change to red.

@ button
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4.9.3 Reaction monitoy screen

» All the Reaction Abs. of each reading point and reaction graph are displayed.
The Abs. of Main, sub wavelength, main — sub wavelength and measurement
result.

» The reaction screen can be open form the result screen.

Main SO0 ,
) 3 N, " Cycle ‘Sample 1D Ttem Cydle Sample 1D Ttem
Order N3\ ' n [m]
= _/ N 2 32 M
3 B M
Result 7 e
s B
s |m %
? 37 |4
T T Tas |
s ] I »
[ w
= — 1 41 3
LTl (| Reaction “ : 2 ©
Bror a5 ) B 43
rofile 1 |9 “
Item
Cell Blank :: :: .
Maint. System Parameter I a7
1 “

Wash Settings
Reagent Barcode
Manual Operation
Temperature
Initialization
(-D BN | System I Authority Settings
Version

Main Main-wavelength s460m Sub-wavelength T00nm ‘ ‘ Main - Sub wavelength ‘ RC# 1198 El
CellBark | 0.0385 [ celitlnk | 00290
Order
Wo. A~ [ Abs. ~ . Abs. ~ Cell No. 20
— oo | oo | — o —
Result 2 -0.0002 3 -0.0002 2 0.0000 Sample Tray No. 2
3 0.0012 3 2.0009 3 2.0003
4 0.1307 4 01182 4 00125 | Sample pos._| *
CAL s 01305 s pre) s soizs | 7
5 0.0004 5 0.0012 6 0.0017
7 0.0008 7l 0.0010 7 o.0016. Item Name CRE
QcC [ 0.0080 3 0.004 8 0.0020 e o
s 0.005 ] 0.004% B o.0013 i
10 0.0027 10 0.0023 10 0015
Reagent 1] 0.0038 1 0.0025 1 0.0014
= 1 0.00% 1 0.0027 12 o013
1] 0.0041 13 0.0028 1 0.0013
Item 4 0.0042 = 0.002¢ = 00013
15, 0.0043 15, 0.009 15 0.0013
18 0.0043 16 0.003 16 .00+
Maint. 17 0.0044 17) 9.0030 17 0.0014
18 0.0041 18 0.0031 18 0.0010
15 0.0044 15 0.001 5 o.0013
P 0.0043 2 0.0030 ) 0.003
21 0.0044 2] 0.0031 21 o.0013
u 0.0044 u 0.0032 T 0.002
2 0.0044 23] 0.0031 23 o.0013
u 0.0044 2 0.0032 2 o.0012
2 0.0044 28] 0.0032 2% o.0012
m 0.0045 2 0.0032 % o.0012
2 0.0044 27] 0.0032 27 0.0013 ,ml
= 0.004 pn 00032 28 o.0013
| 0.0044 )] 0.0032 ) 0.0013 =
® 0.0045 | ) 0031 v ) e

Reaction screen (reaction monitor screen)

®

Output Reaction monitor file

® RC# | 1198 - | 1198

O Date

[2016/05/02 D~ | - 2016/05/02 G- |

| oK |‘ Cancel ‘

Reaction monitor save screen
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4-106

System| button

[Reaction| button

@@@

: Display of menu buttons in System screen.
: Display of Reaction monitor screen.
Reaction monitor information

Contents
1/\/[821;3 :’}VV:\YS 11‘:11:;}: Used mainand sub wavelengths display
Cell Blank/ Cell Blank | Cell blank for main and sub wavelengths display
Main - Sub wave length | (Display Abs. of Main - Sub wavelengs)
No. Display of measuring points. (1~54)
Display the optical absorbance resultof each
Abs. measuring points for Main and Sub waveleng

ths.

Re# [ [ ] B

Display reaction monitor number.

» Change the monitor screen before after by
selection of or button.

» Display of reaction monitor by using RC No. in
Result Log screen.

Cell No.

Display of used reaction cell number.

Sample tray No.

Display of used sample tray number.

Sample pos.

Display of used sample positionnumber.

Item No.

Display of Item number.

Item name

Display of Item name.

Display of the result value.

Result
estl » Display zero value for calibration result.
Display of reaction monitor graph.
(Graph) > X axis is measuring points. Y axis is absorbance
value.
Zero Level Abs. value setting for graph display.
r v
> (Y axis) basic level(-9.999~9.999 Abs.)
Abs. value setting ofr graph display.
Span

> (Y axis ) sesitivity(-9.999~9.999 Abs.)

) button

: Display of reaction monitor saving popup screen.

» Reaction moniotor can be save to CSV file.

Display of pop-up screen

® Reaction monitor saving screen

Contents

oRC# |

Input saving RC No.

| |
oDate

=0 ]

Input saving date.

@

Select port and save.

ance

Cancel the saving.

®© button
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4.9.4 Profile screen

»  Profile entry screen

Main
Order

Result

Reagent

Item

Maint.
Wash Settings

Reagent Barcode
Manual Operation
Temperature
Initialization
(-D_, System ] Authority Settings
Version

Log off

System Parameter

for patient and calibration sample displays.

Cyce Sample 1D Ttem  Cyce Somple 1D tem
L u [r
2 IESD
2 ERl
4 e

s =

6 |m L

7 7 a
s 5w i

s |m I

) | a0

u a3
g o

B | “
9] [

15 s

3 % 2]
n )

B | a®

1 |8 -

z@ » 1
2 B

n| | 2

n |7 B

6 5

» 5 |0
» 5

z Bl

B 6 6

» »

» &

Profile

Main Sample @ Patient - Profle  :1 - TEST @—>
Order Ttem001 17108 Ttem16 Ttem27
Result Itemoo2 2/10 24100 *I5201 Ttem Item17 Itemz2g Calcos1
Item003 310 3/10b Ttem? Item18 Item29
QC Item004 4710 4/10b Itemg Item19 Item30
Reagent Clot22ul 5/10 5/10b A Emo Item20 Item31
Item Clot23ul 6/10 6/10b Im10 Item21 Item32 L-H-
Maint. Clot24ul 7110 7/10b Item11 Item22 Item33 101Hb
Clot2sul 810 8/10b Item12 Item23 Item34 102A1¢
Clotz1ul 9/10 9/10b Ttem13 Ttem24 Ttem35 HbAlc
10/10 10/10b Ttem14 Ttem25 Ttem36
o0 o/100 Liemd liemls Ltem2s

System| button

Profile/ button

®
)

Profile screen

: System menu screen is shown.
: Profile screen is shown.

(3 Buttons and functions

Contents

Sample : v

Select for patient or calibration.

Profile : v

Select profile number and input profile name.
(Max. 8 characters)

» For the patient ; No. 1~20

» For the calibration : No.1~8
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Contents

Display of Item names which registerd in Item screen.

A » Select registration Item.

» The back color chages to light after registration.

@ button : Delete the profile registration.
Save] button : Save the profile registration.
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4.9.5 Cell Blank screen

»  All reaction cell Abs. of warer blank are displayed for each wavelength.

» The Abs. value is updated by each measurement.

»  Confirm the cell condition.

ET]
Order

RES

Reagent
Item

META

—
(1% f\ Qa Cyde Sample ID Ttem Cycle sample ID Ttem

\2/(5() 25‘ 3R

= 2 ERE

(= (zy s w
[ B

s I [ |
6 |m »

7 W |4
o lsm| I
s |m »
10 40

n o s
12 42
5| | s
| e "
15 s

1 ® |2
System Parameter Y Ll

Wash Settings

Reagent Barcode
Manual Operation

Temperature

Inltlallzatmn

Version
Log off

Ready

Main
Order
Result

CAL

QC
Reagent
Item

Maint.

380nm

405nm 450nm

480nm S05nm

546nm 570nm

600nm 660nm

700nm 750nm

800nm

2 01008 00588
3 0.1101 0.0597
4 0.1149 0.0635 |
S 0.1155 0.0636
6/l 01207  o0.0666
7 0.1166 0.0650
8] o147 00670
9 0.1109 0.0610
10 o166 00672
11 0.1110 0.0609
122/ o119 00644
13 0.1119 0.0613
14/ 01063 00600
15 0.1054 0.0574
16 ] 01123 00628
17 | 01045 00587
18/ 01458 0.08%0
19 | 01604 00989
20 0130 00756
21 | 0.1144 00629
2§ o131 00621
23 0 01104 0.0601
24 0.1054 0.0560
25 0 01231 00709
26§ 01063 00581
27 8 0.080  0.0583
28 01114 0.0609
29 0.1074 0.0598
04127 0.0634

Automatic Gain Control.

00499 00387 00331 00300 00275 0024 00198 00164 00143 00209 _ 0016
0.0511 | 0.0402 0.0346 0.0316 0.0291 0.0240 0.0214 0.0178 0.0158 0.0222 0.0:
00547) 00438 00283 00354 0032 00283 00255 0023 0022 0029 004
0.0549 0.0436 0.0379 0.0349 0.0324 0.0273 0.0247 0.0211 0.0190 0.0254 0.0
00562  0.0430) 00362 00325 00290 00236 00207 00166 00142 00204  0.01
0.0562 | 0.0454 0.0399 0.0369 0.0348 | 0.0297 0.0272 0.0237 0.0216 0.0280
00508  0.0497 00446 00418 00392  0.0345 00319 00285 00265  0.0329
0.0524 0.0416 0.0361 0.0332 0.0310 0.0260 0.0236 0.0203 0.0183 0.0249
00596 00487 00432 00401  0.0366 00319 00291 00251 00229 00292
0.0524 0.0418 0.0363 0.0334 0.0312 0.0263 0.0239 0.0207 0.0187 0.0254
00577 00480 00432 00405  0.0378) 00332 00307 00270 00253  0.0317
0.0530 0.0424 0.0370 0.0342 0.0320 0.0270 0.0246 0.0215 0.0194 0.0259

0.0537 | 0.0444 0.0399 0. 0.0303 0.0277 0.0243 0.0225 0.02%0
0.0502|  0.0415 0.0369 0.0] 0.0285 0.0264 0.0236 0.0217 0.0285
0.0549 0.0453 0.0404 0.0 A 0.0311 0.0288 0.0256 0.0236 0.0303
0.0528 | 0.0445 0.0405 0.0] 0.0319 0.0297 | 0.0266 0.0248 0.0313
0.0786 0.0641 0.0569 0.0 0.0421 0.0384 0.0330 0.0304 0.0359
0.0859 0.0691 0.0606 0.0] 0.0440 0.0400 0.0342 0.0309 0.0361
0.0657 0.0530 0.0465 0.0{ 0.0340 0.0309 0.0266 0.0240 0.0300

00545/ 00447 00397 0.0371 00355  0.0305  0.0282|  0.0250  0.0229 _ 0.0295
00538 00436 00384 00355  00333| 00284 00261 00227 00208  0.0274
00520 00424 00375 00349 00331  0.0283|  0.0259|  0.0227  0.0208 _ 0.0274|
0.0484| 00398 00354 00332 00320 00273 00252 00224 00206  0.0273
00625 00510 00455 00423 00390 00342 00314  0.0272 _ 0.0252 _ 0.0313
0.0513| 00422 00380 00357 00336 00294 00272 00240  0.0224 0.0290
00507 00417 00371 00348 00333 _ 0.0286|  0.0263| _ 0.0233 __ 0.0214 __ 0.0280
00529  0.0432] 00383 00357 00337, 00201 0027 _ 00236 _ 00215 00283
0.0532 | 0.0444 0.0401 0.0379 0.0358 0.0315 | 0.0293 0.0262 0.0246 0.0312
00560  0.0456 0.0406 00377 00345 00300 00274 00237 00218 00281
0.0267

0.0397

0.0262

The replacement of cells will be soon. Replace the cells with the new ones.

@® button
@ Cell Blank| button

(3) Screen and functions

Cell Blank screen

: Display of menu button in Systemscreen.
: Display of Cell Checkscreen.

Contents

Cell

Display the reaction cell position number.

340nm

~ 800nm

Display of each wavelength.

Display of cell balnk value for each reaction cell and

wavelength.

» There are three level for check level (Level 1. Level 2 and Level 3). If the value is
out of check level, back color change. Change the reaction cuvette if necessary.
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Contents

Level 1

Cell blank is abnormal.(Abs. is too light)
» If the value below than level 1, back color is chaged to orange.
» Please perform the auto-gain.

Level 2

The time for exchange is coming soon.

» If the value above than level 2, back color is changed to
yellow.

» Please prepare the reaction cell exchange.

Level 3

Cell blank is abnormal. (Dirty)

» If cell blank value above than level 3, back color is changed to
red.

» Please change the reaction cells to new one.

4-110
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4.9.6 System Parameter screen

» Setting of measurement sequence, reagent tray and reagent remain.
» Parameters are set by the user requirement.

DR@® m=
Main S
N4

Cycle sample 1D Iem  cyde sample 1D tem

Order
Result
CAL
QC
Reagent
Item

Maint.

Manual Operation

Temperature
Initialization

@_, System | Authority Settings
Version

Log off

Calibration run sequence Sample Mode

For Item 24 Bottles For Position 2016/05/02 English

Reagent Tray Language

Main

Order

Control Method Checking Reagent Remains Sample Probe Wash Run Monitor Single Report

Result

After testing Level sensor Between Specimen Sample No. D l Manual Print
CAL
Warm up Default Specimen Default Aspiration times Date change timing (time) Haost
QC Measuring is allowable Serum 1 0 Communication

OFF

Reagent

Initialize Cell No. Alarm: Reagent remain Stop: Reagent remain Allowable Calibration (%)

®) |

Confirm Samples

OFF

Item

Control Lockout
OFF

Maint. Qc Tray

ON

Sample Barcode Clot Sensor

OFF

Reagent Barcode

ON

ON ON

Display Error Result
Hk Ak

Parameter screen

@ button : Display of menu screen in System screen.

@ button : Display of Parameter screen.

@ Screen and functions

Contents Default

Calibration Select the sequence of calibration measurement. It
em
run sequence » Select by Sample or by Item
Select the reagent tray.
R t Tr 36 bottl
cagent Hray » Select 24 Bottles or 36 Bottles. orres
4-111
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timing (time)

Contents Default
Selection for using sample position or sample
barcode. Display of order screen and result screen .
Sample Mode pray Position
change by selected mode.
»  Select Position or by Barcode.
System date setting.
Date .
» Selection from calendar
L Language selection. 7
anguage . apanese
guag » Select English or Japanese P
Selection for measurement timing of control
sample after calibration.
Control method | (None) Discontinue Last
(Last) Continue after calibration.
»  Select None or Last
Reagent remain selection
(In case of “Count” )
The residual test count 1s shown which
. calculated b Item arameter value
Checking . Y P .. Level
.| automatically. Count down one by one aspiration.
Reagent Remain w " sensor
(In case of “Level sensor” )
The residual test count is shown which calculated
by probe movement automatically.
> Select count or level sensor.
Sample probe wash pattern setting
Sample Probe . .
Wash » Select Between Items, between specimen and Specimen
as
Between samples.
Selection for display of reaction info. in main
Run Monitor screen. Sample No.
» Select by Sample No., Barcode and Patient ID.
. Selection of print method for single report.
Single Report P . & p Manual
» Select by auto-print or manual print.
Selection for start the measurement during the
analyzer [WARM-UP] condition. .
Warm up yzer | ] Disable
Measurment enable
Measurment disable
Selection for display of default specimen in order
screen.
Default . . .
Speci » Select by Serum, Urine, Plasma, CSF, Dialysis, | Serum
ecimen ]
P Other, HbA1c(Whole blood, Primary tube,
Hemolyzed)
Setting for default display of aspiration time in
Default
Aspiration times order screen. 1
P > Select from 1~10
Date change . .
& Select date changing time. 0

4-112
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Contents

Default

Initialize cell No.

Display of reaction cell position number for next measurement

start.

(Start cell No.) » Input reaction cell position number.
» Start reaction cell position can be set after ready.
. Setting of warning level for reagent remaining.
Alarm:
R ; . » Input alarm level of test count. Default 5
eagent remain » Alarm will show when exceeds the level.
Setting of stop level for reagent remaining.
» Input stop level of test count or %.
(In case of the setting is “Count”
Stop: » Stop the sampling automatically and display
) Default 0
Reagent remain alarm
(In case of the setting is “Level)
» Display alarm, and continue the sampleing unitl
“S” flag occurrence.
Setting of acceptable calibration variation between
Allowable
Calibration (%) the former results. (Standard Abs.-Blank Abs.) Default 5
’ » Display error when exceeds the setting.
Select whether to execute automatic rerun
Auto R OFF
o verun » Select ON or OFF
Selection for no order entry of the test item is
Control Lockout acceptable when a test result of control sample is OFF
a error B — F of Westgard check.
» Select ON or OFF
QC Tray Select ON when using the QC tray. OFF
> Display QC sample tray (Pink).
Select ON when perform the sample detection.
Set in following condition.
. » The screen changes depending on the LIS
Confirm sample . . ON
setting and sample probe wash setting.
» Please refer to Chapter 4, 4.9.7 Sample
confirmation screen.
ISE Setting of ISE Item measurement. OFF
Sample Barcode Setting of sample barcode. OFF
Reagent Barcode | Setting of reagent barcode. OFF
Clot Sensor Setting of clot seneor. ON
Display Error Selection for display of data error. B
Result > Select value or asterisk (¥).
4-113
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@ Display of LIS communicartion
Refer to bi-directional communication specification.

Host Select the LIS communication.
Commuricatin > Select ON or OFF.(Default OFF)
Host
LAN Settings — - LAN Settings
HOST 1hvd Address | 100100100 » Setting for LANcommunication condition.

Test orders 55000 |HOST 1Pv4 Address| : Setting of Host IP
f Test results 55001 address (IPV4)

Patient information | 55002
Test orders

Test orders inquiry | 55004 Test resultg|

Patien information|

Analysis Name BiOLiS30i Test reults inquiry|

fl Host Name Laboratory Informa

Test orders inquiry]

‘ Item Master ‘ | oK H Cancel ‘
LAN Settings screen lAnalysis name] :

Host name| : Laboratory Information System
Item master| : Dysplay Item master screen.

— @ : Save the LANsetting
Cancel : Cancel the setting and close the LAN
i setting

(o (concs |

Item Master screen

® button : Register the displayed screen.

4-114
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4.9.7 Samlpe confirmation screen

» Popup screen displays after clicking Start button. Start the mensurement after
sample existing.

» Display when sample confirmation is On in system screen.the

» The screen changes depending on the LIS setting and sample probe wash

setting.

BI0IBIUIR)

ode  semples  mem  cyde Semplelp  mem |
Order | [ ERE
2 ER
Result
Barcode C;.'fb:" :sx Wash Menu  Request
CAL [ None *| Wi
2 None *| w1 -
Qc I e B o B
Reagent
Item
Maint.

. Completed
Reordering

System . Error

Exit — - - E.Stop

Cup Result screen

@ [Start button
QC starﬂ button : Sample confirmation popup screen is shown.

@ Sample confirmation screen : Confirm setting and start the measurement.

Contents

» In case of sample is set, sample position number
@ | Pos on the sample tray displays.
» If the sample is ordered, left column turns to blue.

In case of sample barcode setting, display of readed
chalacter.

Barcode . . . .
@ » Manual input is possible when barcode reading is

failed or error occured.

Select when the sample cup is used on the primary
tube.
In case of the sample probe washing is selected “Between Samples”.

® | Cup on Tube O

When perform the sample probe wash, select the wash
Wash Probe .
® timing before, after, before and after.

Wash Menu Select the detergent from W1-3.

4-115
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Contents

In case of the LIS communication setting is ON.

@

Request

Request the sample barcode information.

» If the barcode reading is failed or error occurred,
correct manually first. Then click Request button
for corrected information.

I@ button

4-116
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4.9.8 Wash Settings screen (Carry over avoidance)

»  Setting screen of wash configuration screen dispalys.
> Setting for Sampl probe (between Item and specimen), reagent probe and reaction
cell.

Main c
Cycle Semple 1D Ttem Cyde Sample ID Ttem
Order L] n [me]
F) = |w
3 @ | n
Result men I
s =
s |m )
7 7 (4]
5 [sm =
5 m =
Maintenance List ‘: T :f =1
Reagent Reaction 2 a2
u a
- 1 s “
Item = ER
16 “ 12
Maint. | e 4 -
Wash Settings e TR
Reagent Barcode ;: : X
Manual Operation ) 2
a7 B
Temperature 3 w ]
Initialization £l ss o] Ready
I i . » B
®_, | System Authority Settings ERl =
£ 28 L3 S8
Version =T =
Log off i L

Main Reagent Probe Wash Cell Wash Sample Probe Wash
Item 2 Detergent Ttem Detergent Item 1 Item 2 Detergent. Count
Order - HbAlC * Wash1 - B - [ [] L asc 5 S vz 2 =

Result
CAL
Qc
Reagent
Item

Maint.

Delete a line Delete All | ine Delete All Delete a line Delete All

Wash Settings screen

button . Display of System menu screen.
|Wash Conﬁguration] button : Display of Wash Configuration screen.

@O

Reagent Probe Wash screen

Contents
Ttem1 Select of carryover effecting test Item.
» Blank in Item selction means all the Items.
Select of carryover sensitive test Item.
Item2

» Blank in Item selction means all the Items.
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Contents
Select of cleaning solution (Wash1-3) or water to avoid
Detergent
carryover.
Count Select washing time (1-10).

Setting of the selected line is deleted.

Delete All

All the settings are deleted.

When select the [Water], detergent bottle setting is unnecessary.

Cell Wash screen
Contents
Ttem1 Select of carryover effecting test Item.
» Blank in Item selction means all the Items.
Select of cleaning solution (Wash1-3) or water to avoid
Detergent

carryover.

Setting of the selected line is deleted.

Delete All

All the settings are deleted.

Sample Probe Wash screen
The screen is changed depending on the sample probe wash setting.
When the sample probe washing is set by sample, this setting is unnecessary.
Set in Sample confirmation screen.
Contents
Ttem1 Select of carryover effecting test Item or specimen.
» Blank in Item selction means all the Items.
Ttem2 Select of carryover sensitive test Item.or specimen.
» Blank in Item selction means all the Items.
Select of cleaning solution (Wash 1-3) or water to avoid
Detergent
carryover.
Count Select washing time (1-10).

Setting of the selected line is deleted.

Delete All

All the settings are deleted.

® button ; Register the displayed screen.
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4.9.9 Reagent Barcode screen

Reagent barcode is set in this screen.

» ReagentBarcode is displayed by the user level.

» Input the reagent barcode format and maker code.
» Please refer to reagent barcode specification.

Chapter 4

D@@®@®L pe Il o« IO
Main
d Cycle Sample ID Item Cycle Sample 1D Item
Order 1 [ n [m
2 | n
EXE I ERD
Result s [ 3
5 (I | EN
6 R | 36
CAL T ] ERE)
7 8 [sM 38
QC 9 n »
Maintenance List 2 25
Reagent Reaction ETH w
13 43
Profile u s “
Item T Fom =
16 46 2
i imeter EXN Ea
Maint. ENENE v a
1 SN ® |8 48
Reagent Barcode | ,;:, - g, L
Manual Operation 2 2
n |7 s
Temperature o i
Initialization ] s |0
O | System | Authority Settings Fam =
£ 28 L] 58
. Version E3 .
Exit Log off 3 &
OK @)

Main Reagent settings

Reagent Barcode DODR@® reror |

® Open G Close
Order O The same barcords are prohibited.
Reagent supplier entry Barcode format Bottle : System Item list
T/ Bottle em

Result 01 ¥ Item Start dig | Digit No. W’%
CAL | Supplier code || | _§upp|\er e e: 1 8
2 Item code [
Qc [ suppiier name | | | i g:me type 0 0
< Exp. Date (Year) 4] 0
5 Exp. Date (Week) 0 0
Reagent 6  Exp. Date (on board) 0 0
7 Bottle Size 0 o
Item 8 LotNo. 0 0
9 Bottle code 0 ]
Maint. 10 Bottle No. 0 1]

Reagent Barcode screen
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(1) | System | button : Display of System menu screen.
(2) | Reagent Barcode | button  : Display of Reagent Barcode screen.
(3) Display of reagent barcode setting screen.
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4.9.10 Manual Operation screen

Unit movement operates manually. Confirm the analyzer condition.

Main .@@@@ biE Skl

~

Main GO
Cycle Sample ID Ttem Cycle Sample ID tem
Order \2} \’5@\) ygg /) | ; ‘ a -
\ \ S & 2 M
o 40; ON TGO E =
esult ) =00 a B
a)(23)
(=Y : -2
CAL ’51\/ sz) 6 |mi 36
37‘ < > ~ 7 W |4
| E)
QC _\ (38 s M E)
Maintenance List :f :: 5
Reagent Reaction 2 2
5 =
Ttem Profile s -
1 =
Cell Blank = S
Maint embe= Pemameter v L)
* \ 18 | | 48
@ o - e ! .g
-code / / » | | 50 1
= 3 / 21 51
Manual Operation : 2 | | s
- 2 7 53
H i o 24 754 1
Initialization E | 550 Ready
®_) | System | Authority Settings i: i :
. = 6| B3
) Version = =
Exit Log off =

Manual Operation LOFRLINE || — [ (O

1 P e ——
% - Home OFF
Main INIT PULL POSITION Cup (Out) OFF
Cup (In) OFF

Order Tube OFF

OFFSET SENSOR POSITION Tray OFF
Result
N Cws ADIUST BARCODE POSITION @
CAL
‘ TTeTeTTCaT
CW LPITCH (OUT,
QC CwWpP ( ) ‘ Encorder value
Reagent CCW 1PITCH (OUT Allowable error
Lies CW 1PITCH (IN) Read
Maint. DP
CCW 1PITCH (IN)
RP Alarm
RCT Level
System @
) MU ISE |
Exit |C=~=ﬂsm RUN
B — el

Manual Operation screen

@ button : Display of System menu screen.

| Manual Function | button : Display of Manual Function screen.
@ Unit : Display of unit name for manual function.
Unit
r.n . Unit name Movements
(abbreviations)
STF Sampler Rotation of sampler
Rotation of sample probe
STM Sample probe pleb
Up/Down movement of sample probe
Aspiration/Dispensation movement of
SP Sample pump

samplepump
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Unit .
. Unit name Movements
(abbreviations)
RGT Reagent tray Rotation of reagent tray
Rotation of reagent probe
RTM Reagent probe gent b
Up/Down movement of reagent probe
Aspiration/Dispensation movement of
RP Reagent pump
reagent pump
RCT Reaction tray Rotation of reaction tray
MU Mixing unit Up/Down movement of mixing unit
MP Mixing pump Movement of mixing pump
CWS Cuvette washing Up/Down movement of reaction cell
station washing station
Aspiration/Dispensation movement of
CWP Cuvette washing pump P . P .
reaction cell washing pump
Aspiration/Dispensation movement of
PWP Probe washing pump P : P
probe washing pump
DP Drainage pump Movement of drainage pump
Contents
Alarm Display of error state.
Level Display of liquid level statre for sample and reagent probes.
ISE ISE unitmovement and display of ISE unitstate.

@ Displays of manual function.
» Display the function by each unit movement.
Move the unit by clicking or double click.

Move the unit by clicking , , and button or double clicking..

» Back color turns to blue after selecting the function.
® Each sensor state shows ON or OFF.
® Common button for each unit screen.

Button Contents

Cancel Safety] Select when operating with “NO Safety”.
ancel sale > No work for ISE function.

Perform selected function.
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1. STF

Manual Operation O® LorRune | - |

M’aini PULL POSITION . EE?E:J:U)Z (:IF f ®
Order OFFSET SENSOR POSITION ¥?§;§;FF
Result
CAL . Cws ADJUST BARCODE POSITION E—
Theoretical
QcC CWP CW 1PITCH (OUT) \m ®
L
Reagent PWP CCW 1PITCH (OUT) ® ‘Al\owable error
i CW 1PITCH (IN) Red
Maint. DpP T I
: CCW 1PITCH (IN)
Alarm
Level
ISE @ . !camwsam- RUN
STF screen
(D Functions
Movements
1 | INIT To move to the home position.
2 | OFFSET
5 ADJUST To input the angle to move by value, and to select the
coveo- o = o] | direction of CW/CCW rotation.
4 | CW 1PITCH (OUT) To move the outside cups clockwise by one pitch.
To move the outside cups counter-clockwise by one
5 | CCW 1PITCH (OUT) . P Y
pitch.
6 | CW 1PITCH (IN) To move the inside cups clockwise by one pitch.

7 | CCW 1PITCH (IN) To move the inside cups counter-clockwise by one

pitch.
8 PULL POSITION To move the aspiration position of selected cup.
» Input the cup position number.
9 SENSOR POSITION (IN) To move the cup sensor position of selected cup.
» Input the cup position number.
10 BARCODE POSITION To move the barcode position of selected cup position.
» Input the cup position number.

@ Each sensor condition shows ON or OFF.

® Clicking button, encoder value is shown.
(Theoretical,Actual value,Allowable error)

@ Perform the function by clicking button.

Movements
| Cancel Safety | Select when operating with “NO Safety”.
RUN Perform selected function.
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2. STM

Chapter 4

E0Q® . °

< UPR/DOWN INIT DOWN Sample tube (Level) %:;ﬂrrgp‘:m @
0 ROTATE OFFSET UP/DOWN ADIUST DOWN Trace samples (Level
. cws ROTATE ADIUST up DOWN ISE
Theoretical
0 Sp CWP ROTATE REACTION CELL DOWN Washi T ®
R RGT PWP ROTATE DILUTION CELL DOWN W ® ‘A\IOWBD.IQ errol ‘
ROTATE WASH DOWN Wash3 m”
RTM DP
ROTATE SAMPLE (OUT) DOWN Reaction cell
RP Alarm
ROTATE SAMPLE (IN) DOWN Dilution cell
RCT Level ROTATE SAMPLE (ISE) DOWN Cup (Level)
MU ISE @ — 1cm|smy RUN
STM screen
@ Functions
Movements
1 | ROTATE INIT To move to the home position.
2 | OFFSET
5 ROTATE ADJUST To input the angle to move by value, and to select the
o x0.3608g - a Lo H"‘| direction of CW/CCW rotation.
4 | ROTATE REACTION CELL To move the reaction cell position.
5 | ROTATE DILUTION CELL To move the dilution cell position.
6 | ROTATE WASH To move the washing trough.
7 | ROTATE SAMPLE (OUT) To move the aspiration position of outside sample cup.
8 | ROTATE SAMPLE (IN) To move the aspiration position of inside sample cup.
9 | ROTATE SAMPLE (ISE) To move the ISE sample pot.
10 | UP/DOWN INIT To move the home position.
1 UP/DOWN ADJUST To input the distance by value ans select the direction
0 x0.02625mm o | e "’E| Of UP/DOWN
12 | UP To move the up position.
13 | DOWN Wash1 To move the down position to the trouph.
To move the down position to the washing position for
14 | DOWN Wash2 .
primary tube.
To move the down position to the dispensation
15 | DOWN Wash3 o .
position of washing water.
. To move the down position to the sample dispensation
16 | DOWN Reaction cell . .
position at reaction cell.
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Movements
o To move the down position to the dilution sample
17 | DOWN Dilution cell o o .
aspiration position at reaction cell.
18 | DOWN CUP (Level) To move the down position of cup by level sensor.
19 | DOWN Primary tube (Level) To move the down position of primary tube by level
sensor.
- DOWN Trace samples To move the down position of micro cup by level
(Level) sensor.
21 | DOWN ISE To move the down position of ISE sample pot.

@ Each sensor condition shows ON or OFF.

@ Clicking read button, encoder value is shown.
(Theoretical,Actual value,Allowable error)

@ Perform the function by clicking button.

Movements

| Cancel Safety |

Select when operating with “NO Safety”.

RUN

Perform selected function.
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3. SP

Manual Operation

Main
Order
Result

CAL

QcC
Reagent
Item

Maint.

WASH PULL (1000uL)

WASH PUSH (1000uL)

Chapter 4

BORO® omre -

WASH OFF
WASH INIT SAMPLE INIT SV1ON SAMPLE OFF @

SV1 OFF

SAMPLE PULL (25uL) SV1 OFF

SAMPLE PUSH (25uL)

SAMPLE PULL

SAMPLE P! ®

@D Functions

SP screen

Movements

1 | WASH INIT

The washing side of pump; To move to the home

position

2 | WASH PULL (1000ul))

The washing side of pump; Aspiration movement
(1000uL).

3 | WASH PUSH (1000uL.)

The washing side of pump; Dispensation movement
(1000uL).

4 | SAMPLE INIT

The sample side of pump; To move to the home position

5 | SAMPLE PULL (25ul.)

The sample side of pump; Aspiration movement (25ul.)

6 | SAMPLE PUSH (25ul))

The sample side of pump; Dispensation movement
(25ull)

. SAMPLE PULL The sample side of pump; Aspiration movement
| o X0t ’ | » Input aspiration volume.

g SAMPLE PUSH The sample side of pump; Dispensation movement
| o ¥o.1u0= ’ » Input dispensation volume.

9 | SV1ION Electromagnetic valve EV-1 ON

10 | SV1 OFF Electromagnetic valve EV-1 OFF

@ Each sensor condition shows ON or OFF.
Q@ Perform the function by clicking button.

Movements

| Cancel Safety |

9

Select when operating with “NO Safety”.

RUN

Perform selected function.
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BO@O@@ ormne [ -

Home OFF

Manual Operation

Main @
Order
OFFSET
Result
ST™ CWS 1 apust
CAL ;
Theoretical
QC SP cwp emanel lEncorder valu @
Reagent @ |AII bl
lowabie error|
g SWp CCW 1PITCH |
e POSITION Reed]
Maint. RTM bp
RP Alarm
RCT Level
System | |
Exit MU ISE @_, cercel Safty RUN
RGT screen
D  Functions
Movements
1 | INIT To move to the home position.
2 OFFSET
3 | ADJUST To input the angle to move by value, and to select the

0 x0.05deg - 0 E“E| direction of CW/CCW rotation.

4 | CW 1PITCH To move the clockwise by one bottle.
5 | CCW 1PITCH To move the counter clockwise by one bottle
POSITION Selected bottle to move the aspiration position.

6 » Input bottle position number.

> In case of 36 Item tray, move to No.1~36 for R1
and No.37~72 for R2.

@ Each sensor condition shows ON or OFF.

® Clicking button, encoder value is shown.
(Theoretical,Actual value,Allowable error,Position)

@ Perform the function by clicking button.

Movements
| Cancel Safety | Select when operating with “NO Safety”.
RUN Perform selected function.
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5. RTM

Main
Order

Result

ST™M CwWs

CAL

Qc sP cwp

Reagent

RGT PWP

Item

Maint.

Manual Operation

ROTATE OFFSET
ROTATE ADIUST up
R1 ROTATE REACTION CELL
R1 ROTATE WASH

R1 ROTATE BOTTLE (IN)

R2 ROTATE REACTION CELL

R2 ROTATE WASH

Chapter 4

BOOE® ommne| -~

|Home OFF

|uP oFF ®

UP/DOWN INIT

UP/DOWN ADIUST

Theoretical
R1 DOWN WASH

Encorder value||

R1 DOWN ®

R1 DOWN BOTTLE (LEVEL)

CELL Allowable error]

R2 DOWN WASH

R2 DOWN REACTION CELL

RCT LEVEI R2 ROTATE BOTTLE (OUT) R2 DOWN BOTTLE (LEVEL)
o > =
RTM screen
@D  Functions
Movements
1 | ROTATE INIT To move to the home position.( on the reaction cell)
2 | ROTATE OFFSET
5 ROTATE ADJUST To input the angle to move by value, and to select the
0 ¥0.350e0 - R *’E| direction of CW/CCW rotation.
R1 ROTATE REACTION .
4 To move R1 probe to the reaction cell.
CELL
R1 ROTATE WASHING .
5 To move R1 probe to the washing trough.
WASH
R1 ROTATE BOTTOLE L .
6 (IN) To move R1 probe to the aspiration position.
R2 ROTATE REACTION .
7 To move R2 probe to the reaction cell.
CELL
R2 ROTATE WASHING
8 To movee R2 probe to the washing trough.
WASH
R2 ROTATE BOTTOLE L .
9 To move R2probe to the aspiration position.
(oum
10 | UP/DOWN INIT To move to the home position.
1 UP/DOWN ADJUST To input the angle to move by value, and to select the
0 025 M- E“| Up/DOWN direction..
12 | UP To move to the home position.
13 | R1 DOWN WASH To move the down position R1 probe to washing
trough.
14 R1 DOWN REACTION | To move the down position R1 probe to the reaction
CELL cell position.
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Movements

R1 DOWN

15
BOTTLE(LEVEL)

To move the down position of R1 probe by level

sensor.

16 | R2 DOWN WASH

To move the down position R2 probe to the washing

trough.
17 R2 DOWN REACTION To move the down position R2 probe to the reaction
CELL cell position.
18 R2 DOWN To move the down position of R2 probe by level
BOTTLE(LEVEL) sensor.

@ Each sensor condition shows ON or OFF.

® Clicking button, encoder value is shown.
(Theoretical,Actual value,Allowable error)

@ Perform the function by clicking button.

Movements

| Cancel Safety |

Select when operating with “NO Safety”.

RUN

Perform selected function.
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6. RP

Chapter 4

Manual Operation

WASH INIT

QC
Reagent
Item

Maint.

WASH PULL (1000uL)

WASH PUSH (1000uL)

‘WASH OFF

REAGENT OFF @

SV2 OFF

REAGENT INIT

SV3 OFF

REAGENT PULL (300uL) SV2 OFF

REAGENT PUSH (300uL) SV3 ON

REAGENT PULL

REAGENT || ®

SV3 OFF

Call

@ Functions

RP screen

Movements
The washing side of pump; To move to the home
1 | WASH INIT .
position
9 | WASH PULL (1000uL) The washing side of pump; Aspiration movement
(1000uL).
5 | WASH PUSH (1000uL) The washing side of pump; Dispensation movement
(1000ul).
4 | REAGENT INIT The reagent side of pump; To move to the home position
5 | REAGENT PULL (300ul) The reagent side of pump; Aspiration movement
(300ul).
The reagent side of pump; Dispensation movement
6 | REAGENT PUSH (300uL)
(300ul).
7 REAGENT PULL The reagent side of pump; Aspiration movement
» Input aspiration volume.
3 REAGENT PUSH The reagent side of pump; Dispensation movement
» Input dispensation volume.
9 | SV2ON Electromagnetic valve EV-2 ON
10 | SV2 OFF Electromagnetic valve EV-2 OFF
11 | SV3ON Electromagnetic valve EV-3 ON
12 | SV3 OFF Electromagnetic valve EV-3 OFF

©O

Each sensor condition shows ON or OFF.
Perform the function by clicking button.

Movements

| Cancel Safety |

Select when operating with “NO Safety”.

RUN

Perform selected function.
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7. RCT

Manual Operation

Main
Order
Result

CAL

Reagent
Item

Maint.

OFFSET

N Pitch

ADIUST

CW 1PITCH

CCW 1PITCH

CW 1/2PITCH ®

CCW 1/2PITCH

E0RQ@@® oFfmne | - )

STAGE-A @

STAGE-B

STAGE-C I

Theoretical @

POSITION

Encorder value

Allowable error

Read

@ = |

RCT screen
D Functions
Movements
1 | INIT To move to the home position.
2 | OFFSET
3 To move by inputted pitch.
A ADJUST = | To input the angle to move by value, and to select the
i - direction of CW/CCW rotation.
5 | CW 1/2 PITCH To move clockwise by 1/2 pitch.
6 | CCW 1/2 PITCH To move counter-clockwise by 1/2 pitch.
7 | CW1PITCH To move clockwise by one pitch.
8 | CCW 1 PITCH To move counter-clockwise by one pitch.
9 | STAGE-A To move counter-clockwise by 13 pitches.
10 | STAGE-B To move counter-clockwise by 21 pitches
11 | STAGE-C To move counter-clockwise by 27 pitches.
12 ON Input position number. Move to position unmber.

@ Each sensor condition shows ON or OFF.

® Clicking button, encoder value is shown.
(Theoretical,Actual value,Allowable error)

@ Perform the function by clicking button.

Movements

| Cancel Safety |

Select when operating with “NO Safety”.

RUN

Perform selected function.
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8. MU

Main
Order

Result

CAL
QC

Reagent

Item

Maint.

Chapter 4

Manual Operation ®0R@Q@® orme -~

@ Functions

MU screen

Movements

To move to the home position.

To input the distance to move by value,and select the
direction of Up or Down.

Up by setting pulse from the reaction cell.

1 INIT
9 ADJUST
3 UP

4 DOWN

Down by setting pulse from the reaction cell.

@ Each sensor condition shows ON or OFF.
® Perform the function by clicking button.

Movements

| Cancel Safety |

Select when operating with “NO Safety”.

RUN

Perform selected function.
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Manual Operation 0@ @@ lorFune | -

Main
Order
Result

CAL

QC
Reagent
Item

Maint.

MP1 OFF
MP1 INIT MP2 INIT MP2 OFF ®

MP2 CW

MP2 Stop

®_) \ﬂ RUN

(M Functions

MP screen

Movements
1 MPI1INIT MP1 : To move to the home position
2 MP1 CW To move to one cycle turn (Stops after one cycle turn).
3 MP1 Stop Stop the turn.
4 MP2 INIT MP2 : To move to the home position
5 MP2 CW To move to one cycle turn (Stops after one cycle turn).
6 MP2 Stop Stop the turn.

@ Each sensor condition shows ON or OFF.
@ Perform the function by clicking button.

Movements

| Cancel Safety |

Select when operating with “NO Safety”.

RUN

Perform selected function.
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Chapter 4

10. CWS
Manual Operation ®0OR®Q@® orme | -
Main gg\?vFNForr
WSH-HIGH OF
et Stk i ADJUST
Result
STM DOWN BOTTOM POSITION
CAL
qQc Sp CWP UP DISCHARGE POSITION
Reagent UP HOME POSITION @
RGT PWP
Item
Maint. RTM bpP
RP Alarm
RCT Level
MU ISE @-» Canclsafty RUN
CWS screen
@D Functions
Movements
1 INIT To move to the home position.
5 ADJUST To input the distance to move by value and select the
0 x0.02625mm . E“ﬂ direction of Up or Down..
DOWN BOTTOM
3 POSITION To move the CWS to bottom position.
A UP DISCHARGE T the CWS to di . »
POSITION 0 move the o dispensation position.
5 UP HOME POSITION To move to the home position.(up)

@ Each sensor condition shows ON or OFF.
® Perform the function by clicking button.

Movements

| Cancel Safety |

Select when operating with “NO Safety”.

RUN

Perform selected function.
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11. CWwWP

Manual Operation DOR® @@ offme | —

Home OFF

Stop OFF @

Main

Order

Result

CAL
QC

Reagent 7 ®

Item

Maint.

> B =
CWP screen
@ Function
Movement
1 One Cycle Aspiration and dispensation
@ Each sensor condition shows ON or OFF.
® Perform the function by clicking button.
Movements
| Cancel Safety | Select when operating with “NO Safety”.
RUN Perform selected function.
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12. PWP

Manual Operation DR Q@@ orrune |

Main SV4 ON VA OFF @
Order
PULL (1000uL) Sv4 OFF
Result
PUSH (1000uL)
CAL
QcC
Reagent ®
Item
Maint.
@_) W‘Sﬁv‘ RUN
PWP screen
(O Functions
Movements
1 | INIT To move to the home position.
2 | PULL (1000 uL) Aspiration movement (1000 ulL)
3 | PUSH (1000 uL) Dispensation movement(1000 ul)
4 | SV40N Electromagnetic valve EV-4 ON
5 | SV4 OFF Electromagnetic valve EV-4 OFF
@ Each sensor condition shows ON or OFF.
@ Perform the function by clicking button.
Movements
| Cancel Safety | Select when operating with “NO Safety”.
RUN Perform selected function.
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13. DP

Manual Operation

EOR@@@®  oFumne | -

DP1 OFF

SV5 ON DP2 OFF @

| SV5 OFF
Order SV6 OFF
DP1 OFF SV5 OFF

ETh

Result

STM Ccws DP2 ON SV6 ON
CAL

QC Sp CWP DP2 OFF SV6 OFF

N o
Maint. RTM
RP Alarm
RCT Level
MU ISE 3— wm‘
DP screen
(1) Functions
Movements
1 | DP1ON DP1 movement ON
2 | DP1 OFF DP1 movement OFF
3 | DP2 ON DP2 movement ON
4 | DP2 OFF DP2 movement OFF
5 | SV50N Electromagnetic valve EV-5 ON
6 | SV5OFF Electromagnetic valve EV-5 OFF
7 | SV6 ON Electromagnetic valve EV-6 ON
8 | SV6 OFF Electromagnetic valve EV-6 OFF
@ Each sensor condition shows ON or OFF.
@ Perform the function by clicking button.
Movements
| Cancel Safety | Select when operating with “NO Safety”.
RUN Perform selected function.
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14. Alarm

® ASTE2 OFF
ATER OFF
Orde STF MP ALK OFF
ACID OFF
- - - - [DRV_ERR OFF
I I JAD_TOUT OFF
STM CWs RCT_ERR OFF
A | 'SH_ERR OFF
T sTM_CD OFF
RTM1_CD OFF
SP cwp RTM2_CD OFF
Reage
RGT PWP
3 RTM DP
RP
RCT Level
MU ISE |mw saty RUN

Alarm screen

(1) Display of the error condition. (exp. Tank error)
» ON means error occurred.
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Level

15.

Manual Operation

Main
Order STF MP
Result
STM CWSs
CAL
QcC Sp CWP
Reagent
RGT PWP
Item
Maint. RTM DP
RP Alarm
RCT
System
MU ISE
Exit

mple [ | Siop Samplng Rate [ps] - 10
Set Count o 0
_______ Try Count 8
Max 728
- Min 725
Mean | 726.8
0 1000 2000 2000 4000 Range 3
Akagent1
| e o~ . e 1 e
@ @ S Max 760
Min | 746
Mean 752.6
0 1000 2000 3000 4000 Range [ 14
agent2
00 Max 750
Min 737
Mean 743.9
o ey = T Range 3

Level screen

(1) Display of the liqud level conditions for sample probe, reagentl and reagent 2

probes.

Contents

Sample

Start

Start data reading.

Stop

Stop data reading.

Select interval of liquid level information.

Set count

Select repitation count (o in case 0).

Try count

1
2
3 | Sampling Rate(u s)
4
5

Display of action count.

Sample, Reagent 1 and Reagent 2.

(Left side)

Display of graph.

Max

Display of maximum value.

Display of minimum value.

Mean

Display of average.

1
2
3 | Min
4
5

Range

Display of range.
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16. ISE

Manual Operation

Chapter 4

BORPO®® rwor | o«

©)

Main Debug mode [cover o @
Order ‘
Maint ROM version
Result When select CRS Start,
STM cws ISE wash Start Urine Calibration Popup screen appears.
CAL
QC SP CWPpP Start Calibration Set Urine Calibration I
Reagent . _— ALY it —_— @ i:le:an:em jerum
Item ) | [T Iwna]
Sampling start Calibration2 set Na
Maint. RTM DP K|
Flow sensor reset L
RP Alarm Status
Calibration set
RCT Level Aquire Flow Sensor Data CRS start .
|
MU @_, RUN
ISE screen
(D Functions
Movement and display contents
1 | Purge Cal-1 is sent to the sample pot and electrodeline.
2 | Maint The liquid is discharged from the electrode line.
Wash to clean up the ISE unit.
3 | ISE Wash » Set a sample cup with ISE wash solution brfore
start.
4 | Start Calibration Start the serum calibration measurement.
Start the CAL1 measurement by filled liquid in
5 | CALI start Y d
sample pot.
6 | Sampling start Start the patient sample measurement.
7 | Flow sensor reset Setting of air level sensor.
8 | Calibration set Send the calibration result to the analyzer.
9 | Aquire Flow sensor Data | Reading of air flow sensor.
10 | Debug mode Debug mode start and cancel.
11 | ROM version Display of the ROM version.
12 | Start Urine Calibration Start the urine calibration measurement.
13 | Set Urine Calibration Send the urine calibrationresult to the analyzer.
14 | Result Reading of latest result.
15 | Calibration2 set
Start CRS measurement for ISEcorrelation) .
16 | CRS start .
» Input the boxes in pop-upscreen.

@ Each sensor condition shows ON or OFF.
@ Perform the function by Clicking buttons.
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Movement

Perform selected function
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4.9.11 Temperature screen

RCT and WSH temperature screen are shown.
» When intallation set up or changes the PC, input the temperature values to sensor

agjust by attached parameter sheet.

| IDLE

~Main ©» ! . [ Reagentinfo. |

Order ‘ “ = n [k
Result ) [

CA L < = ” 4

Qc G 5
Maintenance List ( a3
Reagent Reaction = ®
T Profile ji 5 -
Cell Blank 1: S
Maint. System Parameter :E ;;
oot s g
@ l ‘code
ation
®_) | System | Authority Settings i

Version
Log off

Main Temp.
& Sensor Adjust
Order o
Result : P
> w [ 1 @
CAL o 1
i _:nml
QcC : [
T 3
Reagent ‘ Y e ‘ - S —
Item
Temp.
Sensor Adjst
Maint. 0]
Toret
3800 ¢

Temperature screen

(1) [System| button : Display of System menuscreen
(2) [Temperature| button : Display of Temperature screen.

@ Display of RCT (Reaction tray) temperature graph,

» Temperature screen is shown by user level.

Contents

Temp.
Sensor Adjustl:\oC Input the value in attached parameter sheet.
Target 37.00°C | Display of target value.
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» PID Factor is shown by user level.

Contents

PID Factor
Kp 12,Ki 12, Kd 1000,Ti 5,Td 2

Display of the controls.

[ Jc [ 1%

Display of the RCT temperature and humidity.

@ Display of WSH (Washing water of pre-heater) temperature graph.
» Temperature screen is shown by user level.

Contents
Temp.
Sensor Adjustl:loc Input the value in attached parameter sheet.
Target 38.00°C | Display of target value.
|:|°C |:|% Display of the WSH temperature and humidity
5 button . Register the screen information.
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4.9.12 Initialization screen

Input of offset parameter screen is shown.

» Initialyze screen is shown by the user level.

Main
Order

Result

Maintenance List
Reagent JETEYaion

Profile

ftem Cell Blank

Maint. System Parameter
Wash Settings

~ rcode

@ 1 sration

Version
Log off

CIT
™ Semple ID Ttem Cycle Semple ID Ttem

ofa ol e wie g

10 40
n CRE
2 a2
13 el
4 s @
15 a5
16 46 |2

Ready

IP Address

| Adjust || birection | pc 1927 [1e8f.[ 1 H.[ 1 [
st |p Slew v [ cesiF ][192 . [168F].[ 1 F.[ 10 §
RGT | dow - [ o (1925 .[1e8].[ 1 E.[100%
rRcT o tcow ~
sTM |j0 Sow v
RTM |0 cow v

Reagent — ave

Item

Maint.

® button
@ button

Initializetion screen

: Display of System menu screen.
: Display of Initializetion screen.

(3) Display of offset values for each unit.
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4.9.13 Authority Settings screen

Setting of operation level for each user.
» The screen is shown after Login by sevice engineer level.

Reagent Barcode
**-= =" ~==ration

Cycle Sample ID Ttem Cycle Sample 1D Ttem
ol n [r]
3 | T [w]
3 @ |m
a | N
5| =
6 |R =
7 7 +
5 s =
o | »
: 3 0 w
Maintenance List T P Y
Reagent Reaction 2 2
1 5
e Profile u e w
i3 =
Cell Blank = - |5
Maint. System Parameter £ &
. 1 P
Wash Settings m
%
2
22
a
]
25
»
z
»
=
3

Authority Settings

Function ~ Manager User
Item Parameters Entry/Change =] | =] a Save
e Profile Enter/Change = a
OT dt'l System Parameters Change =} = a
Contamination Prevention Settings/Change %] %] a
Result Reagent Barcode Entry/Change =] o a
Temperature Control Parameter Change a u]
CAL Initialization Change o
Barcode Reader Settings =] o a
QC 9 Database Master Settings =] =) a
Database Restoring =] jm)
o (=) [u]
Reagent o ] o
s} [m] u]
Item o o o
[u] [u] u]
Maint. o = o
[m] (m) m]
o o o
[n] a a
[m] o a
=] o a
8 2 2 Ready
o o m]
o o o >
5] a a
o [m] m]

Authority Settings screen

® button : Display of System menu screen.
@ IAuthority Settings| button : Display of Authority settings screen

(3) Set the operation level for each user.
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4.9.14 Version screen

»  Version information of system program is shown.

Main ,@J@

(27) ~
Rl 2 Crele Sample 1D mem  cye Semple Tiam
Order 1] u [m
2 | ERL
3 ER
Result rn| %
s =
6 |RL | T |
? | | | 7 |4
o s =
9 | M 39
Maintenance List . 2.
Reagent Reaction 12 @
1 -
e Profile s “
Cell Blank = 3
Maint. System Parameter Y @
’ I -
Wash Settings e -
Reagent Barcode » 2t
Manual Operation 2 w2
il i A )
= 5
@l = = o
1 » s
O | System_| £ S
—_———— + % 6 58
. Version =T %
Exit E) £
© Version Information X

User Interface : 1.06 (2016/04/15)
Sequence Control : 1.06.00-09
Serial Number : 1234567890
FPGA Version : 49
2008 - 2015 Tokyo Boeki Medisys Inc.

Exit

Version Information screen

) butto : Display of System menu screen.
@ button : Display of Version Information screen.

Display of pop-up screen
(3) Version Information

Contents

User Interface Display of system program version number on the PC.

Display of control program version number on the
Sequence Control

analyzer.
Serial Number Display of analyzer serial number.
FPGA Version Display of FPGA version number.
Close the Version screen.
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4.9.15 Log in screen

» The use level changing screen is shown.

O@@@@lwgﬂLﬂv

sample 1D Ttem Cycle Sample 1D

Main S @@@ @
Order k} ®‘DC?C

S2/(1sE

|
|
i ERE
I
|

Result

CAL

QC
Maintenance List
Reagent TRt

Item Profile s “
Cell Blank s
VT System Parameter

Wash Settings
Reagent Barcode
Manual Operation
Temperature

Trhitializatinn

@ l ings

Bl | Ready

g‘uzm‘ymzmzu‘zzz:;m':am:;wmamm»u»«u?

@ User Name ‘

Password

Log in screen

(1) |System| button : Display of System menu screen.
@ L oé of] f button : Log in screen is popup.

Popup screen
@ Log off screen.

Input and display contents

User Name Inputthe user level name.
Password Input the password.
Log 1 Log in by inputted level.

Close the Log off screen.

» System power turns OFF
: .
» Click system Icon when open the operation screen

again.
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[4.10 Exit screen ]

Shut down of system program and automatic maintenance setting screen is shown.

4.10.1 Exit button

@ I I T €T

Cycle sample [0 Item Cyde sample 1D Item

Main () () 28‘57

A
ISE — \
Order .meyio 2 )E) = (23

RS

PR PR PR

CAL

=T x
QC &) G: 16D b B
( @ _ @ 19\? Close the application? | :S 3
Reagent /) C [ addsample | /?) o |2 ? L CHE

Automatic Start Up settings
[ [ o ]

\’9)6 /\)Q@@‘““/ /”\
Poee%

Item

‘v\\

Maint.

~
(\7 ) Empty
. Ordered
. Running
@ Completed

Reordering

System . Error

s To Ready

Main screen — Exit screen
©) button : Display of Exit screen.
Display of pop-up screen
@ Buttons and functions
Contents

Display of the setting screen for automatic start up and
[Setup schedule start]

maintenance procedurte.

Turn OFF the system switch and exit the system program.
Close the exit screen.
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4.10.2 Setup schedule start screen

» Auto-start, shut down time and automatic mentenance setting screen displays.

- Cycle. Sample 1D Ttem Cycle Sample 1D Ttem

Order P | ERE

2 32 M

Result f -t
R B

cAL = =k
A_lsm " | 38
QC I »
@

) raasame | 9G] |close the appication? TRE
Reagent - L] 3
Automatic Start Up settings - =

Item () ©, @ —_— [ | " N

' DY L T Bw [ e T |5

Maint. T v

1 { 4 tad 1
Reordering | Ready
System . Error

Skt B proces —

Schedule
Sunday Monday Tuesday Wednesday Friday Saturday End process
OFF ~  |orF ~ jon s jon |oFF “  |oFF ~  © After Power OF
start time : [00:00 [ start time : [07:30 ] start time : 07:30 /%] start time : 00:00 £ starttime : [00:00(5  E Wait Mode
end time ; 00:00 end time : 00:00 3 end time ; 07:59 & end time ; 07:59 © end time : (07:59 % end time : 00:00 1 end time : 00:00 2
Function | [ Function | Function Function

Setup schedule start screen
@ button : Display of Exit screen (End of Application).
Display of pop-up screen

(2) Exit screen . Select the |Setup schedule start.|
(3) Setup schedule buttons and functions.

Contents

Move to auto-start waiting mode.

iStart the End process | Start the maintenance at end of the day.
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Contents

Schedule

Sunday~ Saturday
ON/OFF
Start time

End time

Function'V

Set the auto-start and maintenance procedure after start
up.

» Set the maintenance for each week day.

Select on, if the analyzer is st auto-start and maintenance.

Select the maintenance start time.

Display of the maintenance end time automatically.

Select the function of automatic maintenance.

» Select the function from the list.

» Automatic power on is done if the functionis not
selected.

End process

oAfter Power OFF
oWait Mode
Function'V

» Set the maintenance of end of the day and setting after
shutdown.

In case of power off after maintenance, check the box .

In case of move to auto-start mode, chek the box .

Display of maintenance list.

Select the automatic maintenance function.

Delete the displayed information.

Seve

Register the displayed information.

Close the setup schedule screen.
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Chapter 5 Maintenance

5.1
5.2
5.3
5.3.1
5.4
5.4.1
5.4.2
5.4.3
5.4.4
5.4.5
5.4.6
5.4.7
5.4.8
5.4.9
5.4.10
5.4.11
5.4.12
5.4.13
5.4.14
5.4.15
5.4.16
5.4.17
5.4.18
5.4.19
5.4.20
5.4.21
5.4.22
5.4.23
5.4.24

SALELY CAULION .......eiviiiieiii ettt et e e e beebeesteessaeesaeesseessaessaeens 2
Preparation of maintenance list and update the date..............ccoovveiiveinieiieineeienn. 2
Maintenance List.........ccuviieiiiiiiecec et 3
Periodic check and Periodic €XChange.........cccceeevveeverevireiiievererieinenenenenenennnnenes 3
Maintenance ProCeduUTe. ............ccuiiiiiiiiiieiiie ettt et ste e e e e e nereesbeeeeebeeeneas 4
Sample probe check and Cleaning .............eeveeeeeeereeereeereeeeeerreereeereeeeeeereeeee. 4
Reagent probe check and cleaning..........cceceeeevveeiieeiireiieiiieiiiinneesrnnnenennnennnenes 5
Leakage of pumps (SP, RP, PWP)........c.cooouiiuiiiiieeeeeeeeeeeeae s e eseessessesseneenes 6
Confirmation of the water supply tank vOIume........ccc.ccceeireiieeiiciiiiernciieeeecsieeenenne 6
Confirmation of the water purification system and purity of pure water machine.. 6
Confirmation of the volume Alkaline and Acid detergent tanks .......c.ccccceeeecineeeeannne 6
DIainage TESEIVOIT .....uuuueuueerrirerireirrrrerrennsennseenssnnssnnssnnssssssnnssnsssnsnsnnssnnssnnssnnsnnnen 7
Cleaning and confirmation of the strain on the cell cover..........ccccvvvveevreeerereeeereeennn. 8
Cleaning of COOING fIIEET .......ccceveerrrrerrreiiireerrrrrrteeeeeesiersenneeeseessserssssnseessessessassneeees 8
SPECIAL WASK......evvvvvireerieerieeiieirietreeereetrreerrererrtreerrererrrerrrtsrserssssssrsrrersrstsrssssssssssrsssee. 9
Cleaning of ISE SAMPIE POL..cceeeeeiieeiiiiiiiiiiiiiieeiieeeeeeeeeeeeeeeeeeeeereeeeeeeeeseeeseessessssseeeeens 10
ISE Wash (Cleaning of ISE sample line)..........ccecevvererveeerereereneeeereeereeensssesessenenns 11
Reaction Cell @XChANZE .......coveeieeiireieicieiceccecececcce e ree s s e s e s s s e s e sssssssssesssessssssnnns 12
Exchange of Jamp......cci ittt et e e e e s s e ar b e e e e s ee e aes 13
Auto gain (Gain adjustment).........cccveeveereeeerenrereeereeesseresseeesessessssessssessesessessssesens 15
Exchange of SamPle ProDe..........ceeveeerrreeerreeereeirissrerereeereessssssereseeersssssssssssseessesssnns 16
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Exchange of WAter fIIEEr............eeeiveerrirrerereeerieininreeeeeesiesssssnrereeeeesessssssssssseessssssnns 17
Exchange of Calibrator 1 (Cal1)........cceevvveveveeeeireeerereerreseeeeessessessesssensesseossesnnes 18
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Exchange of roller pump tUDE ..........evuvveevveeereerreerrereerieerrerrrerrrerererrrsrsrsssrssssssrssessees 20
Exchange of pinch valve (PV) tUbe...........coecueveeeeeeieeeeneeeeeteeeeseereereesesessessesenns 21
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[ 5.1 Safety caution ]

» Please follow the warning and safety caution which informed in “Chapter

Preface” of operation manual.

When do maintenance operation, wear protective globes, mask and glasses

to avoid infection.

[ 5.2 Preparation of maintenance list and update the date. ]

5-2

» Please prepare “Maintenance list” for analyzer maintenance and parts exchange.

Manage the list by updating the date.

Maintenance List

E0R@® omme| -

Main Contents Latest Check Date  Expiration Date E
L Daily M ISE Wash 2016/05/02 2016/05/03
- - - i 2000/01/01
OldEI 2000/01/01
2000/01/01
Result 2000/01/01
2000/01/01
CAL 2000/01/01
2000/01/01
2000/01/01
Qc | 2000/01/01
2000/01/01
Reagent 2000/01/01
2000/01/01
Item 2000/01/01
2000/01/01
Maint. 2000/01/01
2000/01/01
2000/01/01
2000/01/01
2000/01/01
2000/01/01
2000/01/01
2000/01/01
System 2000/01/01
2000/01/01
Exit 2000/01/01
Maintenance list screen
Order l Buttons & screen Operation & Display
Prepare maintenance list.
1 @ System Open System screen.
2 &) Maint. list Open Maintenance list screen.
Select maintenance period.
3 ® v (Daily, Weekly, Monthly, 3 months,
half year, one year, two years)
4 @ Content Input operation.
5 ® Save Register the operation.
Update the operation date.
6 ® Check box Check the box o after operation.
Update the operation date and next operation
7 ® Save
date.
g @ Latest date Display updated date.
Expiration date Display expiration date.
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[ 5.3 Maintenance list ]
5.3.1 Periodic check and Periodic exchange
>  Periodic check list (for customer)
= |w | o =8 >
Contents 9:;- § 5 |B |B o | B 2
< | = |5 B |BE|7 A -
1 | Cleaning of sample probe @)
2 | Cleaning of reagent probe O
3 | Check of the SP water leak O
4 | Check of the RP water leak @)
5 | Check of the PWP water leak O
6 | Check of the water supply tank volume @)
7 Check of thg volume and purity of pure o
water machine
Check of the volume Alkaline detergent
8 tank O
Check of the volume Acid detergent tank | O
10 | Check of the drainage tank volume O
11 Cleaning and check of the strain of the o
cell cover
12 | Cleaning of cooling filter. O
13 | Special washing O
ISE unit
14 | Cleaning of sample pot. @)
15 | Cleaning of ISE sample line O
> eriodic exchange list (for customer)
= w o =N %’
Contents g % 5 |B |B = |z g
< = | BB BT | A =
1 | Exchange of reaction cells O
2 | Exchange of lamp O
3 | Exchange of sample probe O
4 | Exchange of reagent probe O
5 | Exchange of water filter O
ISE unit
6 | Exchange of Cal 1 pack O
7 | Exchange of Na electrode O
8 | Exchange of K electrode @)
9 | Exchange of Cl electrode O
10 | Exchange of Ref. electrode @)
11 | Exchange of roller pump tube. O
12 | Exchange of pinch valve tube. O
5-3
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[5.4 Maintenance procedure ]

5.4.1 Sample probe check and cleaning

»  Confirmation of sample probe bending.

> Remove the dirt (protein) of probe tip.

Inspection period

Everyday

Necessary parts

Gloves, KIMWIPE, DI water, Nylon wire

54
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1) Turn off the PC and analyzer
system power switch before
starting the maintenance
operation.

2) Remove the sample tray cover.

3) Remove a sample tray if it is

inserted.

4) Confirm the probe straight.

5) Pull up STM arm by hand and
move and rotate to above the
sampler.

6) Wipe out the dirt at the outside of
probe tip by KIMWIPE or other
material soaked in DI water.

» Thread the nylon wire from probe tip
and clean up the sample probe if
necessary.

Note

Be careful not to bend the probe
tip.

7) Return STM arm to washing
position by hand.
8) Reset sampler tray cover at the

proper position.
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5.4.2 Reagent probe check and cleaning

»  Confirmation of reagent probe bending.

> Remove the dirt (protein) of probe tip.

Inspection period

Everyday

Necessary parts

Gloves, KIMWIPE, DI water
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1) Turn off PC and the analyzer system
power switch before starting the
maintenance operation.

2) Remove reagent tray cover.

3) Remove the reagent tray.

4) Move up RTM arm by hand and
rotate R1 to the reagent bottle
position.

5) Wipe out the dirt at the outside of
probe tip by KIMWIPE or other
material soaked in DI water.

6) Return RTM to the home position by
hand. Rotate R2 probe by hand and
clean up the R2.

Note
Be careful not to bend the probe
tip.

~ 7) Return RTM to the home position by
hand. (R2 is front side)

8) Place back reagent tray and tray

cover.
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5.4.3 Leakage of pumps (SP, RP, PWP)

»  Confirmation of water leakage.
Inspection period Everyday
Necessary parts None

5.4.4 Confirmation of

the water supply tank volume

»  Check the water tank volume.
Inspection period Everyday
Necessary parts None

5.4.5 Confirmation of the water purification system and purity of pure

water machine

»  Check the water supply system.

Inspection period

Everyday

Necessary parts

Follow the purify system manual.

5.4.6

Confirmation of the volume Alkaline and Acid detergent tanks

»  Check the Alkaline and Acid detergent volumes.

>  Refill the detergent if required.
(Alkaline=Dilute to 2% for use ,Acid=Dilute to 1% for use.

Inspection period

Everyday

Necessary parts

In case of confirmation: No
In case of refill the detergent :

- Gloves
+ Washing Solution Alkaline (Fast Detergent 1):(Code SP2208)

+ Washing Solution Acid (Fast Detergent 2 ):(Code SP2209)

5-6
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| 5.4.7 Drainage reservoir I

Chapter 5

»  Confirmation of drainage reservoir volume.
»  Clean up the dirt of float sensor which can’t detect the liquid level correctly.

Inspection period

Everyday

Necessary parts

In case of confirmation: No
In case of waste: Gloves, KIMWIPE
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1) Loosing cap of the reservoir and pull
up the float switch unit.

2) Wipe out water around the filter and
other part by KIMWIPE for better
working condition.

3) Confirm if the float switch moves up
and down smoothly.

4) If you find dirt around the float
switch, wash out dart by tap water

with brush.

5) Return the float switch unit into the
drainage reservoir.

6) Tighten the cap.

5-7


http://www.manualslib.com/

V1.00

5.4.8 Cleaning and confirmation of the strain on the cell cover

» Clean up the cell cover if necessary.

Inspection period Everyday

Necessary parts Gloves, KIMWIPE, DI water

5.4.9 Cleaning of cooling filter

» Clean up the reagent tray cooling filter.

Inspection period If necessary

Necessary parts Gloves

5-8
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5.4.10

Special wash

>

>

The dirt of reaction cells, sample probe and reagent probes are influenced to the
measurement results. Clean up by using special wash program.
Use 6% diluted solution of detergent.

Inspection period | If necessary.

Necessary parts Washing Solution Alkaline (Fast Detergent 1):(Code SP2208)

Gloves

Washing Solution Acid (Fast Detergent 2 ):(Code SP2209)

Wash time About 30 minutes

>

Special wash means?

All the reaction cells and probes are washed in the same procedure as
measurement by aspiration and dispensation of detergent instead of reagent
and sample.

Kinds of using detergent

Select the detergent depending on the target.
+ Alkaline detergent: For protein base stain
+ Acid detergent: For metallic base stain

Special wash button

There are three kinds of special wash buttons.
Special wash 1: Use reagent bottle wash 1 and sample tray position W1.
Special wash 2: Use reagent bottle wash 2 and sample tray position W2.
Special wash 3: Use reagent bottle wash 3 and sample tray position W3.

Special wash procedure

1) Set detergent bottle on the reagent tray.

2) Set detergent cup at cup position(W1, W2, W3) on the sample tray.
» Please refer to Chapter 3 Routine operation procedure.
» Pour the detergent to R 1 bottle 20mL, R2 bottle 11mL and Sample cup

2mL.
3) Click button in main screen, and open maintenance screen.
4) Pointed and click the button in [Special wash 1], [Special wash 2 and
[Special wash g,
5) Start the washing.
6) Stop automatically after washing.

5-9
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5.4.11 Cleaning of ISE sample pot

» Clean up the sample pot to avoiding the clot for ISE sample line.

Inspection period Everyday

Necessary parts Gloves, Cotton swab (narrow type), DI water

5-10
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1) Open the ISE door on the right
panel of the system at right
angles to the system for ISE

storage facing front.

2) Clicking button in the

main screen.

3) Clicking , and empty the
ISE line.

4) Moisten the cotton swab with DI
water.

5) Confirm no liquid in sample pot.
Clicking again if

liquid is found in sample pot.

6) Insert cotton swab to clean up
inside of the pot.
Note:
Be careful not remain the thread
which makes clot.
7) Close the ISE door.

8) Click [[SE Purge| button, and refill

the sample line.
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5.4.12 ISE Wash (Cleaning of ISE sample line)

»  Clean up the ISE sample line.
» After ISE wash, calibration is necessary before starting ISE test.

Inspection period

Everyday

Necessary parts

Gloves,

Cleaning Solution (25ml) (Code 20-27-0479F)
$%¢As necessary use ISE Cleaner 1% (25ml) (Code 50-27-0781)

Wash time

About 6 minutes

Note

It is recommended to do cleaning by ISE Cleaner 1% once a week when the
ISE test is measured above 60 test per week.

ISE Washing solution

400ulL
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1)

2)

3)
4)
5)

6)

Pour the 400ul. washing solution
in sample cup.

Set the detergent cup at the
ISE Wash position on a sample
tray.

Clicking button.
Clicking [[SE Wash| button.

Upon clicking, cleaning solution
is dispensed in ISE to clean up
the inside of ISE sample line.
Remove the sample cup after

cleaning
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5.4.13 Reaction cell exchange

» The dirty cells are influenced to the measurement results. Please exchange the

reaction cells when the cell condition of back color shows red in cell check screen.
» Change all the 60 cells at once.

Exchange interval

If necessary

Necessary parts

Gloves, Hexagonal wrench (2.5mm)
Cuvette -8U (60 Pieces) (Code 23-07-0055)

5-12
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1) Turn off PC and the analyzer system

power switch.

2) Pull up RTM arm and turn to tough.

3) Pull up cell cover and remove it.

4) Rotate reaction tray by hand so that a
reaction cell group comes to the front.
Note

20 reaction cells are held by the cell
holder. Cell position number is
on the cell holder in 5 intervals.

5) Loosen cell holder screws (3 screws)
by hexagonal wrench (2.5 mm) so that
you can remove cell holder.

6) Pull up cell holder and remove it.

7) Pull up the cell, to be replaced, by
fingers.

8) Insert a new reaction cell, confirming
the direction to insert.

Note
Do not touch the optical path face
of a reaction cell by fingers.

9) After the reaction cell insertion, fix a
cell holder by a hexagonal wrench.

10) When you have finished cell

replacement, confirm each cuvette
is set properly, by rotating the tray
carefully by hand.

11) Power ON PC and analyzer.

12) Initialize the analyzer.

13) Set the cell cover to the proper

position. Fit the cell cover cut part
to the pin.
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5.4.14 Exchange of lamp

Chapter 5

»  The lamp deterioration is influenced to the measurement results. Please exchange
the lamp if the life time is over (about 1200 hours).

» After finishing the lamp exchange, adjust the gain and update the
remaining time. Refer to Chapter 5, 5.3.14 Auto-gain.

Exchange interval

If necessary

Necessary parts

Gloves,

Halogen lamp (Code 60-00-0001)

Caution !!: Caution

The temperature of the lamp rises during operation, and it might

cause burn on your fingers. Don’t touch directly.

& High temperature
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1) Turn off the PC and the system
power switch and wait for ten
minutes to cool the lamp and lamp
house before starting the

maintenance operation.

2) Open top cover.
3) Slide and open the lamp house cover.

4) Remove the lamp connector by

pressing both side fixing pins.
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5) Turn the lamp holding plate to
counter clockwise, and remove it.
6) Pull up the lamp from lamp hol
ding ring by pressing both side

fixing pins on the white connecto
r.
7) Holding the wiring by fingers,
pull up the lamp.
Note
Don’t touch the lamp which rises

high temperature.

8) Set a new lamp, fitting the slit
of the lamp flange to the pin
on the lamp holding plate.

Note
Do not touch the glass surface
of the lamp.

9) Path the lamp to fixing ring by
pressing the pin.

10) Turn the lamp holding plate to
clockwise , and fix it.

11) Connect the connector.

12) Replace the lamp cover by sliding
down.

13) Select lamp Icon in main
screen.

14) Select change button, and update

remain time.

Pin

5-14
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5.4.15 Auto gain (Gain adjustment)

» When finishing the lamp exchange, perform to adjust the gain
(Adjustment of the intensity of light).

Inspection period After lamp exchange
Necessary parts Gloves, Hexagonal wrench (2.5mm)
Note

Please perform the gain adjustment with stable lamp.

1) Turn on the PC and system power switch and wait for 20 — 30 minutes.
2) Clicking button, maintenance screen is shown.

3) Clicking button.

4) Pop-up screen is shown after analyzer movement.

Confirm

0. Remove Cell No. 50.

5) Remove the reaction cell of No.50 position.

Refer to Chapter 5, 5.3.13 Reaction cell exchange.
Note

Do not touch the optical path face of a reaction cell by fingers.

Offset _ Offset AD Gain GainAD  Read Ap | Offeet Target
121 137 255 131
121 133 255 Goin Target
97 132 255
o7 131 255
121 126 255

121 129 255
W w
99 125 255

117 128 255

117 127 255
99 127 255

a9 126 255
127 21 255

49151

CW 1/2Pitch

CCW 1/2Pitch

6) Clicking button.

7) The gain for all the wavelengths is automatically executed.
8) The auto-gain information is shown on the screen.

9) When finishing the auto-gain, popup screen is shown.

Confirm

0. Do you Save Data?

10) Clicking [OK| button, saving the data.

5-15
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5.4.16 Exchange of sample probe

» Please exchange the sample probe to keeping the accuracy and precision when
required.

Exchange interval If necessary

Gloves,

N t
ceessaty patts Sample probe (Code 60-02-0020)

5.4.17 Exchange of reagent probe

» Please exchange the reagent probe to keeping the accuracy and precision when

required.
Exchange interval If necessary
Necessary parts Reagent probe(Code 60-03-0034)

5-16
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| 5.4.18 Exchange of Water filter I

» Please exchange the water filter to avoiding the influence of measurement results.

Exchange interval

Every 6 months.

Necessary parts

Gloves, KIMWIPE,
Water filter (Code SP2058)
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1) Loosen the cap of the water
reservoir and pull up the filter and
the float switch unit.

2) Wipe out water around filter and
other parts by KIMWIPE for better
working condition.

3) The old filter is pulled down to

remove.

Float switch

Filter

4) Insert a new filter till the filter hits a
stopper.

5) Confirm if the float switch moves up
and down smoothly.

6) Return the filter and the float switch
unit into the water reservoir.

7) Tighten the cap.
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5.4.19 Exchange of Calibrator 1 (Cal-1)

» The ISE unit is filling the sample line and electrodes by Calibrator 1
automatically. Please change the Calibrator 1 to avoiding the dryness.

Exchange interval One month after open or when necessary

Gloves,

N t
ceessaty patts Calibrator 1 F(420ml) (Code 20-27-0477F)

1)  Clicking button.

2) Clicking button, and
empty the ISE line.

3) Holding the used Cal-1 pack
upside up, remove the cap.
Take off the cap from hook to
dispose.

4) Keeping the new Cal-1 pack
upside up, and unscrew the cap.

5) Screw the cap into new Cal-1 pack,

holding it upside up to removing the
air.

6) Hang up the new Cal-1 pack.

7) Perform [SE Purge| order in m
sereen.
8) Repeat ordering [ISE Purge| till no

bubble comes out from the tube
and the liquid i1s sucked up.

9) Confirming that no error occurs.
Note
Please check totally when error
occurred.

5-18
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» The deterioration of electrode reduces the slope value. The slope error or drift

error occurs. Please change the electrode if the error can’t solved after ISE

maintenance.

Exchange interval

If necessary

Necessary parts

Gloves,

Na Electrode F (Code 20-27-0474F)

K Electrode F (Code 20-27-0475F)

Cl Electrode F (Code 20-27-0476F)
Reference Electrodes F (Code 20-27-0473F)
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1) Open the ISE door on the right panel of
the system at right angles to the
system for ISE storage facing front.

2) Clicking button.

3) Clickin button, and empty
the ISE line.

4) Open the electrode cover, and press
holding plate.

5) While holding the plate down, pullout
electrode.

6) Draw the fixing plate from the old
electrode.

7) Insert the fixing plate to the new
electrodes.

8) Keep holding the plate down, and
insert the new electrode pushing back.

9) Perform order, and refill
the line.

10) Confirm there is no leakage from the
electrode.
Note
If leakage is found, repeat from
6 to 9 again.
11) Confirming no error occurred.
Note
Please check totally when error
occurred.
12) Close the electrode cover, and close ISE
door.

5-19


http://www.manualslib.com/

V1.00

5.4.21 Exchange of roller pump tube

» The deterioration of roller pump tube influences the liquid flow. Please change it

periodically.

» Please exchange the pump tubes both calibrator and waste simultaneously.

Exchange interval

Every 3 months

Necessary parts

Gloves, Screw driver

Roller Pump Tube B (2 pieces of tubes) (Code 20-30-0610)
Roller Pump Tube Grease (Code 20-30-0581)

5-20

Downloaded from www.Manualslib.com manuals search engine

1)

2)

3)

4)

5)

6)

7)

8)

9)

10)

11)
12)

13)

14)

15)

Remove Cal-1 pack from the hook to
prevent leaking from the tube.

Loose the fixing screw, and remove
front panel by disconnecting the
connectors.

Clicking button.

Clicking button, and empty
the ISE line.

Turn the lever presser 90 degrees to
outside, loosen the lever.

Remove the pump tube joint from the
hook.

Remove the pump tube and exchange to
new pump tube.

Paste the grease of roller pump tube to
new one thinly.

Hang the pump tube joint on the center
of the roller.

By pressing the lever, turn the lever
presser 90 degrees to inside

Hang Cal-1 pack on the hook.

Perform [ISE Purge| order, and refill the

line.
Repeat order till no
bubble comes out from the tube and
the liquid is sucked up.
Confirming no error occurs.
Note
Please check totally when error
occurred.
Connect the connectors, and replace
the front panel.
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5.4.22 Exchange of pinch valve (PV) tube

» The deterioration of pinch valve tube influences the liquid flow. Please change it

periodically.

» Please exchange the PV tubes both front and rear side simultaneously.

Exchange interval

Every one year

Necessary parts

Gloves, Screw driver

Pinch Valve Tube F (Code 20-27-0487F)
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Remove Cal-1 pack from the hook to
prevent leaking from the tube.

Loose the fixing screw, and remove
front panel by disconnecting the
connectors.

Clicking button.

Clicking button, and empty
the ISE line.

Remove the fitting .

Pull under part of fitting in front.

By pressing the fixing projection, remove
the front PV tube.
Keep the tube connection.

Remove the PV tube inserted in the
groove of pinch valve.
Exchange to new PV tube.
Remove the rear PV tube.

Please use tweezers to removing easily.
Assemble the rear PV tube.

The rear tube has no connection.

Please use tweezers to set easily.
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11)

12)
13)
14)

15)

16)

17)

Assemble the front PV tube
The front tube is connecting the tube.

Insert the fitting.
Hang Cal-1 pack on the hook.

Perform [[SE Purge| order and refill the

line.

Repeat ISE Purgel order till no bubble

comes out from the tube and the liquid is
sucked up.

Confirming no error occurs.
Note
Please check totally when error

occurred.

Connect the connectors, and replace
the front panel.
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5.4.23 Removal of bubbles at electrode

» The ISE unit can’t detect the 1ons if the electrode has a bubble inside.
» When exchange the electrode, removal of bubbles is essential.
The explanation is given for Ref electrode, but keep other electrodes likewise.

Inspection period When exchange the electrode, if necessary
Necessary parts Gloves, Syringe(with tip), DI water
Micropipette 1) Peel off the seal on the air hole of the
electrode, and leave it open.

2) Fill the syringe with DI water.
3) Insert the tip of the syringe from the

Passage joint end of the passage joint to the ion

passage.

4) Make a rush of DI water from the
syringe.

5) The bubble is removed, and DI water
spills over from the end of the passage
joint.

Note

Please use 10mL syringe.

Don’t rush strongly why the

electrode membrane will damage.

Don’t push till finish the liquid

inside the syringe. It makes

another bubble.

5) Pull out thesyringe.
6) Make sure that no bubble is in the ion
passage of the electrode.
If there 1s still any bubble, repeat the
procedure from 2).
7) Wipe off the spilt liquid all over the

electrode, if any.

5-23
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» In case of turning off the power of ISE unit more than four days, keep the
electrodes as follows.
The explanation is given for Ref electrode, but keep other electrodes likewise.

Inspection period When storage the electrode

+ Gloves, Syringe (with tip)
Necessary parts « Calibrator A (20mL) + Calibrator B (20mL) set
(Code60-22-0263F)

1) Remove the electrode.

Refer to Chapter5,5.4.20Exchange of
Electrode

2) Fill the syringe with Calibrator A or B.

3) Fill the passage of the electrode with
Calibrator A or B, using syringe.

4) Fix the attached seals to the both ends
of the passage not to let the liquid leak
out.

Note

Wipe off around the exits before fixing
the seals. Also, wipe out the spilt
liquid.

5) Put the electrodes in each case to keep

at the room temperature.
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Consumables List

Code No. Parts Name Qty. Memo
1 20-22-0391 Sample Cup 1000 pieces
2 60-00-0001 Halogen lamp 1
3 SP2058 Water filter 5 Pieces
4 23-07-0055 Cuvette -8U 60 Pieces
5 23-30-0676 | Drying Nozzle Tip 2 Pieces
o s | eS|
T |y o A
8 60-08-0083 Packing 4 Pieces
9 60-02-0020 Sample Probe 1
10 60-03-0034 Reagent Probe 1
11 20-22-0396 Reagent bottle 60ml (with Cap) 20 Pieces | for 24 item tray
12 60-22-0265 | Reagent Bottle - T2 40ml (with cap) | 20 pieces |for 24 item tray
13 60-22-0264 Reagent Bottle - T2 20ml (with cap) 20 pieces | for 24 item tray
14 SP2225 Reagent bottle Cap 20 Pieces
15 20-30-0584 | Reagent bottle 40ml ( with Cap) 20 Pieces | for 36 item tray
16 20-22-0397 | Reagent bottle 25ml ( with Cap) 20 Pieces | for 36 item tray
17 20-22-0398 | Reagent bottle 13ml ( with Cap) 20 Pieces | for 36 item tray
18 20-22-0399 Reagent bottle Cap 20 Pieces
» ISE accessory
Code No. Parts Name Qty. Memo
1 20-27-0474F | Na Electrode F 1
2 20-27-0475F | K Electrode F 1
3 20-27-0476F | Cl Electrode F 1
4 20-27-0473F | Reference Electrodes F 1
5 | 20-27-0477F | Calibrator 1 F (420ml) 1
6 | 60-22-0263F ga(lggfr?{c))rsetA (20mL) + Calibrator 141
7 20-27-0479F | Cleaning Solution ( 25ml ) 1
8 50-27-0781 | ISE Cleaner (1%) 1
9 20-30-0610 Iljl(l)ie; Pump Tube B for New roller 2 1;1&9}():: of
10 | 20-27-0487F | Pinch Valve Tube F 2 pieces of
tubes
11 | 20-27-0488F | Piping Tube Set F 7 ptfﬁzz of
12 20-27-0480 Urine Calibrator 1, 2 10 ampoules
13 | 20-27-0482 | Urine Diluent (500ml) 1
14 20-27-0483F | Dialysis Liquid Calibrator D F 20 Pieces
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