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Preface

Thank you for purchasing the HLC-723RP Glycohemoglobin Reporting Program. This
document comprises the operation manual for the Reporting Program designed for use
with the Glycohemoglobin Analyzer.

This softwar e can be used only with HL C-723G8.

To ensure correct operation of the HLC-723RP Reporting Software Program, you are
recommended to carefully read and familiarize your selves with the G8 Operator’s Manual,
its safety precautions and basic operating procedures.

The information displayed with the following symbolsis designed to alert you to important
precautionary pointsregarding operation.

ACaution Cautions are designed to alert you to potential hazards in
system operation that can cause personal harm or damage
to property.

These are designed to alert you to potential operational
@ errors or to provide helpful hints on getting the most from
system oper ation.

‘You are recommended to carefully read and familiarize yourselves with the
information in this manual to ensure proper and safe operation of the
Glycohemoglobin analyzer and the Reporting Program.

-Keep this application CD-ROM in a secure location where it is always available for
useasareference.

-All safety precautions outlined in this manual must be strictly adhered to.

-This program managesresults and patient information by barcode infor mation.

-Please use a bar code of specimen and please do not use the duplicating barcode.

‘When barcodes duplicates, editing patient information of a result reflect to the
sample information of all the other results which has the same barcode. Please
check that thereisno duplicating barcode befor e editing patient information.

-The barcode containing the character “@"” can not be used in Thalassemia mode.
This softwar e uses this char acter for another purpose.
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Termsof Usefor the User’'s Guide

-The information contained herein is subject to change without prior notification
dueto ongoing improvementsto system perfor mance and functionality.

-You areforbidden from reselling or distributing thisapplication to athird party.
‘You are requested to immediately notify a Tosoh Bioscience technical support
gpecialist or authorized representatives if you notice any discrepancies, errors or
omissionsin theinformation provided herein.

-The information contained in this manual may not be copied or transferred,

in whole or in part, without the express written permission of Tosoh Cor poration.

TRADEMARKS

Microsoft Windows, and Windows XP are internationally registered trademarks of
Microsoft Corporation. (USA). Other product and company names mentioned in
thisdocument aretheregistered trademarks of their respective companies.
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1 Basic System Precautions

1.1 Registering Operations
The HL C-723RP Reporting Program requires you to register the application before

commencing oper ations. Operator registration information is entered in the system
log file.

ACaUtion Only those persons that have undergone proper training
should be registered as an oper ator.

1.2 Training for System Operation

A TOSOH Bioscience representative or authorized representatives will install the
HLC-723RP Reporting Program and follow the users guide for basic system
orientation. It isimportant that you are thoroughly trained in the operation of this
application and the analyzer unit.

For diagnostic purposes, the results obtained from this application should be used in
conjunction with other data.

1.3 Transmission Format Compatibility

This application may be used for transmitting data between the G8 Analyzer and a
host computer in configurations where it is connected to both. This application is
designed to output assay results to the host computer based on the G8 transmission
specifications. However, that does not guarantee communication. It may not be able
to communicate depending on the specifications of the host computer.

1.4 System Management

Please check the G8 Instrument settings before use. In order to obtain correct
results, it isimportant to usetheinstrument and the reagents in accor dance with
the G8 Operator’s Manual.
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1.5 Definitions

Termsused in this manual are defined below.

HbAlc Identical in meaning to SAlc.
HbA1l T-Al Total-A1% representsthe sum of Ala%, Alb%,
and SA1c%.

The Components to be summed are selected by entering the
appropriate settingsin the Environment Settings screen.

Protocol Transmission format.
Host compute LIS

Query Theinstrument requests the assay schedule from the HOST
computer, when a specimen barcodeisread.

EMF EMF means enhanced metafiles.
Real timeprinting Printing of the resultsimmediately after receiving them.
Trend chart Line chart of personal result history.

QC Materials Materialswith known-values used for confirming that
instruments are meeting specifications.
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2 System Description

2.1 Introduction

Thisapplication is used to data manage the results from different configurations
comprising either a single or two Glycohemoglobin Analyzers. It isdesigned to
store and manage the received data and makesreports as necessary. It can also be
used to send theresultsto a host LIS computer.

2.2 System Configuration

HL C-723RP isdesigned to connect up to two units Glycohemoglobin analyzers and
is equipped with one transmission protocols. The transmission protocol isHL C-723
RP protocol (see Fig. A), used when connecting to the host computer with a single
transmission line.

Transmissions between G8 and PC uses the G8's Raw mode protocol found under
the RS 232 screen.

Transmissions between PC and the host computer use HL C-723RP protocol.

A) HL C-723RP Protocol

Host Computer

G8+#1 RAW PC

HL C-723RP
RAW 723RP
Protocol

G8#2

*Specimen queries are enabled.
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2.3 Reguirements

Please ensure this application is installed on a type of PC recommended by Tosoh.
Note that the Reporting Software does not include a printer or transmission cables
as standar d accessories.

Please provide the necessary equipment for connecting the PC to a host computer
and printing analysis reports. The equipment required will depend upon the
number of Glycohemoglobin Analyzers and related systemsincluded in the system
oper ation configurations.

While the equipment required depends on the type of configuration installed, all
necessary equipment is included in the list below. Contact authorized
representative for detailed equipment specifications.

Requirements

Operating System: Windows XP Professional

CPU: Pentium 4

Memory: 1GB

Hard drive: 80GB or more

Serial Port: Total number of Analyzersand HOST
RS232C cable: Analyzer to PC

(9-pin x 9-pin female/female crossover)

RS232C cable: PC to Host

(9-pin x 25 or 9-pin crossover)

USB-SERIAL converter and USB cable (1.8m)
If Glycohemoglobin analyzers are connected with USB port,
USB convert and cable are necessary.

PRINTER: Cut-Sheet Printer

2.4 Restrictions

-Barcodes must be used when operating in the query mode.

-The application softwar e recognizes whereto store results by use of the barcode so
that the same barcode for another specimen should not be used.

-The barcode containing the character “@” can not be used in Thalassemia mode.

-Thereal timereport function automatically printsreports when assay results
arrive from the Glycohemoglobin Analyzer.

Page 9/64



3 Installing and Running the Application

3.1 Installing Application

The setup does not launch automatically when the CD-ROM isinserted in the CD
drive. There arethreefoldersin CD-ROM. Double-click “ Setup.exe” in the G8 root
folder. Setup ingtalls the application in the “C:\CopulaG8" folder using the
folder /file configuration shown below.

Refer tothe printer instructionsto install the Printer Driver.

CopulaG8
— Data

— Log

SPEC.mdb
—  Documents

—  Picture
——  Resource
—  Settings

Copula.ini
Copula Search.ini
Environment.ini

—  System

SPEC.org
Operator. mdb
QC.mdb
QC.org

Print. mdb

Real Print. mdb

Program files

Assay data folder

Result database

Operation documentation in HTML format
Operation and transmission log files
Temp folder for imagefiles

L anguage resour cefiles
Settingsfolder

General settings

Registered find conditions
Environment settings

System folder

Specimen database template

User management database

QC data management database

QC database template

Temporary database for report
Temporary database for real time report

Recorded_P1D.mdb Patient D management database

The ingtallation and setup procedures are performed by
authorized representatives.

Contact must be made to the authorized representative
whenever moving the system to a new location, regar dless of

proximity.

Assay dataisstored in the” Data” folder.
Note that system may not work properly if the folders are

deleted.

Page 10/64



3.2 Connecting Cables

The connecting of cables is performed by the authorized representative using the
following procedures.

Connecting USB-SERIAL Converter

If the serial port is not available on the PC, the USB port can be used as a serial
port through the USB-SERIAL converter.

Connecting RS232C Cable

Note that the serial port number changes by the connection order of USB, when
the USB-SERIAL converter isused.

3.3 Registering Operators

The Administrator can register you for the application by the User Manager, as
follows:

Select All Programs from the Start menu, and then click User Manager in the
HL C-723RP menu.

Enter password and click the OK button. An authorized representative will

perform theinstallation and provide the Administrator with the User Manager
password.

«= HLG-723RP Administrator Login [X]

Please Input Administrator Password

Ol Cancel |

Administrator Password Entry

Page 11/64



Thedefault user nameis‘root’. If ‘root’ isused a password isnot needed.
Enter information in all required fields using alphanumeric characters.

If a password isto desired use the Registration screen by entering NAME, choose a
password and permission.

=2 HLG-723RP Reeistration

UserMame And Permission
Mame Password Comment Permission sl

1 Default User System Engineer

2

3

4

5

3 -
4 v}

Delete Close

User Registration

3.4 Application Startup

Use the Sart menu or click the desktop icon to start the HLC-723RP Reporting
Program.

S-T23RP
HL C-723RP Shortcut Icon

Enter user name and Glycohemoglobin Analyzer Analysis mode in the following
screen. For Analysis mode choose Variant from the drop down menu

HE Loeon rgl
Userame hd

Pazsword |

Analysis mode| j

Ok | Cancel |

L og on and Mode Select
Choose Variant for Analysis Mode
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4 OPTIONS Environment Settings

41 QC

Refer to section 7 for a detailed description of the QC management tab in the
Environment Settings screen.

4.2 Environment

The Environment tab is used to manage specificationsin the system environment.
Follow the instructions provided at the bottom of the screen, when choosing the
needed option.

Options
HE HLC-723RP [ Variant ] root
Databaze Besult List  Beport Miew Help
Result View Levey Jennings Trend ‘ Find ‘ Upload ‘ Options Result Report " Restare Cell ‘
Show SPEC.mdb =
DateTirme Barcode F SAlc |~ fAnalyte Walue 1=
E Communication I
2 2004110151 111020051532 0.3 45 Bl 1st Ihstrument
3200411014 10:50:07 111020051533 08 45 Mame Instrument!
4 |2004111/14 10:48:52 | 38542106 ng 45 Fort COM2
5 2004111013 10:48:38 | 38542106 0.3 46 Budnate S600bps =
6 200451713 10:48:23 38542106 08 16 Ratallensthy L
7 2004511713 10:49:08 | 38542106 08 15 g:ﬁ:" L'S‘N
8 20041112 10:48:19 | 38542106 08 45 F Eantante SO
9 |2004111/12 10:48:04 | 38542106 08 45 5] 2nd Instrument
10 |20041 1011 10:47:27 | 38542106 08 45 Nams Irstrument?
11 |200411/11 10:47:12 | 38542106 08 45 Part SOME
122004011011 10:46:58 | 38542106 08 45 Baudrats 3600bps
13 (2004011010 10:45:59 | 38542106 08 46 Data leneth Shit
1420040110110 10:45:44 | 38542106 08 15 Stop bit 1hit
15 |2004f11/08 10:44:58 | 38542106 na 46 Parity NOM
16 | 2004011408 10:44:43 | 38542106 08 45 Flow Gontrol W-OFF
17 2004711009 10:44:28 | 38542106 0.8 45 ] 1st Host Gomputer
18 |2004/11/08 10:44:13 | 38542106 0.8 16 Fort COM7
19 |2004011/08 10:47:59 | 38542106 ng 45 Baudrate 9600bps
20 |2004011/08 10:42:44 | 38542106 0.3 46 Data leneth ghit
21 |2004/11/08 10:42:30 | 38542108 08 15 Stoplbit bR
22 |2004011/08 10:4215 38542108 08 I Pty o
23 | 2004011408 10:42:00 | 38542106 08 45 O 2 Foet Gamputer
24 |2004011/07 10:41:08 | 38542106 08 45 = T
25 | 2004011106 10:40:17 | 38542106 08 45 Baudrats 9600bps
26 | 2004(11/06 10:40:02 | 38542106 08 45 Data kneth Shit
27 | 2004011106 10:39:47 | 38542106 08 45 i Fn A
28 |2004f11/05 10:38:44 | 38542106 08 46 L [+ [}
29 |2004/11/05 10:38:20 | 38542106 08 45| )
30 2004711004 10:37:13 | 38542106 08 45 Explanation
31| 2004011004 10:36:58 | 38542106 08 45 RS232C Setings
32 (200411704 10:36:43 38542106 k] 45 When a communicative setup is changed, please re-start this application.
33 (2004011003 10:33:21 | 38542106 08 45
34| 2004011/03 10:33:06 | 38542106 ns 46
35 |2004f11/03 10:32:51 | 38542106 08 45
36 | 2004011003 10:32:36 | 38542106 08 45|, Enviranment
1 [ v ]|

Environment Tab

Environment Settings Screen
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The environment Settings parametersarelisted in the table below.
Before using system, the following parameter s need to be set:

Communication

RS232C Settings

1st instrument

Use same settings as analyzer .

Name Enter analyzer name.

Port Enter Com port number.

Baud rate Enter same transmission speed as analyzer.
Data length Use same settings as analyzer .

Stop bit Use same settings as analyzer

Parity Use same settings as analyzer .

Flow control (yes/no)

Use same settings as analyzer.

2nd instrument

Use same settings as analyzer .

Name Enter analyzer name.

Port Enter Com port number.

Baud rate Enter same transmission speed as analyzer.
Data length Enter Data Length

Stop bit Use same settings as analyzer .

Parity Use same settings as analyzer .

Flow control (yes/no)

Use same settings as analyzer .

Host computer

Use same settings as host.

Port Enter Com port number.
Baud rate Enter same transmission speed as host.
Data length Use same settings as host.
Stop bit Use same settings as host.
Parity Use same settings as host.

Flow control (yes/no)

Use same settings as host.

HOST Connection Method

Protocol depends on linetype.

Query (yes/no)

Select whether or not to allow specimen queries.

QCQuery (yes/no)

Select whether or not to allow control queries.

Auto upload (yes/no)

Select whether to automatically send resultsto host.

Instrument I nformation

Enter analyzer information settings

Composition of instrument

Do not modify after operation commences.

No. of sample number length

Do not modify after operation commences.

Print Conditions

Entered information for printing.

Add patient infor mation

Add patient information to printout.

Total Area Option

Indicate presence of addition for each Component using
“0” or “1” setting.

Automatic Report

Printsresultsreal time

1 data/page default

Specify paper

TM-J2000 (yes/no)

Specify whether printer isavailable.

Paper size (A4/L etter)

Specify printer paper size.

Patient Header right

Enter customized comment

Patient Header center

Enter customized comment

Patient Header |eft

Enter customized comment

List Header right

Enter customized comment
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List Header center

Enter customized comment

List Header left

Enter customized comment

Trend Header right

Enter customized comment

Trend Header center

Enter customized comment

Trend Header left

Enter customized comment

QC Header right

Enter customized comment

QC Header center

Enter customized comment

QC Header left Enter customized comment
Footer right Enter customized comment
Footer center Enter customized comment
Footer |eft Enter customized comment

Entitle comment

Enter customized comment

Format of date

Normally, do not change.

Format of time

Normally, do not change.

Checking results

Color codes cell background color according to assay results.

For Result List Recor ded on wor ksheet of assay resultslist.
Ala Specify whether to check value Ala.
Marker Central value

+/- Central value + value

Alb Specify whether to check value Alb.
Marker Central value

+/- Central value + value

F Specify whether to check value F.
Marker Central value

+/- Central value + value

LAlc Specify whether to check value LAlc.
Marker Central value

+/- Central value + value

SAlc Specify whether to check value SA1c.
Marker Central value

+/- Central value + value

AO Specify whether to check value AO.
Marker Central value

+/- Central value + value

T-Al Specify whether to check value T-A1l.
Marker Central value

+/- Central value + value

A2 Specify whether to check value A2.
Marker Central value

+/- Central value + value

Glu Specify whether to check value Glu.
Marker Central value

+/- Central value + value

For Trend Chart (Statistics)

Alc

Linefor threshold value displayed for Alc.

Line color

Specifiesline color.
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M ark

Specifies mark shape.

Marker Central value

+/- Central value £ value

F Linefor threshold value displayed for F.
Line color Specifiesline color.

Mark Specifies mark shape.

Marker Central value

+/- Central value £ value

A2 Linefor threshold value displayed for A2.
Line color Specifiesline color.

Mark Specifies mark shape.

Marker Central value

+/- Central value £ value

Glu Linefor threshold value displayed for glucose.
Line color Specifiesline color.

Mark Specifies mark shape.

Marker Central value

+/- Central value £ value

Chromatogram conditions

Effectivefor chromatogram Y axis settings.

X max (min)

Factory default is1.2

X min (min)

Factory default is0.0

Y max (%)

Factory default is 50

Y min (%)

Factory default isO

Correlation Chart

Adjusts correlation chart.

Alc Linecolor

Specifiesline color.

Shape of Alc mark Specifies mark shape.

Zone Factor Lineindicating border position entered using £nSD.
Lot Checks expiry date when application is started.
HWSlot (1) L ot number listed on label

Period Expiration listed on label

Eluent 1lot (1) L ot number listed on label

Period Expiration listed on label

Eluent 2lot (1) L ot number listed on label

Period Expiration listed on label

Eluent 3lot (1) L ot number listed on label

Period Expiration listed on label

Column lot (1)

Lot number listed on label

Calibrator lot (1)

Lot number listed on label

Period Expiration listed on label
HWSlot (2) L ot number listed on label
Period Expiration listed on label
Eluent 1lot (2) L ot number listed on label
Period Expiration listed on label
Eluent 21ot (2) L ot number listed on label
Period Expiration listed on label

Eluent 3lot (2)

Lot number listed on label
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Period

Expiration listed on label

Column lot (2)

Lot number listed on label

Calibrator lot (2)

Lot number listed on label

Period

Expiration listed on label

Screen

Specifies display font

Font

Factory default isArial
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5 Receiving Results

5.1 Preparingto Receive Results

The HL C-723RP Reporting Program is available when the computer startsup. It is
designed to automatically receiveresults and storesthem in SPEC.mdb database.

All resultsarelisted on the screen in Result View.

Thebarcodeisused to identify primary tubes.

5.2 Displaying Results

Selecting the Result View displays the chromatogram and the results.

HE HLG-723RP [ Variant ] root

=15

Database Result List Beport Miew Help
Result View | Levey Jennines Trend | Find | Upload | Oplions | Result Feport | Restore Cell |
Show SPEC.mdh j Patient|D. 0123466789 Record Date 2004111115 10:51:41 O Update
DateTime Barcode SAlc * LastName |Tosoh Birth Date: \
2 [2004M1/15 10:51:26 38542106 08 Q FirstMame [Taro Sex Male - ﬂﬁ
3 |2004M1/14 10:50:07 38542106 03 Commentt [diabetic
4 |2004M1/1410:48:52 38543106 03 47
5 | 2004M1/1310:48:38 38542106 0.9 4.6 comment? [high chalesteral
B |2004M1/1310:48:23 38542106 03 46
7200411113 10:48:08 38542106 03 45
8 |2004i11/1210:48:19 38542106 0.8 4.8 CALIB: ¥ =1.0000% + 0.0000
9 |2004M1/1210:48:04 38543106 04 45 DBMarne ACopulaGaIDatSPEC. mdk
10| 200411011 10:47:27 | 36542106 03 46 Barcode
11200411111 10:47:12 | 36542106 08 46 Sarnple Mo Yoy [15 | [Text - @ cip
12| 200411011 10:45:58 | 36542106 03 46
13| 200411010 10:45:58 | 36542106 03 46 L] - N
14200411010 10:45:44 | 36542106 03 46 ]
15 | 2004111/08 10:44:58 | 36542106 03 46 J
16| 2004111/08 10:44:43 | 36542106 03 45 J
17| 200411/08 10:44:28 | 36542106 03 46 4
18 |2004M11/08 10:44:13 | 38542106 0.9 4.6 100+
19| 2004111/08 10:42:59 | 36542106 03 46 1
20 |2004111/0810:42:44 | 36542106 03 46 :
21| 200411/0810:42:30 | 36542106 03 45 ]
22 |200411/0810:42:15 | 36542106 03 46 50|
23 | 2004111/08 10:42:00 | 36542106 03 47 4
24| 2004111/07 10:41:08 | 36542106 03 45 1
25 | 2004111/06 10:40:17 | 36542106 03 46 1
26 | 2004111/06 10:40:02 | 36542106 03 46 )
27 | 200411106 10:38:47 | 36542106 03 46 - . . : T . . . T
25 | 200411105 10:38:44 | 36542106 03 47 000 - }nn 200
29 | 200411105 10:38:29 | 36542106 03 46/ | "
30| 2004111/04 10:37:13 | 36542106 03 46 T Name s aren =
31| 2004111/04 10:36:58 | 36542106 03 45 i 030 AlA 08 |
32| 2004111/04 10:36:43 | 36542106 03 46 7 040 A1B 07 1147
33 |2004111/0310:33:21 | 36542106 03 47 g 045 F 08 1345
34| 2004111/0310:33:06 | 36542106 03 46 q 0ED LTS 17 27 81
35 | 200411/0310:32:51 | 36542106 03 46 : 071 BAIC 4F 7471
36 | 2004111/0310:32:36 | 36542106 03 46 5 105 Al 415 150273
1 [+ [ TOTAL AREA 1R41 72~
1] b M
Select ‘Result’ tab to view lot numbers
Fesult of Glucoze  Item Code Comment Flag
[ Update
115 o1 [oLm a0
HWS Lot CoL Lot CAL Lot 4 »
120 120 120
Eluentl Lot Eluent? Laot. Elusntd Lot
120 120 120
E—
Specimen ation  Result )
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In G8instrument, theinvalid data with the error flag about Area% may be
measur ed.
When HL C-723RP receivestheinvalid data, the data is displayed by “---“.

DateTime Barcode F SAlC
1 EDDEIHHSH:DQ:EE 23999991125
2 |2004M1M1510:81:41 | 38542106 n.as 47
3 200415105126 | 38542106 n.a 4.6

When the invalid QC data is received, the following dialogs are displayed and it is
not added to QC data.

HE HLG-723RP X]

The following data was not added to QC.

Analyte SAlC
Barcode (99599991124
DateTime:2005/11/11511:07.08

Thecolor of theresultslist isasfollows:

Results from primary tubes shows in black characters. The result with a flag shows
the background in pink.

Results from calibrators are blue and results of controls shows the background of
barcode cell in gray.

If the reference value is 5.0 £1.0 for SAlc, coloring defined in the Environment

Setting screen will be applied to all SAlc value results that fall outside the 4.0 to
6.0% range.

| Referencerange |

Reference

N
\ 4

Page 19/64



The chromatogram scale can be changed by choosing from theY (%) combo box.

Y (%) can also be directly entered in the combo box. The results can also be
displayed on a fixed scale by entering the Y- and X-axis values in the Environment
Settings screen.

The Restore cell button resetsthe cell width of resultslist.

Hf HLC-723RP [ Variant 1 root

Datsbase Result List Feport Yiew Help
Result Wiew | Levey Jennings Trend ‘ Find ‘ Upload | Options ‘ Result Repart " Restare Cell |
Show SPEC.mdb =~ PatientiD.  |0123456789 Record Date  2004/11/15 10:51:41 O Undate
DateTirne Barcode F SAle | ~| LastMame [Tosoh Birth Date J?jmﬁnmzms hd
20041115 41 47 4 >
2 2004/11M% 10:51:26 38542106 08 46 Firstbame [Taro Sex Male -
320041114 10:50:07 38542108 0e 48 Gomment! [diabetic
4 20041114 10:49:52 38542108 0e 47
5 20041113 10:49:38 38542108 0.4 4.8 commentz |high cholesterol
6 20041113 10:49:23 38542108 03 48 ’
7 2004711013 10:45.08 38542108 038 15 _Specimen Informatian | Resul |
8 20041111210:4819 38642108 0.8 4.5 CALIB Y =1.0000% + 0.0000
920041112 10:48:04 38542108 03 45 DBName:  CCopulaG\DatalSPEC
10 2004111011 10:47:27 38542108 0e 48 Barcode: 30542108
11 20041111 10:47:12 33542108 0e 48 Sample Mo.: 12150025 Yy [15 = [Text ~ G cip
12 2004111011 10:46:58 38542108 0e 48
13 200411110 10:46:59 38542108 03 48 %] - . 5
14 200411110 10:46:44 38542108 03 48 ]
15 2004/11/09 10:44:58 38542108 0e 48 ]
16 2004/11/09 10:44:43 38542108 0e 4.5 J
17 2004/11/09 10:44:28 38542108 0e 48 1
18 2004/11/0910:44:13 28542108 0.4 4.8 100
19 2004/11/08 10:42:59 38542108 0e 48 1
20 2004/11/08 10:42:44 38542108 0e 48 ]
21 2004/11/08 10:42:30 38542108 03 4.5 ]
22 2004/11/08 10:4215 38542108 0e 48 50
23 2004/11/08 10:42:00 38542108 0e 47 1
24 2004/11/07 10:41:08 38542108 0e 4.5 1
25 2004/11/06 10:40:17 38542108 0e 48 1
26 2004/11/06 10:40:02 38542108 03 48 i
27 2004/11/06 10:39:47 32542108 0e 48 : . : . u . . : . :
26 2004/11/05 10:38:44 38542108 03 47 000 100 200
29 2004/11/05 10:38:29 38542108 0e 48| | (i)
30 2004/11/04 10:37:13 38542108 0e 48 Time ame Areath Area =
31 2004/11/04 10:36:58 38542108 0e 4.5 4 030 ATA 08 1200 |
32 2004/11/04 10:36:43 38542108 0e 48 5 040 &1B 07 1142
33 2004/11/0310:33:21 38542108 03 47 3 DaaF o8 1345
34 2004/11/03 10:33:08 38542108 0e 48 4 060 LAT G 17 27 41
35 2004/11/03 10:32:61 38542108 03 48 5 071 5810 4B 7471
36 2004/11/03 10:32:36 38542108 03 45| o 5 105 A0 a15 150273
4 [ TOTAL AREA 164172 *

Chromatogram View Screen
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The chromatogram can be saved as an enhanced metafile (EMF) by using the Clip
button. Theresultsitem can also be clipped as numerical values.

The chromatogram and results may be copied and pasted to office application’s
documents.

Enhanced Metafile Format

= meta EMF — Windows Bafhb FAX E1—7

10.0+
5.0
0.0
[ [ T [
0.00 1.00 2.00
[Min]
o0 L~ = XaHE @

Numerical Format
E4 Microsoft Excel - Book1 EIE|E|

@Eile Edit Wiew Insert Format Tools Data Window Help Adobe PDF -5 ﬂ
beEs Sk 2@ @ = A8l E 7 A
hEE

» @ Security.., br ol A
Al [<] =/ Time

A | B | ¢ | b E F G H —
Tirme MNarne Area®  Area

0.3 A1A 07 12

0.4 A1B 07 11.42

049 F 0.8 13.45

0B LATC+ 1.7 27411

071 SA1C 4B 74.71

1.05 AD 915 150273

TOTAL AREA 1641.72

R R DU Y

14

15

16

17

4[4[ [ M} Sheet1 | Sheet2 { Sheeta / [<]
Ready Sum=3386.99

Page 21/64



5.3 Deleting Records

Therecords can be deleted after analysis asfollowing procedure.
Thedeleted records can not berestored.

Chose arecord or multiplerecords, then click “Delete Recode” of the “ Result List”
menu.

#E HLG-723RP [ Variant 1 root

Database Report Wiew Help
n Delete Record | | ﬂ | m | E | E\ ‘
Result Wi Trend Find Upload Options Result Report y Restore Cell
———  Merage Glu-SAlc
Show SPE ™ a4y QGDate = PatientiD. 0123456709 Record Date 200411115 10:51:41 D Updale
. LastName [Tosoh Birth Date
2 2004115 10:51:26 111020051532 FirstMame |Taro Sex ﬂﬁ
3 2004/11M4 10:50:07 111020051533 08 4B Commentt [diabetic
4 2004/11M4 10:49:52 39542106 08 47
5 20041113 10:49:36 | 30542106 0.8 48 comment2 high cholsstarol
6 2004/11H310:49:23 39542106 03 45
7 12004711013 10.49.08 38542106 08 45 _8pecimen Information [ Resut |
8 2004/111210:48:19 | 38542106 0.8 45 CALIB ¥ =1.0000% + 0.0000
8 20041112 10:48:04 39542108 03 45 DBName:  CACopulaGBiData\SPEC. mdh
10 2004/11011 10:47:27 38542106 03 45 Barcode: 111020051531
11 2004011011 10:47:12 38542106 08 45 Sample Mo.© 12150026 i) |18 - [Text ~| 9 cip
12 2004011011 10:46:58 38542106 08 45
13 2004/11010 10:45:50 38542106 03 4B 4] -
14 2004011010 10:45:44 38542106 03 4B ]
15 2004/11009 10:44:56 38542106 08 48 ]
16 2004/11/09 10:44:43 38542106 08 45 J
17 2004011009 10:44:26 38542106 08 4B 1
18 2004/11/08 10:44:13 38542106 0.8 46 100+
19 2004111608 10:42:50 38542106 08 4B 1
20 2004111008 10:42:44 38542106 08 45 ]
21 2004/11/08 10:42:30 38542106 03 45 ]
22 2004/11/08 10:4215 38542106 08 45 50
23 2004/11/08 10:42:00 38542106 03 47 1
24 2004/11/07 10:41:08 38542106 03 45 1
25 2004/11/06 10:40:17 38542106 08 45 1
26 2004/11/06 10:40:02 38542106 03 45 aad
27 2004011006 10:30:47 | 38542106 08 45 : : T . T T . . T T T
2@ 2004/11/05 10:35:44 38542106 03 47 ooo .1 200
29 2004/11/05 10:38:20 | 38542106 08 46| in]
30 2004/11/04 10:37:13 38542106 08 45 Time Hame areath aren =
31 2004011004 10:36:56 | 38542106 08 45 i 030 AlA 0a |
32 2004011004 10:36:43 38542106 08 4B 7 040 A1B e 1147
33 2004111603 10:33:21 38542106 03 47 3 D45 F 0a 1345
34 2004/11/0310:33:06 38542106 08 45 4 0B LAICY 17 2741
35 2004/11/0310:32:51 38542106 03 45 5 071 SAlC s 7471
36 2004/11/03 10:32:36 38542106 03 45 5 105 AD G5 150273
4 [+ | TOTAL AREA 164172 ~

When the following dialog box appears, click the OK button.

HE HLG-723RP

Although the deleted record can not be restored, do you delete the record?

Cancel |

Selected records are deleted and the following dialog box appears.

Completed.

The deleted records cannot berestored.
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5.4 Editing Barcode

The Glycohemoglobin Analyzer will analyze samples, even if it fails to read the
barcode. The failed sample is displayed as a rack # and position #. This can be
edited after analysisasfollows:

Select aresult in the” Result List” as shown below.

HE HLG-~_sRP [ Variant 11 -t

UEad ‘ Op%ns | Resu\tEReport " RBSIEI Cell ‘
Merage Glu-SAlc
sy SPE Add QCDate | PatientiD. [0123456769 Record Date 20041115 10:51:41 O Unpdate
Dalelime de F salc |~ LastName [Tosoh Birth Date 9B0M2NE -

2 2004011 111020051532 03 46 FirstMame [Tara Sex Male - LA
3 [2004M1114 10:50:07 111020051533 08 46 Comment! [diabetic
4 [2004M111410:40052 38542106 08 47
5 [2004M11310:49:38 38542106 08 4.6 commant2 |high cholestaral
6 [2004M1/1310:49:23 38542106 09 46
7 |2004111/1310:49.08 38542108 08 45 _Soecimen Information [ Resut |
8 200411112 10:48:19 38542106 08 4.5 CALIB: ¥=1.0000¥+ 0.0000
9 [2004M1112 10:48:04 38642108 03 45 DBName:  C\CopulaGB\DatalSPEC mdh
102004111011 10:47:27 38542106 08 46 Barcode: 111020051531
112004111011 10:47:12 38542106 08 46 Sample Mo.© 12150025 Yoy [1s - [Text - 9 cip
122004111011 10:46:58 38542106 08 46
13 200411010 10:45:58 38542106 03 46 [ -
14200411010 10:45:44 38542106 03 46 ]
15 | 2004111008 10:44:56 38542106 03 46 ]
16| 2004111/0810:44:43 38542106 03 45 ]
17200411008 10:44:26 38542106 08 46 1
18 |2004r11i08 10:44:13 38542106 0.8 4.6 100
18 |2004/11/0810:42.50 38542106 08 46 1
20 200411008 10:42:44 38542106 08 46 ]
21 |200411/0810:42:30 38542106 09 45 ]
22 |2004111/0810:42.15 38542106 08 46 50
23 |2004111/0810:42:00 38542106 08 47 1
24 |2004/11/07 10:41:08 38542106 08 45 1
25 |2004111/0610:40:17 38542106 08 46 1
25 |2004/11/0610:40:02 38542106 03 46 aad
27 2004111006 10:30:47 38542106 03 46 : . . . T T . . T T 7
28 |2004/11/0510:35:44 38542106 03 47 ooo . 100 200
29 | 2004111005 10:38:38 38542106 03 46, | [Min]
30| 2004111004 10:37:13 38542106 03 46 T Name Area% aren =
31| 2004111004 10:36:56 38542106 08 45 i 030 AT o0& Tz |
32 2004111004 10:36:43 38542106 08 46 7 040 &1E 07 114z
33 |200411/0310:33:21 38542106 03 47 g 049 F 0a 1345
34 |200411/0310:33.08 38542106 08 46 4 DB LA Cr 17 37 41
35 |2004/11/0310:32.51 38542106 09 46 5 071 SAle s 7471
36 |2004/11/0310:32.38 38542106 09 46 . 5 105 A0 ol 150273

4 [+ | TOTAL AREA 1641.72 =

Chromatogram View Screen

Select “ Edit Barcode” from the drop down menu.

Enter the barcode, up to 20 alphanumeric characters, in the dialog box shown
below.

Then select the OK button.

ﬁ Value

Batcods

[385421 06|

QK ‘ Cancel ‘

Barcode Entry Dialog Box
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When the following dialog box appears, click the OK button.

Completed.

The Result List containing the barcode is updated.

DateTime Barcode F SAlC
1 |2IZIIII4111I151EI:51:41 25542106 0.8 4 h
2 2004 M5 10:81:26 111020051432 n.a 4B
3 2004114 10:480:07 111020051433 n.a 44
4 |2004M11410:49:42 38542106 n.a 4B
A 2004111 310:49:38 385421 0R nse 4 F

Please be careful. If barcodesis edited, Patient infor mation
such asthe patient 1D, a family name, and a nameislost.
When there exist some results which have the same barcode
as the edited barcode, the patient information of the edited
result are replaced by that of the other results which have
the same barcode as the edited barcode. Please check that
the barcode does not duplicate before editing.
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5.5 Entering Patient Information

H HLG-723RP [ Variant ] root e
oo foulis Bt oo B Specimen Infor mation tab
Result View | Levey Jennings|  Trend ‘ Find | Upkad ‘ Dptions | Result Report
Show SPEC.mdh El FatientID.  [0123455765 2004011015 105141 D Update
DateTime Barcode SAtc | Last Name fiTnsnh i B0/02/15 -
15 B 47
2 2004711715 1055128 111020081532 [ 46 FirstMame [Tar Wale - J‘ J’
3| 2004/11/14 10:50:07 111020051533 [ I e |
420041114 10:49:52 38542108 [iE] o
5 | 2004/11/1310:49:38 38542106 [ I Commant?, cholestaral
620041113 10:49:23 38542108 K] 48 —
7200411113 10:48:08 38542108 08 45 SpedmeninomaluniiEecy
B 200471112 10:48:19 38542108 [iE] 45 CALIR Y= 10000 + D.0000
9 200411112 104504 38542106 [} 45 DBEMame:  CACopUlaGRDAtAISPES mdb
102004111011 10:47:27 39542108 [iE] 5 Barcode 39542106
11 20041141 10:47:12 38542106 08 46 Sample No.: 12150025 = 5 = Ter S| @ ElF
122004111011 10:46:58 39542108 [iE] 48
132004111010 10:45:59 38543106 [ I [
142004111010 10:45:44 39542108 K] 48 ]
15 200411000 10:44:58 38542106 08 46 ]
16 | 2004/11/00 10:44:43 39542108 [iE] 45 i
17200411000 10:44:28 38543106 [ I ]
18 2004/11/0910:44:13 38542108 0.9 46 100+
19200411008 10:42:59 38542106 [ I ]
202004111008 10:42:44 39542108 [iE] 48 ]
21200411008 10:42:30 38543106 [ 45 ]
222004111008 10:42:15 39542108 [iE] 48 50
23| 2004/11/08 10:42:00 38543106 [ a7 ]
24 2004111007 10:41:08 39542108 [iE] 45 g
25 | 2004/11/06 10:40:17 38543106 [ I ]
26 2004/11/06 10:40:02 39542108 K] 48 ]
27| 2004/11/06 10:39:47 38542106 [ I - d
26| 2004/11/05 10:38:44 39542108 K] o 0o il ® 200
20200411005 10:38:29 38542106 [ [ i
30 20041104 103713 38542108 [iE] 48 TR o o o =]
31200411004 10:36:58 38542106 [ 45 ] T ole 200
32 |2004/11/04 10:36:43 39542108 [iE] 48 5 Ta0laiB i 1.2z
33200411003 10:3321 38542106 [ a7 : hale e BV
34 |2004/11/03 10:33:08 39542108 [iE] 48 1 solIATCE 5 TIE]
35 200411003 10:32:51 38542106 [ I 5 izllsatc e I
36 | 2004/11/03 10:32:36 39542108 it 4B i | o5lag o5 150273
Ll [ »[] TOTAL AREA 164172 ~
Fatient ID.  [12345575907120 Record Date  2004/07/25 135321 O Updste
Barth Date v 1960411530 &
Last Mame  [Toszoh
Firgt Mame |Taro Sex Male - 4 4
Comment] |diabet [
Comment2  |high cholesteral
Epecimen Infarmation | Fezult J

Specimen Information tab

Patient clinical information may be added to the result in the Specimen
Information tab.

Enter information then select the Update button. Note that the entered information
will not be saved if other information screens are selected prior to clicking the
Update button.

Note that patient information can be sent from the host computer using the unify
protocol.
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. Please ensure the entered infor mation is correct, as thiswill
Caution

O

result in inaccurate reports.

The edited resultsarereflected in the patient information
on other resultswhich have the same barcode as the edited
result. Please check thereisno duplicating bar code before
edit thisinformation.

Please disable the Automatically Refresh function when
editing the patient infor mation, otherwise the editing
information may belost at a new result isobtained.
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5.6 PatientlD Management

This software can remember the specific PatientlD and indicates that the sample
with the same PatientlD was measured in the past. For example, the PatientI D of
the abnormal hemoglobin sample is recorded. You can know when the sample is
measured again. The background of the Barcode cell for the selected data is shown
in yellow. Even if it changes to a new database, the specific PatientID data is

memorized.

The specific PatientI D isregistered in the following procedures.

Select the data with Patient| D.

723RP [ Variant 1root

Da Besult List  Report Wiew Help

Logon.

New ) pnines|  Trend ‘ Find ‘ Upload | Optians | Result Report '| Restore Cell ‘

QSVFile Export PatientiD. [0123486788 Record Date  2004/11115 10:51:41 B Uptate

Last Name  [Tason Bitth Date |[[196002115 ~

e 111020051532 FirstName [Taro Sex Male - LL
3 200411714 10:50.07 111020051533 08 45 Comment! [dizbetis

4 300411714 10:49:52 | 38542106 08 47

5 300411713 10:49:38 | 38542106 0.8 45 Commentz [high cholesteral

6 300411713 10:49:33 38542106 0.8 45

7 300411713 10:49.08 | 38542106 08 45 _8necimen infommation [Resul |

8 300411713 10:4819 38542106 08 45 caLm = 1.0000% + 0.0000

9 300411713 10:48:04 | 38542106 0.8 45 DBName:  CCopulaGe\DataPEC mdb

102004111711 10:47:27 38543106 08 45 Barcote

11 2004711111 10:47:12 | 38542106 0.8 48 Sample No. ?g?géégg V) 15 - Text - g Clp
122004111711 10:46:58 38543106 08 45

13200411710 10:45:59 38543106 0.8 45 ] 150

1420041110 10:45:44 38543106 0.8 45

15 | 2004/11/0910:44:58 38543106 08 45

16| 2004/11/09 10:44:43 38543106 08 45

17 2004/11/0910:44:28 38543106 08 45

18 | 2004/11/08 10:44:13 38543108 08 48 1004

19 | 2004/11/0810:42:59 38543106 08 45

20 | 2004/11/0810:42:44 38543106 08 45

21 2004/11/0810:42:30 38543106 0.8 45

22 | 2004/11/0810:4215 38543106 08 45 50

23 | 2004/11/0810:42:00 38543106 08 47

24 2004/11/07 10:41:08 38543106 08 45

25 | 2004/11/0610:40:17 38543106 08 45

26 2004/11/06 10:40:02 38543106 0.8 45

27 2004/11/06 10:39:47 38543106 08 45 T .
28 2004/11/0510:38:44 38543106 0.8 a1 0o 100 200
20 2004/11/0510:38:29 38543106 08 48] pin]

30 2004/11/0410:37:13 38543106 08 45 ETT e ) A =
31 2004/11/0410:36:58 38543106 08 45 7 0.30 AA 1200 |
32 2004/11/0410:36:43 38543106 08 45 P 0,401 07 112
33 |2004/11/0310:33:21 38543106 0.8 47 4 049F 08 1345
34 2004/11/0310:33.06 38543106 08 45 a 080/ LAICY 17 741
35 2004/11/0310:3251 38543106 0.8 45 5 071 3A1c 5 7471
36| 2004/11/0310:32.36 38543106 0.8 48| . B 10540 a5 150273
‘ | TOTAL AREA 164172 -

Click “Record the PatientI D” from the drop down menu of the Database.

Chromatogram View Screen

PatientI DViewer isdisplayed.

ﬁ PatientIDViewer

Regiztered PatientID

4

PatientID

LastMame

FirstMame BirthDj

Add selected PatientID

Glose

PatientiDViewer

Page 27/64



Click the button “ Add selected PatientI D”.
Since a checking dialog is displayed, click the OK button.
The selected PatientI D isregistered as a specific sample.

HE HLG-723RP X]

Record the PatientlD?

Cancel |
335& PatientIDViewer ﬁ‘
Registered PatigntID
PatientlD LaztMame FirgtMName Sex BirthD|
1 [D123456783 Tozoh Taro [if] 1960/02/15

Delete the registered PatientID ‘

‘ Add selected PatientlD | Close

Chromatogram View Screen

The background of the Barcode cell of the registered special sample data becomes
yellow.

DateTime Barcode F SAlC
1 200411149 10:51:41 1110200514549 0.a 46
2200415 10:81:26 111020051532 0.a 456
3 2004M1M1410:80:07 111020051533 n.g 4.5
4 12004M11410:49:52 138542106 0.g 4 6

Data without Patientl D and QC data cannot beregistered as a specific sample.
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Delete someregistered Patient 1D in the following procedures.
Select arecord to delete by Patientl DViewer.

3 PatientIDViewer &‘

Registered PatigntID

FatientID Lasthame FirstMName Sex BirthD)|
0123456789 Tosoh aro 0 2/

Delete the registered PatientID ‘

Add selected PatientID ‘ Glose

Chromatogram View Screen

Click the button “Delete theregistered PatientID” .

HE HLG-723RP X]

Delete the PatientlD?

Cancel |

Since a checking dialog isdisplayed, click the OK button.

Thefollowing message is displayed after the deletion of selected data.

HE HLG-723RP

Deleted the selected patient information.
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5.7 ExporttotheCSV file

Theresult list can be exported toa CSV file.
Click the “CSVFile Export” in the menu bar. The exported file is saved in
“C:\CopulaG8\Data” folder.

HE HLG-723RP [ Variant 1 root

Besult List  Beport  Miew  Help
» friings ‘ l-!:.:rm | Upload ‘ o.:l%ns | F!esu\thepDrl " Resl% Gell ‘
j Patient D, [200511141157 Record Date  2004i11/15 10:51:41 B Update
Becord the PatientID Barcode F Salc |~ Last Mame W Birth Date r A
Exit 6 1234567840120 0.3 6 FirstMame [Tara Sex Mala - LL
3 [200411/14 10:50:07 1234567880121 08 46 Comment! [diabetic
4 |2004M111410:40:52 1234567880121 08 47
5 |2004/11/1310:49:38 | 123456789012 08 4.6 comment2 [high chalesterol
B |2004H1/1310:40:23 123456768012 03 46
7 |2004111/1310:49:08 123456763012, 08 45 _8necimen Information [ Result]
g 200411012 10:4818 1234567880132, a8 445 CALIB ¥ =1.0000% + 0.0000
9 [2004M1112 10:48:04 123456768012 03 45 DEMName:  CACopulaGEDataSPED mdb
10| 200411011 10:47:27 38542106 08 46 Barcode 1234567890120
1120040171 10:4712 30542106 08 46 Sample No.: 12150025 Yeey [15 = [ren > 9 cip
12200411011 10:46:58 38542106 08 46
13 |200411/1010:4558 38542106 09 46 [x] -
14 |2004111/1010:45.44 38542106 09 46 ]
15 |2004/11/0910:44:58 38542106 08 46 ]
16 |2004/11/0810:44:43 38542106 08 45 J
17 |2004/11/0810:44:28 38542106 08 46 1
18 |2004/11/0910:4413 28542106 08 4.6 100+
18 |2004111/0810:42:59 38542106 08 46 1
20 |2004111/0810:42:44 38542106 03 46 ]
21200411008 10:42:30 38542106 03 45 ]
22 200411008 10:42:15 38542106 03 46 50
23 | 2004111/0810:42:00 38542106 03 47 1
242004111007 10:41:08 38542106 08 45 1
25 200411006 10:40:17 38542106 08 46 1
26 | 2004/11/0610:40:02 38542106 03 46 ad
27 200411006 10:39:47 38542106 08 46 : : . . . : . . . T 7
28 |2004M11/05 10:38:44 38542106 0.9 4.7 0on 1.00 200
28 |2004/11/0510:38:29 38542106 08 46 | (hin]
30 |2004111/0410:37:13 38542106 08 45 Time Hame areath area =
31 |2004/11/04 10:36:58 38542106 08 45 4 030 ATA 0a 1200 |
32 |2004/11/04 10:36:43 38542106 08 46 5 040 ATE 07 1142
33 |2004111/0310:33:21 38542106 03 47 5 049 F oe 1345
34| 2004111/0310:33:06 38542106 03 46 ) 0ED LATCe 17 9741
35 | 200411003 10:32:61 38542106 03 46 5 REZIET 16 7871
36 | 2004111003 10:32:36 38542106 03 46 o 5 105 AD a1 150273
1 [+ [ TOTAL AREA 164172 ©

Chromato View Screen
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5.8 Managing Results

The results are stored in the “SPEC.mdb” contained in the “ C:\CopulaG8\Data”
folder.

If the result database has too many records, the Print Preview function will slow
significantly for displaying results.

It isrecommended that a new database be created approximately once a month or
when therecord count has reached approximately 3,000.

The proceduresfor changing to a new database are described below.

Select the “ Exit” menu. Then select “ Close the Specimen Database and Exit” .

HE HLG-722RP [ Standard 1 root

BEEREEES Fesult List  Bepart Miew  Help
Logon... m E
GEYFile Export hines Trend Find Uplog
Becord the PatientID ﬂ
Exit &

UL ST Tesad
07

U Cloge the Specimen Databaze and Exit
2007

0512290 Cloge the G0 Database and Exit

1

2

g | 2007/07/05 122825 rrzamrsooon - '
4 | 2007/07/05 122300 42715723002 17 48
E 2007/07/06 122217 42864914002 104

Exit Menu

Once the new database has been created, the following dialog box appears. Select
the OK button.

HE HLG-723RP X]

Do wou create new database?

Cancel ‘
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Enter file name and select the Save button. This completes the creation of the new
database. HL C-723RP Reporting Program is ended.
Saved databases can be accessed in the FIND function.

If theresult database hastoo many records, the Print Preview

@ function will slow displaying results significantly. It is
recommended that a new database be created approximately
once a month or when therecord count hasreached
approximately 3,000.
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6 Sendingresultsto Host Computer
6.1 Send Procedure

To automatically upload to the host computer, check the “ Automatic upload” (see
red circle in screen below) in the Environment Settings screen found under
OPTIONS. In order to upload the selected result manually, use the upload button
in the Tool bar.

Analyte Walue 1=l

[E Host Computer

Fort dizconnect

Baudrate 500bps

Data lenath fhit

Stop bit Thit

Parity MO

Flow Control HoOFF
[E Host Gonnection Method -

Cuery F Available

< Automatic Upload IE Available :
E Ins i R—

Composition of hetrument | GA+GHB1

Sample Mao. length g
= Print Conditions
#Add Patient Informations B Yes

Total-Area Option 11111111111
Automatic Report 0O OM
1Data/Page Default Gut Sheet Printer
Th-J2000 Printer B Yes

B Cut Sheet Printer M es

Paper cizelfd/Letter) Letter
Patient Header Right

Fatient Header Center

Fatient Header Left

List Headsr Right

List Header Center

List Header Left

Tered Urdw Dialt

-
‘ [ [C]

Environment Settings Screen (Environment Tab)

Note that the HLC-723RP Reporting Program is not able to manually upload
results when the instruments are connected to the host individually.
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6.2 Query for Control

Glycohemoglobin analyzer queries a host computer all samplesin the query mode.
When using HLC-723RP, it can be set whether the query for control is done to a
host computer. It isdecided by QC query setting (seered circlein screen below). In
order to query to a host computer, Check to QC query.

Analyte Walue 1=l
[E Host Computer
Fort disconnect
Baudrate 6500bps
Data lenath fhit
Stop bit Thit
Parity MO
Flow Caontrol HOFF
[E Host Gonnection Method -
wvailable
QCCuery IE fvailable >
[E] Instrument Information
Compozition of hstrument  GA+GHB1
Sample Mo length g
[= Print Gonditions
Add Patient Informations B ‘es
Total-Area Option 11111111111
Automatic Report O o
1Data/Page Default Cut Sheet Printer
Thi-J2000 Printer B Yes
[=] Cut Sheet Printer M ez
Paper cize(fd/ Letter) Letter
Patient Header Right
Fatient Header Center
Fatient Header Left
List Header Right
List Header Center
Ligt Header Left .
TvmunAd Unndr Dilat
] [ [ ]

Environment Settings Screen (Environment Tab)

In order to carry out Quality Control by this software, it isnecessary to register the
control barcode as QC materials. Refer to Chapter 7 for details. Note that it cannot
carry out Quality Control by control without barcode.
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7 Quality Control (QC)
7.1 QC Materials

It isnecessary to define QC materialsin advance. This application can identify the
controls using barcodes. QC materials are registered using the following
procedure:

Select Options and then choose the QC tab in the Environment Settings screen.

#E HLG-723RP [ Variant 1 root Elﬁl@

Database Result List Report View Help
Fesult View | Levey Jenrings|  Trend | Find | Upload ‘ Options ‘ Fesult Report '| Festore Call ‘
Shaw SFEC mdh -
J QCMaterial
DateTime Barcode SAlc  *|
21 115 10:51.41 46 Barcode Analvte QCLot | Reference + Add  =|
2 2004/111510:51.26 1224567880120 g 4.6 1 I:I C
3 2004/111410:50.07 1234567890120 g 4.5 2 C
4 2004/111410:49:52 1234567890120 g 4.6 3 C
5 2004/111210:40:38 1234567890120 g 4.6 4 g
6 2004/111210:40:23 1234567890124 g 4.6 5 C
7 2004/11113210:40.08 1234567890124 g 4.5 B C
8 2004/111210:4819 1234567890124 g 4.5 T C
9 2004/111210:48.04 1224567890124 g 4.5 g C
10 (20047110711 10:47.27 28542108 g 4.5 9 C
11 (2004711711 10:4712 28542108 g 4.6 n - =
12 20047110111 10:46.:58 28542108 g 4.6 4 | ’l—
13 2004/1171010:4559 28542108 g 4.6
14 2004111010:4544 38542108 0.8 45 By A * Del
15 (2004/11/09010:44.58 28542108 g 4.6
16 2004(11/0910:44:43 38542108 0.8 45 Selectable Rules
17 2004(11/0910:44:29 38542108 0.8 45 Last Changed  2004A2720
16 2004/11/09010:4413 28542108 g 4.6 Rl
19 2004711/0810:42:59 38542108 n.s 45 One control ohservation exceeds control limits set as Mean +i- o so
20 2004/11/0210:42.44 28542108 g 4.6
21 2004(11/0810:42:30 38542108 0.8 45 IRz
22 | 2004M1i0810:4215 38542106 n.e 4F Qne contral ohservation exceeds control limits set as Mean +i- ] sD
23 2004/11/0210:42.00 28542108 g 4.6 ™ R3
24 2004711/07 10:41:08 38542108 n.s 45 Two control observation excesds same limits |, +- o sD
25 2004111406 10:4017 28542108 g 4.6
26 2004(11/0610:40:02 38542108 0.8 45 R4
27 | 2004M1006 10:39:47 38542106 n.e 4F E‘Ltzirnedn:e hetween the Twia control observations exceed wthin the run ] sD
26 2004/11/0510:32.44 28542108 g 4.6
28 2004(11/0510:38:29 38542108 0.8 45| I Rs
30 | 2004M1/04 10:3713 38542106 n.e 45 Four Consecutive cantral observations exceed same limits whitch is +/- ] sD
31 2004/11/04 10:36.:58 28542108 g 4.5
32 2004(11/0410:36:43 38542108 0.8 45 I RE
33 | 2004M1/0210:33:21 38542108 0.8 1B Ten Consecutive conirol ohservations fall on the same side of the mean.
34 2004/11/0210:32.06 28542108 g 4.5 _ g
35 2004/11/0210:32.51 28542108 g \
36 2004/11/0210:3236 28542106 g = Envitonment  QC
J L

Environment Settings Screen (QC tab)

Selecting the“ Add” QC materials button shows the following dialog box.

Enter the QC Material Name (barcode # or letter), select analyte from the drop
down menu, type in the Lot. Type in the Mean Value (reference value) and +/-
acceptable range from the control material package inserts. Select the OK button.

HE Add QG Material 3
QG Material Name ’W

finalyte Shle -

Lot. T ——

Reference value ’5007

Reference rangs oo

oK Cancel
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Example above is a mean value of 5.00%. The QC rangeis4.0t0 6.0. Therangeis
+/-1.0. The new QC materials will be added to the worksheet (see circle in the
screen below).

HE HLG-723RP [ Variant 1 root E“E\EJ

Datsbase PBesult List Repart View Help
Result Wiew | Levey Jermines | Trend | Find ‘ Upload ‘ Options ‘ Result Report '| Restore Cell ‘
Show SFEC.mdb -
J QM
DateTime Barcode e |
2 4 0 5| Barcode Analvte QcLot Refarence +- Adif
2 2004/11M510:51:26 1234567880120 [ 46 1 |1234567800120  SAlc 1200 a.00 100 o
320041114 10050:07 1234567890120 0.8 4.5
4 2004711714 10:49:52 1234567890120 [1X:] 4.8 3 I
5 2004711713 10:49:38 1234567890120 [1X:] 4.8 4 .
6 2004117113 10:49:23 1234567890124 [1X:] 4.8 5 I
720047117113 10:49:08 1234567890124 [1X:] 4.5 B I
8 2004/11711210:48:19 1234567390124 [1R:] 4.8 T -
9 200411711210:48:04 1234567390124 [1R:] 4.8 g -
10 (2004711011 1004727 |38542106 [1R:] 4.8 9 -
11 20047110711 10:47:12 |38542106 [1R:] 4.8 n - =
12 2004110711 10:46:58 | 38542106 [1R:] 4.8 4 | ’l—
13 200411710 10:45:59 | 38542106 [1R:] 4.8
14 200471110 10:45:44 33542106 0.8 45 By s ¥ Del
15 2004/11/09 10:44:58 | 33542106 0.8 4.6
16 2004/11/09 10:44:43 | 38542106 08 45 Selactabls Rules
17 | 20041108 10:44:28 | 38542106 08 45 Last Changed  2004/12:20
12 2004/11/09 10:44:13 |33542106 0.8 4.6 R
19 2004/11/0& 10:43:59 38543106 0.8 45 One control chservation exceeds contral limits setas Mean +/- b so
20 2004/11i08 10:42:44 |33542106 0.8 4.6
21 2004/11/08 1004230 | 38542106 08 45 R
22 2004/11/08 104215 38542106 0s 45 One control ohservation exceeds control limits set as Mean +- 0 sD
23 2004/11/08 10:42:00 | 38542106 0.8 46 rR3
24 200411/07 1004108 38542108 0.8 45 Twro control ohsemation exceeds same limits , +- 0 sD
25 20041106 10:40:17 | 39542108 0.8 4.6
26| 2004/11/06 10:40:02 38542108 0.8 45 I R4
27 | 2004/11/06 10:39:47 38542106 0.8 15 Difference between the Two control observations exceed wihin the run 0 sD
28 | 2004/11/05 10.38:44 | 39542108 0.8 4.6 Frasds
28 2004/11/05 10:38:29 38542106 08 450 RS
30 2004/11/04 10:37:13 38542106 0.8 15 Four Cansecutive control ohsenations exceed same limits whitch is +5- (n] sD
31 20041104 1003658 | 38542106 [1R:] 4.8
32 2004/11/04 10:36:43 33542106 K] 4.5 I Re
33 20041102 103321 39542106 0.2 46 Ten Consecutive control observations fall on the same side of the mean
34 2004711032 10:33:06 | 38542106 [1R:] 4.8
35 200411032 10:32:51 |38542106 [1R:] 4.5
36 20047110032 10:32:36 | 38542106 [1R:] 45) o Enmvironment QG
. [+ []

Environment Settings Screen (QC Tab)

In Thalassemia mode, the system creates temporal barcode to manage F and A2
results for one barcode. For example, the temporal barcode for 200001 will be

200001@1 for F and 200001@2 for A2.

Select the “Add” checkbox (see circle in the screen below). The analytes with the
“Add” checkbox checked will be designated for QC data when the QC barcode is
read.

Selecting the“ Del.” button deletesthe selected QC material.

QG Material
Barcode Analyte QG Lot Reference Range
1 [1234557290120 Shlc 1200 5.00 1.0
2 [1234567800124 Shlc 1240 5.00 1.08
3
4 ||
5 [
i [
7 [
g [
] [
10 (o %
1 ([}
By Add ‘ ¥ Del

QC Materias Screen
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7.2 Selectable Rules

These rules are used to set the control range and control procedures for QC
materials.

Rules
R1: Result isR1-flagged when discrepancy between the mean and observed
value exceeds a specified SD value.

R2: Result is R2-flagged when discrepancy between the mean and observed
value exceeds another specified SD value.

R3: Result is R3-flagged when discrepancy between the mean and two
consecutive observed values exceed a specified SD value.

R4: Result is R4-flagged when the differ ence between two consecutive control
obser vations exceeds the specified SD value.

R5: Result is R5-flagged when four consecutive observed values exceed a
specified SD value in the samedirection..

R6: Result is R6-flagged when ten consecutive control valuesfall on the same
side of the mean.

The R1to R6 flag assessment results, which are entered using the Selectable
Rules are displayed in the chart.

Selectable Rules
Lazt Changed 20040716

v F1

One control obzervation exceeds contral limits set as Mean +/- 2 5D
v F2

One control observation exceeds control limits set as Mean +/- o 30,
v F3

Two contral abzervation exceeds zame limits | +/~ o a0
v Fd

Difference between the Two contral obeervations exceed wthin the run Exceeds 2 0.
v B

Four Gonsecutive contral obzervations exceed same limits whitch is +/~ 2 5D
v P

Ten Conzecutive contral abservationz fall on the same zide of the mean.

Selectable Rules

If a QC barcodeis not read it is possible to EDIT the barcode and enter the data
into the QC database. Under RESULT LIST, select ‘Barcode Edit’ and the Value
entry dialog box will appear. Enter the barcode ID (QC barcode), up to 20
alphanumeric characters. Select the line where the edit was placed.

Under RESULT LIST, select QC tab and select ‘Add’. This data will now be added
tothe QC database.
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7.3 Levey-Jenning' s Chart

Levey-Jenning's Chart screen shows the Xbar control chart. The control used is
decided with analyte, lot, barcode, and instrument name. The black line on the
Xbar control chart isa data, and thered point isthe average of data.
Levey-Jenning's charts are made automatically whenever the barcoded controls
arerun.

If barcodes are not used for controls, the QC results can be entered in the following
way:

Select one QC data from theresult list.

Select “ Result List” button and then select “Add QC data”.

Note that two or more data points must be added in order to plot a L evey-Jennings
chart. The “Remove data” from “Result List” button can be used to exclude QC
data points. Choose analyte and lot from the boxes and the L evey-Jennings chart
will appear. Complete the procedure by selecting the time frame found in the drop
down menu called PERIOD.

HE HLG-723RP [ Variant ] root Eﬂi\@

Datsbase PBesult List Repart View Help
Fesult View | Levew Jernines|  Trend | Finel ‘ Uplaad ‘ Options ‘ Fesult Report '| Festore Cell
Show SPEC.mdb = *: Uodats
DateTime F A1~
2004/ 115 105141 123 i i 46 *
2 2004715 10.51.26 1234567090120 [ 16 A - - - - -
3 200411014 10:50:07 1234567890120 il 45 N M /\ /\
4 200411/14 10:49:52 1234567990120 0.8 4.6 500 0\;/-—‘ - g - - \;/.—r - b\;/ e
5 200411713 10:49:38 1234567990120 il 4.6
B 200411613 10:49:23 1234567990124 il 4.6 480 - - - - - - - - - - -
7 200411713 10:49:08 1234567990124 il 45 A B b N Db b
B 2004111612 10,4818 1234567350124 038 15 T eynyeﬁeﬁn@ny@@@ @@»@@@@@@\@@@@@\ RN
8 200411712 10:48:04 1234567890124 il 45
10 200411711 10.47:27 | 38542106 il 45
11 2004/11711 10:47:12 33542108 0e 46 Analyte Lot Barcode Instrument Marme
12| 2004/11711 10:46:58 | 38542106 il 4.6 BT = [om ~| aoma0aa1124 Instrumantt - B Uptate
13 20041171010:45:59 | 38542106 il 4.6
14 2004111010 10:45:44 38542108 0.3 45 Expected 200409114 Select cumulative ) [ Dala delails
15 2004/11/08 10:44:58 | 38542106 iF: 46 g‘saun;ag;” g‘saun;ag;” Feriod 4
16 2004/11/09 104443 | 38542106 iF: 45 : :
17 2004/11/09 10:44:23 33542106 0.8 15 Eils602 ciisees [2004ma14 <[ [a004mns o
18 200411109 104413 | 38547106 iF: 46
19| 200411108 10:42:55 | 38543106 iF: 45 #: Update
20 2004111015 104344 | 38547106 iF: 46
21 2004011708 104330 | 38542106 na 45 » .
22 2004/11708 104315 | 38542106 na 46 1040
23 2004111708 104200 | 38542106 na 46
24 20041117 104108 | 38542106 na 45 1000
25 2004711006 104017 | 38542106 il 46 am - _ _ bl
26 2004711006 10.40:02 | 38542106 il 45
27 2004011706 10:39:47 | 38542108 0.8 46 A 4B o N % B
28 2004/11/05 10:38:44 38542108 08 I o h@'@%@@‘\&ﬂ&ﬁ@@@@ @&@@dﬁ@dﬁ@é@@&@\ TRy
28 2004011705 10:38:29 | 38542106 il 45|
30 2004011704 103713 | 38542106 il 45
31 2004/11/04 10;36:58 38542106 0e 45 Analyte Lot. Barcode Instrument Marne
22 2004011704 10:36:43 | 38542106 il 46 SAlE ~| [onz ~| asma8aa2124 Instrumantt - B Vet
23 200411703 103321 | 38542106 il 4.6 Expected 20047087 [Belect cumuiative
34 2004011703 103206 | 38542106 il 4.6 Mean 10.0154 Mean 10,0154 ) G Dala details
35 | 2004/11/03 10:32:61 | 38542106 0.3 4.5 5D 0.0596 5D 0.0596 Feriod
36 2004711703 103236 | 38542106 il 48 .| |ovosss: cv 0.5953 [00ai0er7 <] [cooammne <]
. [+ []

Levey-Jenning’s chart Screen
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Selecting the Update button showsthe following QC update dialog box containing
fieldsfor entering the Mean, SD and CV (expected values), allowing you to update
the QC screen.

Do wou want to update the expected data®
Mean : 61533
SD: [pzisd
oV SECH
oK | Cancel |
Statistical Information
Control range Expected
Date: The updated date
M ean: Mean = (Range High + Range Low) / 2, using the inputted
valuesif no“Update” was performed
SD: SD = (Range High - Mean) / 2, using the inputted values if no
“Update’ was performed
CV: Expected CV%. If no “Update” was performed, thisis

calculated as below using the inputted values.
CV = (SD/ Mean) x 100

Displayed Period (Selected Cumulative)

Thisisa statistical value for the graph display period (date range).The mean data
for asingle day is calculated as a single point. If the control material isrun more
than once in one day, the data can be viewed in “data details’. Individual point
can be deleted.

M ean: Average value
SD: Standard deviation
CV: CV%

While displayed the QC updatefield, displayed M ean, SD and CV can be switched
by pressing the Function keysF1 and F2 as:

F1. Expected Values
F2: Select Cumulative values.

Selecting F1 will use all QC data in the database to calculate the Mean, SD, and

CV. If F2isselected then the Mean, SD, and CV will be calculated based on the
period of time selected in the drop down menu under Period.
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8 Trend Analysis
8.1 Trend Charts

The HL C-723RP Reporting Program can display the trend chart of specific
patients. Data relating to specific conditions can be extracted using the search
function. See Chapter 10 for a detailed description.

The proceduresfor plotting charts are described below.

Choosetheresultsfrom the result list.
Select the chart type and analyte (seered circlein screen below).

Click theAnalyze button. Theresultsusing for thetrend chart are decided.

H HLG-723RP [ Variant 1 root E\EI@

Result View

Database Result List Report Wisw Help

Lewey Jennings

Trend |

Find | Upload O - ;| s

Show SPEC.mdh

DateTime Barcode

SAlC

é’ Line Chart - SAle
=~

Analyze

(%)
B 50
7 200411113 10:40:08 1234567880124 [ 45
5 |2004A1/1210:46:19 1234567890124 0.8 45 o+
9 |2004/1/1210:48:04 1234567090124 08 45
10 2004011411 10:47.27 38542106 e 45 40
11 |2004011411 10:47.12 38542106 e 46
13 |2004011411 10:46:58 38542106 e 46
13 |2004011410 10:45:59 38542106 e 46 0
142004011410 10:45:44 38642106 g 45
15 |2004011408 10:44.58 38642106 g 46
16 2004011408 10:44:43 38642106 08 45
17 |2004011/08 10:44:28 38642106 08 45 20
18 |2004011/08 10:44:13 38642106 08 46
19 |2004011/08 10:42:58 38642106 08 45
20 |2004011/08 10:42:44 38642106 g 46
21 | 2004011408 10:42:30 36642106 08 45 10
22 |2004011/08 10:4216 36642106 08 46
23 2004011408 10:42:00 36542106 08 46
24 |2004/11407 10:41°08 36542106 08 45
25 |2004/11406 10:40117 36642106 08 46 00 N 7
26 | 2004111406 10:40°:03 36542106 08 45 R o
27 | 2004011408 10:30°47 36542106 [ 46
28 |2004/11405 10:38:44 36542106 [ 46
29 | 2004111405 10:38:28 36542106 [ 45 ]
30 |2004/11404 10:3713 36542106 [ 45 | oo A BT R
312004111404 10:36:58 38542106 08 45
32 |2004/11/04 10:36:43 308542106 08 46
33 |2004/11/03 10:33:21 38542106 e 46 = =
34 |2004011403 10:33.06 398542106 e 46
35 |2004011403 10:32:51 398542106 e 45 @ clip
36 |2004011403 10:32:36 39542106 e 45 .
4 | +[]

Clicking the Analyze button displays a chart of the selected data and calculatesthe
Mean, SD and CV. The control lineisinserted in the chart by setting the" Satistics
& Charts' marker in the environment settings. The Clip button allowsto save the

Analysis Screen

chart asEMF or to copy thetext to clipboard.
Comments can be added to the trend Reports.

O

If the number of data exceeds 100 results, it will become
difficult to distinguish each data clearly.

In order to avoid misinterpretation, we recommend to use it
with suitable number of data.
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9 Print

ing Reports

Thefollowing reportsare available:

Mmoo ®>

Result Report- One patient per page with chromatogram
Result Report- Six patients per page with chromatograms
Result List Report with Patient Information

Result List Report without Patient Information

Result List Report (Landscape)

Trend Reports

QC Reports

9.1 Result Reports

Single-report/page forms and six-report/page forms are the choices for Result
Reports. Reports printed in real-time use the single-report/page form. Print

pr

eviews and print operations are conducted using the following procedure:

Select oneresult in thelist. Then Select Result Report Tab.
om the drop down menu select “ Result Report x 1”.

Fr

3 HLG-723RP [ Variant 1 root

Database  Result List B& Wiew Help
Result Report =1
Result View | Lewey Fesult Report =8 l Find | Upload ‘ Options | Result Report “ Restore Cell ‘
=== Result List Fortrait
Show SPEC.mdh fesuitjl etilond=cane v Patient|D  [1Z34BG783  RecordDate 2004111115 10:51 41
Trend Report | e et [ Update
DateT\e G Report 5 B Lostame [Tossh Bitth Date || 1198010215 ~
0% st m s, 4.7
2 [2004A1/1510:51.26 111020081532 08 16 Firsthame [Tara Sex Male - LA
3 |2004M101410:50.07 111020051533 08 46 Comment! [diabetic
4 |200411114 10:49:52 38542108 08 4.7
5 |2004M11310:49:38 38542106 08 4.6 camment2 |high cholesterol
6 |200411/13 10:40:23 38642108 03 46
7 |200411/1310:49.08 38542106 08 45 _8wevimen Information | Result]
8 2004110112 10:48:19 38542106 0.8 4.5 CALIB Y¥=1.0000%+ 0.0000
9 [2004M111210:48:04 38542106 09 45 DEMName:  CACopulaGEDatsiSPES mdb
10| 200411011 10:47:27 38542106 03 46 Barcode: 38542108
11200411011 10:47:12 38542106 08 45 Sarple Mo ¢ 12150025 Yoo [15 = fren ~] & cip
12200411011 10:46:56 38542106 03 46
13200411010 10:45:58 38542106 03 46 2] -
14| 20041101010:45:44 38542106 03 46 ]
15 2004111008 10:44:56 38542106 08 46
16 |2004/11/0810:44:43 38542106 08 45
17 |2004/11/0910:44:28 38542106 08 46 1
18 |2004/11/0910:44:13 38542106 08 4.6 100+
18 |2004/11/0810:42:59 38542106 08 46 1
20 |2004/11/0810:42:44 38542106 08 46
21 |2004/11/0810:42:30 38542106 03 45 ]
22 |2004111/0810:42:15 38542106 08 46 504
23 |2004111/0810:42:00 38542106 08 47 1
24| 2004111007 10:41:08 38542106 03 45
25 | 2004111006 10:40:17 38542106 03 46
26 | 2004111006 10:40:02 38542106 03 46 ad
27 2004111006 10:39:47 38542106 03 46 : ; = . : = ]
26 |2004/11/0510:38:44 38542106 03 47 Uil . 100 200
29 | 2004111105 10:38:20 38542106 08 46| [Min]
30 200411004 10:37:13 38542106 08 46 Time Hame Aot aren =
312004111004 10:36:58 38542106 08 45 1 030 AR 0a 1200 |
32 |2004/11/0410:36:43 38542106 08 46 5 040 418 07 1149 |
33 |2004111/0310:33:21 38542106 09 4.7 3 040 F oa 1345
34 |2004/11/0310:33.08 38542106 08 46 ) 0ED LATCr 17 9741
35 |2004/11/0310:32.61 38542106 03 46 5 REZIET I 7071
36 |2004/11/0310:32:36 38542106 03 46 o 5 105 AD a1 150273
1 [+ | TOTAL AREA 164172 ©

Chromatogram View Screen
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This screen showsthesingle-report / page Result Report. Select the Print button to
print the report.

ﬁ Result Report

é Print | a @1 I_'"5 £ LI ‘h 'lv' I”ﬁI | @ Back @ Farward | Top End Cloge

Result Report

PatientiD: 0123456783
Tosoh Taro hale 106040246

Enitle camment
Cammentl:  diabeic
Tammentd:  high chalesteral

Recard Date: 20044145 10:51:41
Barcade: 38542105

SampleMa: 12150025

CALIA : *f = 1.0000% + 0.0000

5 AREA
0.3 12.00
a7 0.40 11.42
0.3 0448 1343
1.7 .50 2744
4.3 an e

1.03 1502.73

TOTAL AREA 1541.72

HeF 08 %

20054145 17:03 raat

Print Preview Screen for the Single-Report/Page Result Report
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First select 6 resultsfrom thelist. Then choose“ Result Report x 6”7 from the
Report menu. This setting displaysthe Print Preview with 6 result reportson each
page. Select the Print Button to print thereport.

You may chooseto select just 2, 3, 4, or 5resultsto print aswell.

ﬁ Result Report |Z||E|E|
i Print | @ @ [ K hd NI

Result Report

Pilurdl: 0IZHEETER T T T Pl 02 HEETER
TaschTara TasshTara TauchTara

FUMMANR  high oholwbarad
TORUAG | T2 Paaard ki 200 41 117 10 66 6 TOHINT | e TS
HELEIE Durcdw  HELIE HELEIE
M Tawplafa:  121mmEE ot 121
T = OO 0 oaun: o u L L nmm : = L L0 0w

Py DIZHSETER Pl DIZHSETER Fablrsl: DIZEEETER
TaschTara TasshTara TauchTara
EriL commare EriL b are Eri b are
Cummartl o bati Cummarkl  dbat Cummarkl o bat
CuMMANEE g h chadaabarad CumManE  hagh halabarad CuMMANE  high shalabarad
Rard Db TOOHTIT | 0 He 0B Fard Dabic 0041112 | 48 1 Fomrd Db 0041112 | BAE ™
Qurecda: HELEIE Barcd LTI Barecd HELEIE
Samplaa:  ZIEME Zamplata: 121 m0W Zamplata:  jZIAOE
-Th T = 1000 -0 0o o ¥ = L < 0o oo ¥ = L <00

nsh
1zm
e
I=El
me
ThEZ

[

TMHUNAS | TS rack

Print Preview Screen for the Six-Report/Page Result Report
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9.2 ReaultList

Alist of thedataisprinted. Asaprinter format, there arethe Portrait and the
L andscapetype of A4 (L etter).

In case Patient information is added:
In the Environment tab, check the“ Add patient information” item.

finalyte Walue 1=
[E Host Computer
Fart dizconnect
Baudrate O600bps
Data length Shit
Stop bit 1hit
Parity MOMN
Flow Cantral H-0FF
[=] Hozt Connection Method fl
Guery M Available
QCOLEry M Available
Automatic Upload M Available
[E Instrument Information
Composition of Ingtrument  GA+GHL1
Sample Ma. length g
[E Print Conditions
Add Patient Infor mations EE feg
Total-#frea Option 11111111111
Butamatic Repart O ON
1Data/Page Default Cut Sheet Printer
TM-J2000 Printer M ez
[E Gut Sheet Printer M Yes
Paper sizetAdLetter Letter
Patient Header Right
Fatient Header Center
Patient Header Left
List Header Right
List Header Center
Lizt Header Left -
Temimd Unmdew Dixld
4 Lo ]

Environment Settings Screen (Environment Settings Tab)

Select one or moreresultsin thelist, then select the Report menu and click the
“Result List”. Or just select the Result Report Tab.

Database  Result List Wiew Help
Result Report =1
Result View | Levey  Fesult Report <8 [ Find Upload Options Result Report Restore Cell
Show SPEC.mdb L ITENE Record Date 2004011715 10:51 41
e Patient ID.  [200571141157 O Unpdate
Dalelime,  0; Repart LastName [Tosoh Birth Date
FirstMame |Taro Sex Male hd 1 4
Comment? |d\abet\c
Comment2 |h\qh cholesterol
Specimen Infarmation | Result
CALIB: ¥'=1.0000X+ 0.0000
J A DBName : CACopulaGRDatatSPEC mdh
200410111 10:47:27 38542106 4.6 Barcode : 1234567890120
112004111011 10:47:12 38542106 08 46 Sample Mo.© 12150025 Yoy [1s - [Text - 9 cip
12 1200411011 10:46:58 38542106 08 46
13 (200411110 10:45:53 38542106 0.3 46 [ 150
14 (200411110 10:45:44 38542106 0.3 46 -
15 12004M1i0810:44:58 38542106 0.8 4.6 4
16 12004M11i0810:44:43 38542106 0.8 4.8 4
17 12004M11i0810:44:268 38542106 0.8 4.6 B
19 |2004M1i0810:44:13 38542106 09 4.6 100
19 |2004M11/0810:42:58 38542106 08 4.6 71
20 (200411008 10:42:44 38542106 08 4.6 ]
21 120041108 10:42:30 38542108 09 4.4 i
22 12004M11/0810:4215 38542108 08 4.6 50
23 12004M11/0210:42:00 38542108 08 4.7 B
24 (20041107 10:41.08 38542108 08 4.4 1
25 (20041106 10:40:17 38542108 08 46 71
26 (20041106 10:40:02 38542106 09 46 DD-
27 (20041106 10:39:47 38542106 0s 46 ) T T T T T T T T T
28 |2004/11/0510:38:44 38542106 09 47 oo M }-UU 200
29 |2004M1/0510:38:28 38542106 0.8 46 | L1
30 |2004M1i04 10:37:13 38542106 0.8 4.6 Time Name Areath Area -
31 |2004111/04 10:36:50 38542106 08 45 7 030 AIA 08 1200 |
322004111104 10:36:43 38542106 08 46 g 0.40/A1B 07 1147
33 |2004111/03 10:3321 38542106 09 47 a 048 F 08 1345
342004011103 10:33.06 38542106 08 46 a 060 LATCr 17 3741
35 200411103 10:3281 38542106 g 45 H FETIEITS 16 7471
36 |2004111/03 10:32.38 38542108 09 48 5 105 A a5 150273
‘ [+l TOTAL AREA 164172 ~

Chromatogram View Screen
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The example of printing of the Result list with Patient infor mation

ﬁ Result List

i Print | @, @\|_"‘5% ﬂ A W 171

Result List

Erda ccmmark

Pabunkin. T

1| 1T e

gk s aabar

ButantiD. W3 La  DOLLe  DALLot Glile  BRZle  BRSLo "™

IZHETENIZ0 IOE 4T TS | TS
1T IOE 41T TS | TS
1T AT NIZ0 E.ETINE 204104 | T
1T AT NIZ0 E.ETINE E TR TR TRE AT )

1T T2 IO 41T TWIAT | BT

Fabunkin, Laak Hasia or ks

01| 2R Tash bt

hagh chalaabarcl

Spadmian 0 Putun D, WAIL#  DOLLe  OALLAE GILe  ERle  CuTLe [

T LETERNIZ M| 2R TWIAT | BT
ITHETENIZ OE HTRT 041 11T | TG
ITHETENIZ OE HTRT TR | R

ITATTENIZE TOE N TR W4AIAT I TE

20054144 14: 40 raat

Print Preview of Result List with Patient Information
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The example of printing of the Result list without Patient infor mation

H Result List

&Printl@\@\ﬁ% =l

4 ] [/

| @ Back G} Fariward | Top End

Result List

Cloze

Eribia aamark

Ipacdwan

Babianbi.

E 3kia

WS Lt DOLLat  DeLlab Blllat  GRZLeE GRSl

"™

[E=FE2 T

[E2E LT

I TR0

I TR0

I TR0

I TR0

I TR0

I TRz

I TRz

01T 14

W1 1T

W1 141 15T

W1 141 15T

W1 141 15T

01| 42T

01| 42T

T ez

T ez

nE

nE

ne

ne

ne

ne

ne

ne

ne

+E

+E

a5

&E

&E

&E

a5

FE]

FE]

TWNAZ 10214

L ISIEERL T

ELTSIEFREE D g

T | T

TIAT | T

TIAT | TS

WA | T

AN eI

AN e

20054144 15:12 raat

nn

Print Preview of Result List without Patient Information
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The example of printing of a data list (L andscape)

HE Result List

Sa Print | ©, @, |IIIES || a4 1A @ Back & Forward | T

ResultList

[STp——

spsameniz s pie o Fak D, Comin en Cats

TEIASRTIS0I0 a0z 0311141157 Hgh cholastarol 013 10:31:41
1EI43RTIIOIZ0 12120004 20311141157 Hgh chelastaral 0413 03128
LI 12120067 Hos 114 17 Hah chelastaral BRATAL 1053007
12 4sTaR0IZ0 12120 200311141157 Hiat cholsstiol 204114 Tordirsz
125 4sb7aR0120 21s02s 20311141 157 Lrpre— HOLATAS Thrdrad
1214807I00124 120024 20811142357 Hah cholaztaiol LTS 042
EIAsRTII0IL 120020 200311142357 Hgh chelastaral 41T 0odE0E
12t dsrasbizd 1120000 o114 Hah chelastaral BRLATAL ik 1

12 dseraRbIzd 12120y 20311142057 Hig chlastaiol 1AL Tordiad

2005414415:33 raot

Print Preview of Result List (Landscape)
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9.3 Trend Reports

Trend graph can be created on Analysis screen and the graph and the data can be
printed. The HL C-723RP Reporting Program can display thetrend chart of
specific patients. It can also trend the same patient for performing a precision
study. Data relating to specific conditions can be extracted using the find function.
The proceduresfor plotting trend charts are described below.

Choosetheresultsfrom the result list.
Select the chart type (line or bar) and SAlc (seered circlein screen below).
Select the Analyze button.

To print thetrend reports after thetrend charts have been made, first select the
“Trend Reports’ from the Result Report menu.

Clicking the Analyze button displays a chart of the selected data and calculatesthe
Mean, SD and CV.

Thecontrol lineisinserted in the chart by setting the marker in the environment
settings. The Clip button allowsto savethe chart asEMF or to copy thetext to
clipboard. Comments can be added to the Trend Reports.

HE HLG-723RP [ Variant ] root EE®
Datsbase PBesult List Repart View Help
Result View | Levey Jennings|  Trend | Find ‘ M J— ‘
Show SPEC.mdh ﬁ [Gine G EREE 7] @ e >
DateTime Barcode F Sl .
(%)
2004/11/13 10.49.39 1234 120 0.8 5
6 20041113 10:49:23 1234567090124 0.8 46 50
720041113 10:49:08 1234567090124 0.8 45
8 2004/11M210:48:19 1234567890124 0.8 45 v
9 20041112 10:48:04 1234567890124 0.8 45
10| 2004/11711 10:47:27 | 38642106 0.8 45 40
11 2004/11711 10:47:12 | 38642106 0.8 46
12| 2004/11711 10:46:58 | 38542106 0.8 46
13 2004/11/10 10:45:59 | 38542106 0.8 46 o
14 2004/11710 10:45:44 | 38542106 0.8 45
15 2004/11/08 10:44:58 | 38542106 08 46
16 2004/11/08 10:44:43 | 38542106 08 45
17 2004/11/08 10:44:26 | 38542106 08 45 o
18 | 2004/11/08 10:44:13 | 38543106 08 46
19| 200411108 10:42:55 | 38543106 08 45
20 200411105 10:42:44 | 38543106 08 46
21 20041108 10:42:30 | 38543108 08 45 10
22 | 2004/11/08 10:42:15 | 38542108 08 46
23 20041108 10:42:00 | 38543106 08 46
24 2004/11/07 10:41:08 | 38542108 08 45
25 | 2004/11/06 10:40:17 | 39542106 0.8 46 00 s : : : i
26 2004/11/06 10:40:02 | 39542106 0.8 45 RS s
27 | 2004/11/06 10:39:47 | 39542106 0.8 46
28 2004/11/05 10:38:44 | 39542106 0.8 46
20 2004/11/05 10:38:29 | 39542106 0.8 450 |
30 200411104 10:37:13 | 39542106 0.8 45 ‘ Wean 4.5600 50 0.0447 GV 0.9764 ‘
31200411104 10:36:58 38542106 0.8 45
32 200411104 10:36:43 38642106 0.8 46
33200411103 10:33:21 | 38642106 0.8 46 == =
34 2004/11/03 10:33:06 | 38542106 0.8 46
35 200411103 10:32:61 | 38642106 0.8 45 a4 clip
36 2004/11/03 10:32:36 | 38542106 0.8 45| o
. [+ []

Trend chart
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Thisdisplaysa print preview of thetrend report. Click the Print button to print
thereport.

E Trend Report

- Print ITE% LI A~ ] 141 Back &2 Forward | Top End GCloze
a & @ ¥

Trend Report

Enitl= camment

Analye Salectounulativwe Candiian
SAls B0 04T oV 049rad Shaw SFEC.mdo

Dt Barcad= SamplzMa.
W04 NI I04SIE 1234557830120 12130025
004144 104552 1234557830120 12130025
20041144 10:50:0F 1234557330120 12130027
2004145 10:51:25 1234557330120 12130024
20041145 10:51:41 1234557330120 12130023

20054144 15:04 raat

Print Preview of Trend Report
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9.4 Quiality Control (QC) Reports

Select the “QC Report” from the Result menu.

Thetwo analyte chartsdisplayed in this screen are provided as selectable options
for the QC reports. QC reportsprint the L evey-Jennings chart generated from
selected results.

Select the lot # from the drop down menu whenever the program is entered

#E HLG-723RP [ Variant 1root

Datsbase  Result List View  Help
Result Report x1
Result View | Levey| FResult Reportx@ Find ‘ Uplaad ‘ Options ‘ Result Report '| Restors Cell ‘
~———  Result List Partrait
Show SPEC.mdh Result List Landscape - R
end Report #: Update
1 *
2 200417715 10:51:26 | 1234567890120 510 - - - - - - - - - -
3 200411714 10:50:07 1234567890120 . . - N'\ ‘/\ /\
4 200411714 104557 1234567850120 iF: 46 500 0\;/0—‘ =g - - \;/0—0’ = , —
5 00411713 104938 1234567850120 iF: 46
B 200411713 104573 1234567850174 iF: 46 490 - - - - - - - - - - -
7 20041103 10ASNE 1234567890174 iF: 45 &b o N 0 5
B 2004111612 10:4818 1234567880124 08 45 SEFLF S S FFEE LPF S FF
9 00411712 104E04 1334567890174 iF: 45
10| 200411711 10:47:27 | 38542108 na 45
11 20041041 1004712 38542106 0s 45 Analyte Lot Barcode Instrument Mame
12 2004111711 104658 | 38542106 na 46 BATe ¥ |oo ~| 99099001124 Instrument! - @ Updse
13 2004111410 10:45:59 | 39542108 na 46
14 2004111110 10:45:44 39542108 0.8 415 Expected 2004/08M4  |Select cumulative ﬁ Data detalls
15 | 2004/11/09 10:44:58 | 39542106 il 46 g‘;anﬂnig;” g‘;an"nﬁfa;” Period 4
16 | 2004/11/09 10:44:43 | 39542106 il 45
17 2004/11/09 10.44:28 38542108 08 45 EVTSER2 EVDoER: [zwosier7 | [zooaens o]
18 | 2004/11/09 10:44:13 | 39542106 il 4.6
19| 2004/11/08 10:42:59 | 39542106 il 45 #:Undste
20 200411108 10:42:44 38642106 il 4.6
21 20041108 10:42:30 | 38642106 il 45 » IS
22 | 2004/11/08 10:42:15 | 38642106 il 4.6 1010 a - - - - - [ -
23 2004/11/08 10:42:00 | 38542106 il 4.6 . /'\,/.\ e /\.
24 | 2004/11/07 10:41:08 | 38542106 il 45 WOET e ey - - - v - s g
25 | 2004/11/06 10:40:17 | 38542106 il 4.6 a0 - _ _ il
26 2004/11/06 10:40:02 | 38542106 [if: 4.5
27 2004/11M06 1073547 | 38542106 iF: 46 S b gl N o
28 2004/11/05 10:35:44 | 33542106 08 45 S FFPFFLFLF S I F LS T
29 2004/11/05 10:38:28 | 38542106 iF: 45 |
30 2004/11/04 10:37:13 | 38543106 iF: 45
31 200411114 103658 | 38542106 iF: 45 Analyte Lot. Barzade Instrurnent Mame
327 200411114 1073643 | 38542106 iF: 46 SATc v| |oo2 v| 99999992124 Instrument! - [ Updste
33 |2004/11/03 10:33:21 |38542106 08 46 Expected 2004108114 [Select cumulalive
34 2004/11/03 10r33:06 38542108 0.8 46 Mean 10.0154 Mean 100154 [3 Data details
36 2004/11/03 10:32:51 38542108 0.8 4.5 5D 0.0506 S0 0.0506 Period
36 200411113 103336 | 38542106 08 45| .| |ovosess v 0.5953 [oanerT <] [oooacene -
[ [ +[]

Levey-Jennings Chart Screen
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A print preview of the QC report isdisplayed. Click the Print button to print the
report.

ﬁ Levey.Jennings CGhart

& Print | € @ [P | a4 w1

Levey.Jennings Chart

Enite camment

Analit= Barzad=
BAls 0995001124

Expesied Select cumulative

20009 14 004408547 200408714
Maan aMn Mean amMn
s0 453 n] MET
o 04552 o 03552

Dat= Average FlagiR1-R5)

0044085147 S000
2004./08 15 4950
004408521 a000
004408522 S000
00408524 a0
004408425 S000
2004 /0827 4973
00403158 3100
200410829 o]
00408530 3100
2004.402/01 4450
2004 /08,02 000
2004408/ 05 S000
2004./02/05 o]
2004./02/07 F100
20040903 a000
2004./08,/09 4957
00408712 3100
2004408513 S000
200440814 000

20054144 15:12 raat

Print Preview of QC Report
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10Results Find Function

10.1 Find

Thefind function allows you to enter barcode, name, and others, as search keys.
This screen isused for finding specific data.

Click the Find button to display the list of results.

Toreturn to theoriginal result list, choose the " Show SPEC.mdb" box at the top of
thelist.

Example:

For searching data from November 1, 2004 on war ds.

Select “Date Time” Property from the Properties box (The property box has many
choices).

Enter “2004/11/01” in the VAL UE field.

Inthe CONDITION field select *after’ then click the Add (AND/OR) condition
button.

Clicking the Find button displays all found results (see squarein screen below).
Another exampleto find all results from one daysrun:

Typein theday in the VALUE field and in the condition field selects THE DAY.
Click theAdd (AND/OR) condition button and then FIND.

If a specific barcodeis known then for condition choose MATCH CASE.

#E HLG-723RP [ Variant 1root E|§\E\

Datsbase  Result List Rsport View  Help
Recult Visw | Lovey Jernings | Trend | Find ‘ Uplasd ‘ Options ‘ Result Report || Rsstare Gail
Shaw SPEC.mdb = Folder
- Py
Lookin: |C:\Cupu|a\Data\ j Browse
2 200417715 10:51:26 1234567890120 [ 4.6
320047114 10:50:07 | 1234567890120 [if: 4.5 [ Sub Falders
4 200411714 104557 1234567850120 iF: 46
5 00411713 104938 1234567850120 iF: 46
B | 2004/11M3 1004923 1234567890124 iF: 46 Mew Conditian
7200401113 104908 1334567880124 iF: 45 Praperties Valug Canditior
B 00411712 104E19 1234567890174 iF: 45 [DateTime ~| 1s Rondrim after =
9 00411712 104E04 1334567890174 iF: 45
10 20040111 10:47:27 | 38542108 0.8 4.5 AND DateTime |5 "2004/11/01" After
11 2004111711 104712 | 38542106 na 46
12 2004111711 104658 | 38542106 na 46
13 2004114010 4559 | 38542106 na 46
14 2004111010:45:44 | 35542108 il 4.5I
15 2004711009 10.44:58 | 35542106 il 4.6
16 2004011709 10:44:43 | 38542108 il 4.5
17 2004011709 10:44:28 | 38542106 il 4.5 D3, Add. condifion of AND
18 2004011709 10:44:13 | 38542108 il 4.6
19 2004011708 10.42:59 | 38542106 il 4.5
a0 2004011/02 104244 33542106 0e 4.6 [ Add. condition of OR | ¥ Delete Conditians T Find
21 2004011708 10.42:30 | 38542106 il 4.5
227 2004011702 104215 | 38542106 il 4.6
23 2004011702 10.42:00 | 38542106 il 4.6 iy G L
24 2004011707 10:41:08 | 38542106 il 4.5
25 2004011706 10:40:17 | 38542106 il 4.6
26 Z004/11/06 10:40:02 | 33542106 [if: 4.5
27 2004/11M06 1073547 | 38542106 iF: 46
28 2004/11M5 1073844 | 38542106 iF: 46
29 2004/11M05 103829 | 38542106 iF: 45|
30 200411114 103713 | 38542106 iF: 45
31 200411114 103658 | 38542106 iF: 45
327 200411114 1073643 | 38542106 iF: 46
33 200401103 103371 | 38542106 na 46 Db Redstration * T Find
34 200401103 103306 | 38542106 na 46
36 200401103 103261 | 38542106 na 45
35 200411113 103336 38542106 ik 150,
Kl |

Find Screen
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You can select and register as many conditions as needed.

Databaze PBeszult Lizt Beport Yiew Help

E‘EJ‘

Result Wiew Levey Jennings Trend Find

"S81c" value is not in nomal area.
Sk &1
=

o 2004707725 135301 1234567890124 11 51
S |2004/07/26 135240 1234557890120 125 51

Example:
Find theresult whose bar code cor responds with inputted number.
Thebarcodeisentered asavalue by enclosing it in [ ] brackets (property name).

MNew Condition
Properties Walue Ciondition

|E|arcode ﬂ = |[Elarcode] |Match Caze ﬂ

AND Barcode [ *[Barcode]” Match Casze

[2l, Add. condition of AND

[l Add cordition of OR | 3 Delste Conditions ‘ Y Find

Using this condition displaysthe following dialog box enabling the barcode to be
entered as a search key.

Barcode
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11 Diagnosing Problems

Contact authorized representative.

11.1 Error Messages and Logs

Recor ds of any system faults or malfunctions are contained in system log files. You
can check log file records by opening the log in the “C:\CopulaG8\Log” folder,
which displaysthelog in Windows Notebook.

Examples:

a) Incorrect GHb result protocol

b) When connecting for every machine: Incorrect GHb reply of order protocol.
c) When connecting collectively: Incorrect GHb reply of order protocol.

d) Could not insert GHb data

€) Communication timeout

11.2 Error Messages

When errorsrelating to sending and receiving occur, check that the RS232C baud
rate and parity settings are correct and that the barcode character length has not
been changed.

Examples:

a) Incorrect port number.

b) Port is already open.

c) Deviceisnot open.

d) Deviceisalready open.

€) Unable to establish transmission conditions. May be dueto incorrect

transmission parameters

f) Attempted operation only valid when port is open.

g) Unableto processreceived data.

h) Unable to process sent data.

1) Set percent decimal of instrument as“1”.

j) Communication settings of instrument are G8 for mat.

To check any of the above problems, check the Environmental Settings under the
OPTIONS tab.
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12 Transmission Specifications

12.1 Transmission Procedures

Transmissions ar e conducted using the handshake mode. The control codesare
listed in the table below.

Code Name | Definition

(hexadecimal)

02 STX Start of text

03 ETX End of text

04 EOT End of transmission

06 ACK Normal receive acknowledge
0D CR Carriagereturn

11 XON Resume send requests

13 XOFF | Suspend send requests

15 NAK Not acknowledged

Transmission Process

<STX>text <ETX> =
& <ACK>or <NAK>
<EOT> >

(Note)
- Resend isattempted up to five times after the <NAK> responseisreceived. After
thefifth attempt, the <EOT> is sent and the transmission procedureisinitialized.
- In cases where multiple data items exist, the <EOT> is sent with the last data item.
- Theresponse of <ACK> or <NAK> must be sent within a 10 second interval.

- Host'sresponse to the query from HL C-723RP must be sent within 10 second
interval.
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<Exampleusing 1 data item>
<STX>text I<ETX> >
< <ACK>
<EOT> >

<Example using multiple data items>
<STX>text I<ETX> 2>
€< <ACK>
<STX>text 2<ETX> >
< <ACK>

<STX>text nKETX> =2
& <ACK>
<EOT> >

<Example of success after 1resend>
<STX>text I<ETX> 2>
< <NAK>
<STX>text I<ETX> >
< <ACK>
<EOT> >

<Example of resend attempts exceeding 5>
<STX>text I<ETX> >
< <NAK>
<STX>text I<ETX> >
< <NAK>
<STX>text I<ETX> >
< <NAK>
<STX>text I<ETX> >
< <NAK>
<STX>text I<ETX> >
< <NAK>
<EOT> >

<Example of ACK receive timeout>
<STX>text I<ETX> -
(after 10sec)
Communication timeout
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The HLC-723RP is designed to use the following three separate transmission procedures
for transmissions conducted with host computer units.

1) Patient information

2) GHb results

3) Reserved record

<ST X> Patient information <ETX> >
& <ACK>or <NAK>
<EOT> >

<STX>GHb results<ETX> =>
& <ACK>or <NAK>
<EOT>->

STX>Reserved record <ETX> =

& <ACK>or <NAK>
<EOT> >

Page 57/64



12.2 Result Transmission Formats

Theresultsare transmitted using the following data for mats.

1) Patient infor mation

Information Character | Description
count

[Resultl D] 1 R

[Result 1 A

Discernment I D]

[Device I D] 2 No. used to identify device (00=GHbl, 01=GHb2,
02=Glu, 03= manual upload).

[Specimen | D] 20 Aligned left and filled in with spaces if maximum digit

count not used. Zero suppressing not used.

[Sampleno.] 3,58 Sampleno

[Patient 1D] 13 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

[First name] 10 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

[Last name] 10 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

[Sex] 2 00: unknown, 01: male, 02: female

[Birth date] 10 9999/99/99

[Commentl] 20 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

[Comment?2] 20 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

2) GHb Results
Information Character | Description
count

[Resultl D] 1 R

[Result 1 B

Discernment I D]

[Operating mode] 1 0= standard method, 1= variant method,
2= B thalassemia method

[Specimen position] | 1 0=STAT, 1=transport, 2= |oader

[Sampleno.] 3,58 Sampleno

[No.1 50r 6 5: 0.0 ~100.0(Aligned right) or spaces

Component] 6 : 0.00 ~ 100.00(Aligned right) or spaces

[No.2 S5or6 5:0.0 100.0(Aligned right) or spaces

Component] 6 : 0.00 ~ 100.00(Aligned right) or spaces

[No.3 50r6 5: 0.0 ~100.0(Aligned right) or spaces

Component] 6: 0.00 ~ 100.00(Aligned right) or spaces

[No.4 50r 6 5: 0.0 ~100.0(Aligned right) or spaces

Component] 6: 0.00 ~ 100.00(Aligned right) or spaces

[No.5 50r 6 5: 0.0 ~100.0(Aligned right) or spaces

Component] 6: 0.00 ~ 100.00(Aligned right) or spaces

[No.6 50r 6 5: 0.0 ~100.0(Aligned right) or spaces
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Component] 6 : 0.00 ~ 100.00(Aligned right) or spaces

[No.7 50r 6 5: 0.0 ~100.0(Aligned right) or spaces

Component] 6 : 0.00 ~ 100.00(Aligned right) or spaces

[No.8 50r 6 5: 0.0 ~100.0(Aligned right) or spaces

Component] 6 : 0.00 ~ 100.00(Aligned right) or spaces

[No.9 50r 6 5: 0.0 ~100.0(Aligned right) or spaces

Component] 6: 0.00 ~ 100.00(Aligned right) or spaces

[No.10 50r 6 5: 0.0 ~100.0(Aligned right) or spaces

Component] 6: 0.00 ~ 100.00(Aligned right) or spaces

[SAlc/F 8 +79.9999(Aligned right)

Coefficient A]

[SAlc/F 8 +79.9999(Aligned right)

Coefficient B]

[A2 8 +79.9999(Aligned right)

Coefficient A]

[A2 8 +79.9999(Aligned right)

Coefficient B]

[HWS L ot] 7 7 character s(Aligned right)

[COL Lot] 7 7 character s(Aligned right)

[CAL Lot] 7 7 character s(Aligned right)

[Eluentl L ot] 7 7 character s(Aligned right)

[Eluent2 L ot] 7 7 character s(Aligned right)

[Eluent3 L ot] 7 7 character s(Aligned right)

[Flag result] 2 00 ~ 20(00= normal)

[Specimen | D] 20 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

No.1 Component - No.10 Component: The following values are taken by
measurement mode.

Sandard Variant | Thalassemia

[No.1 Component] | FP% Ala% (HbF%)
[No.2 Component] | Ala% Alb% (A0%)
[No.3 Component] | Alb% F% (HbA2%)
[No.4 Component] | F% LALlc% (HbD+%)
[No.5 Component] | LA1c% SA1c% (HbS+%)
[No.6 Component] | SAlc% A0% (HbC+%)
[No.7 Component] | A0% H-V0% (Reserve)
[No.8 Component] | (Reserve) H-V1% (Reserve)
[No.9 Component] | (Reserve) H-V2% (Reserve)
[No.10 Component] | T-Al T-Al (Reserve)

Whileit ispossible to use settings that do not specify the specimen ID in the GHb
unit, the HLC-723RP Reporting Program requires the use of barcodes when
issuing specimen queries. This makes it essential those specimens | Ds (bar codes)

are used.

Please make the number of characters of [No.1 ~ No.10 Component] into five

characters.
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3) Reserved record (Glu Results

Information Character | Description
count

[Resultl D] 1 R

[Result C

Discernment I D]

[Effective flag] 1 O=invalid, 1= valid

[Device I D] 2 No. used to identify device (00=GHbl, 01=GHb2,
02=Glu, 03=manual upload)

[Specimen I D] 20 Aligned left and filled in with spaces if maximum digit

count not used. Zero suppressing not used.

[Patient 1D] 13 Aligned left and filled in with spaces if maximum digit
count not used. Zero suppressing not used.

[Analyte no.] 4 0101= glucose,0303=urine,
C999=control,S999=stat

[Glu result] 10 99999999 (Aligned right), 2 extra digits

[Comment] 4 9999 (Aligned right)

[Verification flag] 2 X0: Verified, X1: reassayed data
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12.3 Request Query Transmission Format

HL C-723RP to Host Computer

Information Character Description
count

G 1 Request query code (fixed as alphanumeric character
G)

[Query item] 2 Reguest query unit (00=GHb1, 01=GHb2, 02= Glu)

, 1 comma

[Specimen | D] 20 Aligned left and filled in with spaces if maximum 20
digits count not used. Zero suppressing not used.
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Host to HL C-723RP

Information Character Description
count

A 1 Order code (fixed as alphanumeric character A)

[Responseitem] 2 Responseitem (00=GHb1, 01=GHb2, 02= Glu)

, 1 comma

[Specimen | D] 20 Aligned left and filled in with spaces if maximum 20
digits count not used. Zero suppressing not used.
Specimen I1D for query set.

, 1 comma

[Patient 1D] 13 Aligned left and filled in with spaces if maximum 13
digits count not used. Zero suppressing not used.

, 1 comma

[First name] 10 Aligned left and filled in with spaces if maximum 10
digits count not used.

, 1 comma

[Last name] 10 Aligned left and filled in with spaces if maximum 10
digits count not used.

, 1 comma

[Sex] 2 00: unknown, 01: male, 02: female

, 1 comma

[Birth date] 10 9999/99/99

, 1 comma

[Comment 1] 20 Aligned left and filled in with spaces if maximum 20
digits count not used. 20 single-byte char acters

, 1 comma

[Comment 2] 20 Aligned left and filled in with spaces if maximum 20
digits count not used. 20 single-byte characters

, 1 comma

[Specimen type] | 2 00=Whole blood, 01= diluted

[Container typg] | 2 00= primary tube, 01= sample cup

[Spar€] 2 (fixed as space)

, 1 comma

[Alc analyte] 2 00= no request, 01= request present

[Spar€] 6 (fixed as space)

, 1 comma

[Type] 2 Normally “ 10"

[ContainerType |2 01= container 1

(Glu)]

[Analyte no.] 4 0101= glucose, 0303=urine, space = not assayed

[Spar€] 2 (fixed as space)

, 1 Comma

[Glu analyte] 2 00= no request, 01= request present

[Spar€] 6 (fixed as space)

, 1 comma

[Spar€] 8 (fixed as space)
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12.4 The actual example of Transmission

"S:" expresses the communication to a host computer from HLC-723RP, and " R:"
expresses the communication to HL C-723RP from the host computer.

Query of GHb

S:.<STX>G00,05410469029 <ETX>

R: <ACK>

S:<EOT>

R:<STX>A00,05410469029 ,0000011978293,L astName ,FirstName ,01
, , , ,0000 ,01 ,10010101 ,00 , <ETX>
S.<ACK>
R:<EOT>

Transmitting result of GHb

S:<STX>RA 0005410469029 091800050000011978293L astName
FirstName 01 <ETX>

R:<ACK>

S.<EOT>

S:<STX>RB10209180005 0.0 0.4 0.9 0.3 1.9 5.092.1 0.0 0.0 6.4 1.0000
0.0000 1.0000
0.0000aaaaaaabbbbbbbcccccccdddddddeeeeeeef 0005410469029

<ETX>

R:<ACK>

S.<EOT>

S:<ST X>RC00005410469029 0 <ETX>

R:<ACK>

S.<EOT>
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This manual may not be reprinted or copied in whole, or in part without written consent
of TOSOH CORPORATION. The contents of the manual are subject to change without

notice.
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