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Safety Notes

1 Caution on Electromagnetic Wave Interference

1.1 Electromagnetic Wave Interference given by MAGLUMI® to other Equipment

The use of the MAGLUMI® Analyzer may interfere with radio
and television reception.

Use the cables attached at the installation for connection between
the devices in the system. The proper use of the specified cables
minimizes Electromagnetic Wave Interference.

Installation and service of the system or changes in the
installation may never be performed by persons not authorized by
SNIBE, especially never connect devices in the system with
movable multiple plug sockets.

However, there is no guarantee that the MAGLUMI® Analyzer will
not cause Electromagnetic Wave Interference.

a.  When the MAGLUMI® Analyzer may be the cause, turn off the
power of this Instrument and check radio and television reception.

b. Ifitis improved, the MAGLUMI® Analyzer probably is the cause.

1.2 Electromagnetic Wave Interference that may be given to the MAGLUMI® Analyzer

If the MAGLUMI® Analyzer is used near equipment that generates
strong electric and magnetic field, noises may enter the Instrument
to affect the performances and functions.

Use the cables attached at the installation for connection between
the devices in the system. The proper use of the specified cables
minimizes electromagnetic wave interference.

Installation and service of the system or changes in the
installation may never be performed by persons not authorized by
SNIBE, especially never connect devices in the system with
movable multiple plug sockets.

However, there is no guarantee that the MAGLUMI® Analyzer will
not be affected by Electromagnetic Wave Interference.

When some equipment may be the cause, turn off the power of
the equipment and check the functions of the MAGLUMI®
Analyzer.If they are improved, Interference from the equipment is
probably the cause.

Try the following to correct.

a. Move the MAGLUMI® Analyzer further away from the
equipment that may be the cause.

b. Connect the power cord of the MAGLUMI® Analyzer to an
outlet that is on a different circuit from the equipment that
may be the cause.

c. Check that the other equipment, which is connected with this
Analyzer, is not affected by Electromagnetic Wave Interference.
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2 Installation, Movement, and Service

Installation and service may only be performed by Service
Engineers of SNIBE or Technicians authorized by SNIBE, or
performed under the supervision of them.

For the installation, Customers or Users should make preparation
that satisfies the installation and working conditions referring to the
Instruction Manual.

When moving the MAGLUMI® Analyzer after the delivery, contact
SNIBE to avoid trouble related to the movement.

Make sure to use only equipment such as printers or screens,
which have been released by SNIBE. A complete system check-up
has to be performed after changes in the MAGLUMI® Diagnostic
System.

3 Other Cautions

3.1 Handling Chemical and Samples

When performing analysis by using the MAGLUMI® Diagnostic

System, Customers or Users should handle, keep, or process the
chemicals and samples following the specified regulations etc. on
their own responsibility following the suitable national regulations.

Follow the indications of each legal Manufacturer about handling,
keeping, and disposal of reagent, standard solution, and sample
for precision control.

3.2 Change of Operating Instructions

The contents of this Operating Instructions are subject to
change without previous notice. Please get information on the
actuality by Your Sales Representative.

4 Principles for safe Use

Before starting use of the MAGLUMI® Diagnostic System, read
carefully the following Explanation for safety, and understand
the contents completely.

4.1 Intended use / Intended Purpose

The MAGLUMI® Diagnostic System measures chemiluminescence. It
is intended strictly for professional In-vitro-Diagnostic use. It is to be
used only with Chemiluminescence Immunoassays, authorized by
SNIBE for the MAGLUMI® analyzer.
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4.2 Common Cautions for Safety

/N
/N

The MAGLUMI® Diagnostic System is to be used only by
Professional Users.

Operate the Instrument following the indications and procedures
described in Operating Instructions for the MAGLUMI® Analyzer.
Follow all warnings, cautions, and notes indicated on the
MAGLUMI®AnaIyzer and in the operating Instructions. If not,
human injuries or damage to Instrument can be caused.

Caution on Safety is displayed by "Caution” or alert symbol as

follows.

There is potential danger that can cause death or serious
deterioration of the state of health of the patient or the user.

CAUTION

NOTE

There is a potential danger that can prevent the instrument
from intended use or intended purpose.

There is a potential danger not related to human safety directly
but to create inconvenience in the use of the system.

Information needed to use the device safely and properly,
especially taking account of the training and knowledge of the
potential users

When using reagents or chemicals, ventilate the room well on your
own responsibility. If not, trouble on health can be caused.

For keeping safety, do not modify the MAGLUMI® Diagnostic
System, do not change the components or accessories, do not use
parts either than the specified, and do not remove the safety device.

Installation at the delivery is performed by Service Engineers of
SNIBE or Technicians certified by SNIBE, or performed under the
supervision of them to offer a safe and precise Analyzer.

Do not perform operation and function not described in the Operating
Instructions. If trouble occurs on the Diagnostic System, contact
SNIBE, or Sales Agent.

Cautions indicated on the MAGLUMI® Diagnostic System, in
Operating Instructions are prepared after careful examination;
however, phenomenon beyond prediction can occur. When
performing operation and maintenance, not only follow the
instructions, but also pay attention always by yourself.
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5 Danger of Fire

5.1 Handling with Flammable Chemicals

When using flammable chemicals such as organic solvents, there is
ihi the possibility of catching fire.

For keeping safety, only use wash buffers, starter reagents

and diagnostic kits approved by SNIBE to assure not using
flammable chemicals in the working process.

This instrument is not explosion-proof type. Do not use organic
solvent in the direct surrounding of the analyzer whose ignition point
is lower than 65°C.

6 Danger of Explosion of Flammable Vapor

6.1 Handling with Flammable Chemicals

When flammable chemicals such as organic solvents are used in the

laboratory, there is the possibility of rising vapor concentrations
exceeding the explosion limit concentration, explosion can be
caused.

When using chemicals in the laboratory such as organic solvent,
which are flammable and easy vaporized, take care of leakages and
puddles, and ventilate the room sufficiently.

For keeping safety, only use wash buffers, starter reagents
and diagnostic kits approved by SNIBE to assure not using
flammable chemicals in the working process.

This instrument is not explosion-proof type. Do not use organic

solvent in the direct surrounding of the analyzer whose ignition point
is lower than 65°C.

7 Danger of Electric Shock

7.1 Electric Shock caused by touching the Analyzer Inside

replacing parts, cleaning etc., turn off the power, disconnect the

When removing Cover of the MAGLUMI® Analyzer to work for
A Power Cord without fail.

7.2 Electric Shock caused by Improper Grounding

Use Power Cable furnished with the MAGLUMI® Analyzer. Use of
Power Cable other than the specified one can cause Electric Shock.
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8 Deterioration of users state of health

8.1 Injury to Hand caused by Needle or Mechanism

VAN

While running the Analyzer, do not insert your hand or anything into
the Apparatus, your hand, finger or arm can be injured

Capped sample tubes can cause a crash of the needle , therefore
make sure to uncap all sample tubes before the sample racks are
introduced into the MAGLUMI® Analyzer. If a needle crash occurs,

the procedure defined in the Chapter “Sample Station” is to be
followed.

Cleaning and disinfecting actions can cause injuries by the needles,
therefore cleamng and disinfecting work is to be done only if the
MAGLUMI® Analyzer is not into service.

The Cleaning and Disinfection Procedure in this Operating
Instructions are strictly to be followed.

8.2 Laser Burns caused by Barcode Reader

/AN

The Laser Beam of the Barcode Reader can deteriorate vision of the
human eye, if the beam is focused on the retina.

While loading the Reagent Modules or the Patient Sample Racks into
the MAGLUMI® Analyzer, make sure to never look into the Laser
Beam of the Barcode Reader.

Fig. 8.2-1 Laser Beam Warning at the Sample Loading Area

8.3 Chemical Burns caused by Reagents

/A

The chemical substances included in the Starter Reagents can cause
chemical burns when coming in direct contact to the skin.

Before the Starter Reagents are handled or loaded into the Analyzer
the package information for the starter reagents (MAGLUMI Starter
Kit) is to be read thoroughly and followed by the user.

For keeping safety, only use wash buffer and starter reagents
approved by SNIBE. Loading the Starter Reagents it is
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essential to ensure correct connection to starter 1 and starter
2.

Different Starter Systems can cause chemical reactions leading to
chemical burns and other deteriorations of health. Loading new
Starter Reagents may never be pooled.

Fig. 8.3-1: No-Pooling Warning Labels on Starter Reagent housing

=g . T ———

8.4 Infections caused by Patient Samples

/AN

The patient samples included in the Sample Tubes can be potential
infectious and therefore can deteriorate health of the users.

The reaction modules come into contact with the potentially
infectious material of the patient samples, therefore the reaction
modules are to be disposed of in the installed MAGLUMI® Waste
Bag to avoid contact with the modules and the potentially infectious
material.

The waste liquids are containing potentially infectious material of
the patient samples; therefore these liquids are to be disposed
according to the domestic requirements.

Cleaning and disinfecting actions can cause injuries by the needles,
therefore cleaning and disinfecting work is to be done only if the
MAGLUMI® Analyzer is not into service.

The Cleaning and Disinfection Procedure in this Operating
Instructions are strictly to be followed.

Operating instructions
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For keeping safety, the laboratory has to follow the national rules and
standards for biological laboratory safety and quality control
measures in diagnostic laboratories.

Fig. 8.4-1: Warning Labels on Waste Bag housing
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9 Affected processing of MAGLUMI® Diagnostic System

1. For keeping safety and correctness of the MAGLUMI®Diagnostic
System the Daily Maintenance and System Test with Visual
inspection of needle is to be performed by the user every
morning and after each exchange of starter reagents.

Additionally the Routine weekly maintenance must be performed by
user according to the Operating Instructions.

2. For keeping safety and correctness of the diagnostic results, the
laboratory has to use MAGLUMI®Controls according to their
Information of Use.

3. The Information of Use of the used Diagnostic Kits are to be
followed. The MAGLUMI®Diagnostic System may only be used
under the working conditions defined in this Operating Instruction.

The detailed cleaning instruction in the Operating Instructions are to
be followed strictly inclusively the choice of disinfectant.

4. Safe and intended function of the MAGLUMI®Diagnostic System
can only be expected with the use of cuvettes, integrals,
disposals and other acessories approved by SNIBE

5. Pooled Starter Systems can cause higher uncertainties in the
creation of the diagnostic results; therefore, Starter Reagents
may never be pooled.

6. Kits with different Starter Reagents may never be mixed on
board of the MAGLUMI®Analyzer.

7. For keeping safety and correctness of the diagnostic results only
new and non contaminated cuvettes may be used.

8. The Handling and Routine Maintenance of the Tubing System
with bleeching liquid is to be done according to the MAGLUMI®
Operating Instructions.

9. All produced diagnostic results should be validated by the
responsible person in the validation menu of the MAGLUMI®
Analyzer before release.

9.1 Common Cautions for Sample Station

/A

1. For keeping safety and correctness of the diagnostic results only

in the Operating Instruction defined Sample Tubes for the applied
racks may be used.

2. The described loading and unloading procedure (never before

green LED is glowing) in the Operating Instruction are to be
followed.

3. The position of Sample Tube is never to be changed after loading.

9.2 Common Cautions for Reagent station

/N

1. The description of the Integral handling before loading and the

correct loading procedure in the Operating Instruction is to be
followed.

2. For keeping safety and correctness of the diagnostic results the

described handling and never to change the analyzer is to be
followed with once opened Integrals.

3. The upgrade of a Method File may only be realized according the

procedure in the Operating Instruction.

Operating instructions
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9.3 Common Cautions for Starter Reagents

1. For keeping safety of the users be sure to avoid spilling of
Starter Reagents which can create harm because of their
acidity.

2. The instructions in the Operating Instruction for Starter storage,
handling (potentially infectious), installation and operating
conditions, inclusive the expiry date for onboard stability must

be realized.

3. For keeping safety, the Starter Covers are always to be closed
after loading according to the Operating Instruction.

4. The formation of air bubbles is to be avoided.

5. The correct positioning of starter reagents container is to be

assured.

6. The handling, maintenance and daily control of storage
containers of Starter Reagents must be realized according to
the Operating Instruction.

Page 10 Operating instructions



Safety Notes

9.4 Common Cautions for Waste Bag

/A

For keeping safety, only Waste Bags approved by SNIBE. may
be used

The instructions for loading, handling and disposal of Waste Bag,

in the MAGLUMI® Operating Instruction are to be followed..

Take care about the Waste Bag and make sure to empty it in
time avoiding process interruptions

9.5 Common Cautions for Wash System

/A

Use only MAGLUMI® System Liquid concentrate for the
preparation under ambient operating conditions in containers
approved by SNIBE

For keeping safety, never use freshly prepared System Liquids,
but never use after defined expiry date for onboard stability.
Only degassed System Liquids are to be used.

The handling and maintenance requirements of Wash Buffer
system and Wash Station inclusive description of cleaning
process are to be followed.

Operating instructions
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9.6 Common Cautions for Computer system and Software

Never install Software not released by SNIBE

1. For keeping safety and correctness of the diagnostic results
each Laboratory has to define a hierarchie of Access Rights for
the MAGLUMI® Diagnostic System.

2. The instructions on “Host Connection” in the MAGLUMI®
Operating Instruction are to be followed.

3. The Host Program is not a device manufactured and therefore
not checked for compatibility with the MAGLUMI® Diagnostic
System under the responsibility of SNIBE

There does no warrantee against data safety corruption exist.

10 Working Conditions of MAGLUMI® Analyzer

Operating voltage: Alternating voltage
a.c.100V-240V
Frequency
50Hz / 60 Hz

Power input: MAGLUMI 600 350VA
MAGLUMI 800 630VA

Compliance is required with the following ambient conditions
during operation of the MAGLUMI®AnaIyzer:
+ Application within buildings (not for outdoor use)

Temperature ranges:
» Equipment safety maintained in the range
-20°C - 55°C
+ Reliability of measurements maintained in
the range 10°C - 30°C

11 Warning Labels on MAGLUMI® Analyzer

Watch out for the laser
This sign is located in the area with laser beam to the danger of the laser beam. It is on

The shell of the machine
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Laser window

This sign is located in the window of the machine with laser beam shooting out.lt is in
The right side of the interior of the sample area

£\

m
Watch out for infection

This sign is located in all area of the machine involving risk of biological infection to remind the
people around. It is on

The frontage of the waste container

The frontage of the waste tank

The right side of the sample area

The up side of the reagent area

Warning infection

Watch out for safety

This sign is located in the area where it is easy to get hurt to remind the safety.It is on
Below the hinge in the middle of the main support

Interior of the reagent area

Interior of the sample area
Warning danger|
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Watch out for the movement of moving component

This sign is located in the moving part of the machine to remind not touching the moving
component during operation. Itis in

The frontage of the pipetting arm

Do not actuate
during operation

Watch your hand

This sign is located in the component with squeezing moving part to remind the danger of
clamping hand. It is on

The plate covering the pipetting area

B

IWarning hands pinching

Watch out for corrosion

This sign is located in the area of the machine where the corrosive subjects are placed or it is
easy to be contaminated. It is on

The interior of the system liquid area(M600)

The central position of the starter area(M800)

4

‘ Warning corrosion

Page 14 Operating instructions



Safety Notes

Don’t mix up
This sign is located in the area where the solution is placed to remind not mixing up the solution

together. Itis on
The interior of the system liquid area (M600)
The bottle of the starter

This way up

This sign is to remind the direction of the package should be upright during transport. It is on
The frontage of the package

The frontage of the wooden box

M 1

Keep away from rain

This sign is to remind keeping the package from rain during transport. It is on
The frontage of the package

The frontage of the wooden box

Fragile

This sign is to remind fragile subject inside, moving carefully. It is on
The frontage of the package

The frontage of the wooden box

Operating instructions Page 15



Safety Notes

Rolling is forbidden
This sign is to remind not rolling the package during transport. It is on

The frontage of the package
The frontage of the wooden box

Breaker instruction(M800)
This sign and those words like FUSE:F6AL 250V Don't cut off power when refrigerating the

reagent. It is on
The above of the main switch.

FUSE:FGAL 250V
Don't cut off power

when refrigerating
the reagent

- |Warning danger]|

Watch out for your safety when opening the cover(M800)
This sign is to remind not opening the cover when the machine is working. It is on

The positive side of the handle on the cover

Don't open the
cover when analyzer
working

. |Warning danger|

Warning for electric shock(M800)
Pay attention the words on the sign. It is on
The top right side of the shell on the back side of the machine

To aviod electric shock,do not open
theshell.For service,please contact
our company or the authorized

professional personnel.

Warning electric shock]
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Chapter 1 Intended Use

1.1 Authorization

The user manual and the operation of the MAGLUMI®
Chemiluminescence analyzer are to be used by authorized
personnel only.

The user manual is intended to used for MAGLUMI® 600 /800
chemiluminescence analyzers

1.2 Notation
To facilitate the use of this handbook, the following repeatedly
occurring symbols will be used:
Names of dialog boxes, options and queries in dialog boxes are
printed in bold and setin[ ].
Example:
Menu [Definitions], dialog box [Definition], [Name],
[Password]
Inscriptions of switches are printed in bold and set in < >,
Example:
<OK> <Add>
Entries made by the user are printed in bold and setin “ ”.
Example:
[Sample volume] “2" [ul]
This makes it possible to distinguish quickly between the three most
important functions when operating the program:
Program defaults []
Icon (button) inscriptions <>
User entries v
Caution on Safety is displayed by "Caution" or alert symbol,
letterform is in bold and italic
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Measuring Principle

2.1 Test procedure 1-step assay

Incubation

=
2
=
2
@
o
=

A 1-step assay refers to a test or assay that has:
+ lincubation sequence (the time of incubation may range
depending on the assay).
+ 1 wash sequence (the amount of washing for this sequence is
assay dependent).
Most assays that are 1-step have an average incubation time of 10
minutes. Fig. 2.1 -1 is only an example. Pipetting sequences are also
assay dependent.

Fig. 2.1-1: Example of test procedure “1-step assay”
Magnetic ABEI FITC Sample,

@l G

L‘,-:“-‘.'.... afuly

c 10 min -l“"i ‘?;ﬁ
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Bound / Washing / Free separation
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Measuring time 3 s
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2.2 Test procedure 2-step assay

A 2-step assay refers to an assay that has:
« 2incubation sequences (the time of incubation may
range depending on the assay).
+ 2wash sequences (the amount of washing for each
sequence is assay dependent).
Most assays that are 2-step have an average incubation time of 10
minutes each. Fig. 2.1.2-1 is only an example. Pipetting
sequences are also assay dependent.

Fig. 2.2-1: Examples of test procedure “2-step assay”
FITC Assay Buffer Sample,
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2.3 Measuring Function description

* The chemically emitted light is measured by a selected high-
sensitive, low-noise photo multiplier [PMT]. The linear
measuring range of the photo multiplier is 300 - 650 nm. The light
peak of the chemiluminescence is emitted at a wavelength of 420
nm.

» The PMT is operating as an ultra-fast photo counter. The pulses
are amplified by a rapid electronic amplifier. A circuit, which
suppresses the PMT signal-noise is also implemented in the
PMT box.

* Not the number of counts, but the Relative Light Units [RLU]
are used as units of the measurement for the raw data, which is
then multiplied by the RLU factor, that allows the compensation of
the inevitable, individual fluctuations of the cathode sensitivity of
the PMT.
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2.4 Measuring principle

« After the last wash cycle has been completed, the reaction
module is transported into the measuring chamber.

* When the first cavity of the reaction module reaches the
position under the injection head, starter reagent 1 will be
injected into the first cavity.

« After a pump delay time of 2.5 sec the starter reagent 2 will be
injected into the same cavity to start the chemiluminescence
reaction.

» After the measuring delay time of 0.1 sec, the measuring signal
is obtained and integrated over the measuring period of 3.0 sec.

Fig. 2.4-1: MAGLUMI® Kinetic curve

MAGLUMIE® Kinetic Curve
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Measuring Principle

2.5 Calibration

Data reduction is performed using a master curve with 2-point
recalibration.

The starting point of data reduction is the master curve, stored in
RFID Tag of the reagent kit..

To compensate differences between reagent lots, different
analyzers and environmental conditions, assay calibration must
be run and validated according to the indications reported in the
assay Instructions for Use (indications may vary per assays).

The measuring signals of the calibrators allow the shift of all
master curve points to a working curve, corresponding with the
actual conditions during measurement.

* The stored master curve is generally defined with 10 master
curve base points.

+ Two calibrators with defined concentration values are measured.
These measured signals (RLU) are compared with the master
curve signal of the corresponding calibrator concentrations.

+ The relative difference between the measured RLU and the
master RLU of the calibrators is calculated and a linear
extrapolation is performed between the recalculated RLU (Y-
axis)and the logarithmic (Log) concentrations (X-axis).

* Based on appropriate compensation factors, a re-adjustment
of the master curve points is made in order to achieve, by a
“cubic spline function”, the working curve.
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Fig. 2.5-1: Calibration concept: example
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For keeping safety of the diagnostic results, quality control
measures are to be realized, such as routine controls or
calibration issues, which are defined in this Operating
Instruction.
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Chapter 3

System description

3.1 An overview of the system components

The MAGLUMI® 600/800 Analyzer is a system consisting of
the following components:

* Analyzer

* LENOVO PC

* System operating software (based on Windows application)
* Connecting cable and connecting hoses

* Consumables

* Supply and waste containers

Fig. 3.1-1: The system components.
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Fig. 3.1-1.1: The MAGLUMI 600 analyzer.

Fig. 3.1-1.2: The MAGLUMI 800 analyzer.
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Fig. 3.1-2: The system internal assemblies MAGLUMI 600
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Fig. 3.1-2.1: The system internal assemblies MAGLUMI 800
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3.2 Analyzer

The MAGLUMI® 600/800 Analyzer is a fully automatic system, whose
operation is timed in cycles. A differentiation is made between the
machine cycle (duration of the processing of a reaction module) and
the microcycle (1 machine cycle corresponds to 7 microcycles).

The bottom bar on the screen shows the cycle that the analyzer has
currently reached (e.g. 66:4 = machine cycle 66, microcycle 4) and
the analyzer status. Some displays that describe the analyzer status
are for example:

* Active Analyzer active. Tests are being processed.
* Priming Analyzer fluidic systems are being flushed.
* Finished All actions are ended.

The most important components and operation of the MAGLUMI®
600 Analyzer

Fig. 3.2-1: Schematic diagram of the components of the MAGLUMI®AnaIyzer (view from above without
cover and pipetting units).

Wash station (pip. Needle] Waste bag for cuvettes
Electronics Pump
VT T Y R P — hMeasurement
- _ 1 Chamber
_____________ . Starter
L ______-: ) Pusher Pumps
‘ Incubator . —
— Wash
Pumps
1 i
Reagent Area RFID reader Wash liquid Waste tubing
connection
Sample Area
Electrical/electronic
Barcode reader Starter reagents

connections

Pipetting area:

Page 3-6 Operating instructions



Chapter 3

System description

a) 1st pipetting (also called left pipetting position)
b) Pipetting for 2-step assays (also called right pipetting or mixing
step)

Waste Tube connections:

(1) Waste liquid (from pipetting system)
(2) Waste liquid (from Washer)

Electrical / electronic connections:

Serial interface

Power connection
Power switch (main)
Power switch (deputy)

PN~

In the operating condition, the components are secured by covers
and only the reaction module loader, the Patients and Reagents
stations as well as the pipetting units are visible. A sheet of Plexiglas
at the

front of the analyzer provides protection against injury and prevents
manual intervention during the automatic process.

Before shutting down the system for long periods
If the system is to be shut down for a lengthy period, refer to chapter
4 for detailed instructions.

After the system has been shut down for a lengthy period

In order to ensure that the analyzer will operate error-free, we
recommend that you switch the system on 1 hour before the first
measurement to allow the photomultiplier (measuring chamber) to
stabilize, and enable all temperature-controlled areas to operate
uniformly.

Before starting up the analyzer, see chapter 4 for detailed
instructions.

Operating instructions
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3.2.1 Patients and Reagents station

/AN

Fig. 3.2.1-1: An example of the sample rack for 8 samples

CAUTION

The Patients and Reagents station is accessible from the front via a
swivel flap.

Opening the flap automatically loads the Patients and Reagents-
loading dialog in the operating software. Since the temperature of
Patients and Reagents station refrigerated area which is kept within 8
— 15 °C, the flap is required to close after loading sample rack or
reagent.

The Patients and Reagents station contains 2 guide rails for
sample racks and a light-emitting diode (LED) for each track on
the rear panel.

LED green: Track empty or sample rack already processed.
LED orange: Track currently processing and not yet finished.

Sample rack

Once a orange LED is lit for arack in the sample area, do not
pull out the sample rack or change any sample positions.

i

ng and operating the sample rack

Ensure that you fill the sample rack correctly by placing the

sample tubes upright in the sample rack. The liquids to be

pipetted must be free of foam and bubbles on the surface to

ensure correct pipetting.

On the user side, the sample rack has a handle and on the equipment
side a stud for mechanical locking. Take hold of the rack by its
handle, insert it into the guide rail, and slide it into the sample station
up to the limit stop. Engagement of the rack is audible and
perceptible. The software detects when the sample rack is correctly
inserted and displays this on the monitor screen.

When using barcode labels, ensure that the barcode labels
face towards the right (open side of the rack) when loading.
Otherwise they cannot be properly read.
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ig. 3.2.1-2: Patients and Reagents station.

Sample loading dialog

When a sample rack is correctly inserted, this is recognized by the
operating software and displayed on the monitor screen. When
barcode labels are used, the IDs of the patient samples are sent to
the computer and automatically displayed in editable entry fields in
the sample-loading dialog. Additional patient data can be
automatically called up from a host computer or entered manually.

If no barcode labels are used, enter the data in the editable entry
fields manually using your work list.

Only supplied, MAGLUMI® 600/800 approved sample racks may
be used.

The use of unauthorized rack types are forbidden and may
cause damage to the analyzer!

Refrigerated function of the Patients and Reagents Area
Reagent cooling (8-15°C) with independent power swith

Operating instructions
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The reagent station is closed at the top with a transparent Plexiglas sheet
provided with holes for the pipetting needles.

Fig. 3.2.1-3: Reagent Integral

clamp Seal Handle
L y I y I y
o
ID Tab
Magnefic particle
agitationn device

The reagent station contains 4 tracks for Reagent
Integrals(9 tracks for Maglumi 800). An integral is a plastic mold
that contains all reagents required for any given assay(up to 7
containers/vials). The first vial of each Reagent Integral
contains the magnetic particles, which are held in suspension
by a rotating gear rack when the analyzer is switched on

A RFID Tag ,storing all the reagent data, is located on one
side of the Reagent Integral .The information can be read by
RFID Reader or be entered by hand.

The handle for inserting and removing the integral from the
reagent area. The clamp for correct position holding of integrals
inside the reagent area.
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Fig. 3.2.1-4: Patients and Reagents station with 2 sample tracks
and 4 tracks for Reagent Integrals MAGLUMI 600.

Fig. 3.2.1-5: Patients and Reagents station with 5 sample tracks and 9 tracks
for Reagent Integrals MAGLUMI 800

Operating instructions Page 3-11



Chapter 3

System description

Operating the reagent station:

Open the swivel flap of the reagent station only briefly for loading
purposes to maintain the refrigerated ambient of the reagent station.
Remove the protection foil from the Reagent Integral. When the RFID
Tag is put near the sensing area of the RFID reader ,a "tick” soundsas
it has been read correctly

Take hold of the Reagent Integral (prepared according to the
manufacturer’s instructions) by its handle and slide it into the selected
reagent station track. Insert the integral up to the limit stop. A correctly
inserted integral is recognized by the software and displayed on the
monitor screen.

Always allow the Reagent Integral to remain in the reagent station for
a minimum of 30 minutes before use. During this time, the magnetic
particles in the analyzer will be automatically set in motion and
completely re-suspended.

Before using the Reagent Integrals, read the IFU (instructions
for use) provided in the reagent package (storage, preparation)!

Patients and Reagents loading dialog

The tracks (1-4) on MAGLUMI 600 (tracks1-9 on MAGLUMI 800) for
Reagent Integrals are displayed in the [Patients and Reagents
Loading] dialog. Each track occupied appears as a button and bears
the assay name of the Reagent Integral and the number of remaining
determinations. The calibration status is displayed by two colored
windows.

When an integral is properly inserted, it is recognized by the
operating software and displayed in dark gray on the monitor screen.
The reagent data are sent to the computer and automatically
displayed in entry fields in the [Patients and Reagents Loading]
dialog.If the reagent data is not recognized (the button of the integral
bears the designation [Error]. It is also possible to enter the data in
the editable entry fields from the label inscription.

Integrals, which have been previously loaded and are loaded again,
are recognized by the system and checked.

Fig. 3.2.1-6: Patiens and Reagents loading dialog for Maglumi 600
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. 3.2.1-7: Patiens and Reagents loading

for Maglumi 800
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3.2.2 Barcode reader and RFID reader

3.2.2.1 Barcode reader

VAN

The barcode reader is a laser beam. Never look directly into
thebarcode reader, as this can damage the eyes!

The barcode reader is located between the Patients and Reagents
stations. Upon opening the flap of the sample station, the barcode
reader switches on automatically.

Upon inserting a sample rack, the sample rack type and the barcode
labels on the test tubes are read automatically. The rack inserted is
indicated on the screen in the [Sample Loading] dialog

and the sample identifications are transferred to the rescpective entry
fields.

The Requirement of barcode printing:

Ranae of Need for
Type Of Dgta check Barcode Barcode | Recommended | Recommended
Encoding digit Width height width height
length
(y/n)
Code128 1-25 0.3mm-
IEAN128 characters Y 0.8mm N/A 0.33mm 10mm
Code39 1-25 N 0.3mm- N/A 0.33mm 10mm
characters 0.8mm
Codabar 1-25 N 0.3mm- N/A 0.33mm 10mm
characters 0.8mm
Code93 1-25 Y 0.3mm- N/A 0.33mm 10mm
characters 0.8mm
Code 8 0.3mm-
UPCAJUPCE | characters Y 0.8mm N/A 0.33mm 10mm
Code EAN 8or13 0.3mm-
8/13 characters Y 0.8mm N/A 0.33mm 10mm
Code2/5 2-24 0.3mm-
Interleaved | characters N 0.8mm N/A 0.33mm 10mm
The width of barcode’s black area is at least seven times of thewidth of the barcode

When your type of encoding is Code39, Codabar or Code2/5
Interleaved, the barcode reader couldn’t recognize the check digit,
In this case ,the wrong information will be read.

So if you have print your barcode with a check digit, Follow

the steps below :

Page 3-14
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1. Double click the
password : snibe923

Login

icon on the desktop to and input the

[ ] [ o= |

Then open the [Maglumi 600 Service] dialog

Haglumi 600 Service

Pipettor Misc.

|C00rdinate5§‘ l Wash l l LLD l [ Initialize ] ILowLeveIl I Globals l l Macro l

Chamb Transg|

Chamb Lift

Transport

Sample Load [ Back Trans ] l Pusher I
Incubator

Backup/Restare ] l Language l RolBack I l About l [ Para ] B%Qurt ]
Emergency
Time Transfor Massage e
10:12:07 —-=B2 04 00 CO FF 3B B2
10:12:09 —-=B2 04 00 CO FF 3B B2
10:12:11 —>B2 04 00 CO FF 3B B2
10:12:13 —->B2 04 00 CO FF 3B B2 -
COM Status: o) PLC Status: @

2. Press the <Globals> icon to open the [Globals] dialoi

l S ] l Ref d l Min value cuv. 147500
Measure delay | 10 |
[ Shiaker ] [ Plateau Delay 2. inj A |55
Cancel
D/A highvalt [180 |
Background [ Barcode T :
.. Wash pump speed (3500 |
Iuriteparam SR
Shaker speed I 21 |
Meas.cuy, f
Help s
RLU factor 1100
Errorcard Standby para. | |
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3. Press the <Barcode> icon to open the [Barcode] dialoi
Barcode

Barcode Setting

Barcode Type i.Cot:l_e 128 il CheckSum

Barcode Type ICaﬂe_g_E.i_l CheckSum

Barcode Type :.UPCA;'LIPCE CheckSum

Barcode Type [Eana/EANL3 | checksum

Barcode Type LEAN;‘LIPC _. CheckSum

Barcode Type i.Code 39 Checksum |E|
l_['é’u'riteParam Barcode Type i.Cot:l_a_bar il CheckSum |it_|

Barcode Type !W:! CheckSum E:

4. According to your type ,change the corresponding value of the
<CheckSum>

3.2.2.2 RFID Reader

When the RFID Tag side of the reagent kit faces the sensing area of the RFID
reader within 30mm, the RFID Reader will beep once signifying a correct
reading.Then choose an unoccupied lane to insert the reagent kit and the
information will be shown on the [Reagent loading] dialog

A When there are some reagent kits to be loaded,the procedure
should be operated by the steps above one by one'!
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3.2.3 Pipetting system

The aspiration and dispensing of samples and reagents is carried out
by one pipetting unit with special Teflon coated pipetting needle.

pipetting unit

Used for patient samples, controls, sample diluent and
calibrators .Also it is used for reagent.The pipetting needle is
primed/cleaned in wash station

The pipetting unit is software-controlled and automatically
positioned in the appropriate pipetting area.

Fig. 3.2.3-1: Pipetting needle for pipetting unit

To ensure correct aspiration, the liquids to be pipetted must
have no foam on the surface!

Clot detection

The left pipetting unit contains a special system allowing clots to be
detected in patient samples. Upon detection or aspiration of a clot
the left pipetting unit moves immediately to the left wash station and
the pipetting needle is then primed/cleaned. The pipetting process of
the right pipetting unit is ended for this determination. The system will
automatically start the next determination. In the event of a positive
clot detection, the sample is flagged in the [Daily Lab-Journal] as a
machine error (*), the note “failed” appears next to the measuring
result, and the sample must be manually restarted.

Operating instructions
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3.2.4 Incubator

Sy¥stem Parameter

¥

@

The reaction modules filled with Patients and Reagents are incubated
according to the assay requirements in the incubator at 36.8°C +
0.5°C. The incubator has 10 receptacles for the reaction modules.
Loading, incubation time are controlled via the software and
dependent on assay type.

Deviations in temperature are signaled on the monitor screen
automatically via an icon.

Status and warning display on the monitor screen

'ﬂc

The icon (thermometer symbol) is responsible for all temperature
parameters of the system and thus also for the incubator temperature

This icon combines two functions:

a) Warning display with ‘traffic light’ function

The color of the thermometer on the icon changes according to status:

Green All temperature & voltage parameters are OK

Red One or more temperature or voltage parameters are
outside the defined range. Press the icon and check
which temperature is outside the specified range. Notify

customer service.

b) Status display
The existing temperature and voltage parameters of the system are
displayed in the [System Parameter] dialog box by pressing the icon.

Fig. 3.2.4-1: [System Parameter] dialog box

“Hipply vokage Temp Linit Temperature
+ 244 24.07 | ¥ Ok Incubator 535-5? | o
b i |
+ 15 |15-|33 Y OOF BackTran o
e Incubload [32.93 | o
-15y (1504 | I. :
: . Reagent |10.71 | =c
[5.00 ' — :
L . Sample |22.70 o
T '4'98 l i Air Temp, .22'?0 | o
Shaker Speed
Message
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3.2.5 Washer

The reaction modules are washed in the washing system (washer)
where excess reaction compound is aspirated. Three independently
controlled injection pumps administer the wash liquid to three
separate dispensing (injection) probes. All pumps operate with a
constant volume of 400 pl.

The three aspiration (suction) probes (located beside the dispensing
probes) are connected to separate tubes, but all function from one
common suction pump. If no reaction module or an empty one is
under the aspiration probe, only air is aspirated.

During transport of the reaction modules in the washer, the probes
are automatically lifted and lowered again for suction. Suction and
lowering are synchronized to limit immersion and contamination of the
probes. All dispensation and aspiration probes are mounted on a
common lifting carriage (Washer lift).

The four height positions of the probes are:

1. Transport position

In this position, the suction needles are lifted only enough to
allow free movement of the reaction module in the washer
channel (one step to the next position).

2. Injection position:
In this position, the injection needles are dipped just below the
surface of the reaction module where wash liquid is then dispensed.

3. Suction position:
In this position, the suction needles drop slowly to touch the base of
the reaction modules while constantly aspirating.

4. Priming position:

In this position, the suction needles are located in the recesses
(priming wells) of the washer transport channel where constant
dispensing and aspiration take place simultaneously.
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3.2.6 Measuring chamber

The chemiluminescence measurement is carried out in the measuring
chamber with the aid of a highly sensitive photomultiplier.

The measuring chamber is sealed from all outside light influences.
Outside the measuring chamber are two independently controlled
injection pumps* for injection of the starter reagents. Each pump
operates with a constant volume of 200 pl. The starter reagents are
injected into the relevant cavity of the reaction module.

The geometrical arrangement of the injector ensures that with the
injection of starter 1, the reagent is injected against the wall of the
cavity of the reaction module.Starter 2 is injected straight into the
cavity of the reaction module. This ensures optimum re-suspension of
the magnetic particles and thus precise measurement of the light
signal generated. After each individual measurement, the reaction
solution is drawn off by suction. After the entire reaction module has
completed the measuring process, it is further transported to the
waste bag.
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3.2.7 Pump systems

NOTE

The MAGLUMI®600/800 Analyzer is provided with a series of
independently operating pump systems, which are needed for the
highly precise requirements of pipetting, washing and suction.

One section of the pump systems is located on the right side of
the system between starter reagent container and reagent area
and is inaccessible to the user:

+ 1 Bypass pump for washing and priming the pipetting needle.

» 3 Injection pumps for the washer.

+ 2 Injection pumps* for measuring chamber injectors.

The second pump section is located in the rear right of the analyzer,
above and beside the measuring chamber and is also inaccessible
to the user:

* 1 Suction pump for the washer.

+ 1 dilutor unit for the pipetting units.

» 1 Suction pump for the measuring chamber.

+ 1 Suction pump for the washing station of the pipetting unit.

The maintenance on these pumps can only be performed by
authorized persons and in accordance to the maintenance
handbook.

Operating instructions
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3.2.8 Cuvette Loader

The cuvette loader is located to the far left of the analyzer. It is used
for the storage of reaction modules ,approximately 30 reaction
modules at one time.

N OT E MAGLUMI 600 does not include the Cuvette Loader.

Loading reaction modules

The loading station for reaction modules is on the left front side of the
analyzer (see Fig. 3.2.8-1).

The reaction modules are placed in and set at right angles to the
transport direction on the stationary conveyor belt. A sensor detects
the presence of reaction modules and immediately moves the belt
to transport the reaction modules into the stacker.As soon as the

conveyor belt stops, the next set of reaction modules may be
loaded.

The Cuvette Loader should be emptied once a month to ensure
CAUTION uniform quality of the reaction modules.

Fig. 3.2.8-1: Loading with reaction modules on Maglumi 800
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3.2.9 Starter reagents

The reagent reservoir contains the starter reagents (MAGLUMI®
Starter Kit) and is located on the right side of the analyzer. The
various positions are marked S1, S2. The numbers “1” and “2” refer
respectively to starters 1 and 2. A level sensor implemented in the
reagent cap monitors the liquid level of the starter reagents
Exchanging the starter reagents will then require flushing with the
<System Test> button in the main menu in order to fill the feed tubes
with reagents (see chapter 13). Due to the fact that the starter
reagents are light sensitive, the reagent container must always be
covered by the provided removable cover.

Fig. 3.2.9-1: Starter reagent container on the right side of the analyzer.

Do not spill liguid in this areal!

Status and warning display on the monitor screen

il

The icon (system reservoir symbol) is responsible for all reservoir
parameters of the system and thus also for the starter reagent volume.

This icon combines two functions:

Operating instructions
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a) Warning display with ‘traffic light’ function
Green Starters reagents are = 20%

Yellow Starters reagents are << 20% .Approximately 20 minutes
after turning yellow. The processing of all reaction
modules currently taking place is completed. The icon will
become Red .And the pipetting of new samples is
stopped or a cycle is not started if there is no more starter
reagent left

In each case, press the icon to check which reservoir is
running out and take countermeasures. There is no loss of

N OTE either reagent or data when the analyzer is stopped by a
system reservoir running out

b) Status display
When the icon is pressed, the dialog box [Status Reservoir]
shows the reservoir of liquids..

Fig. 3.2.9-2: [Reservoir Status] dialog box

System Liguid |

@ Help
Trigger 51 | Trigger 52 |

Exchanging starter reagents
Please refer to chapter 8 for detailed information.

A Danger of chemical burns! Please read the instructions for use
(IFU) concerning the starter reagents

Starter reagent consumption
200 pl per starter reagent per test, i.e. 2 x 200 pl.
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3.2.10 Supply connections for wash / system liquid

The supply connections for wash / system liquid (MAGLUMI® Wash

/ System Liquid) are on the right side of the analyzer.

[System Liquid] for cleaning the pipetting needles and flushing the
tubing system.

[Washing Solution] for washing the reaction module cavities.

The connecting sockets for the volumetric measuring instruments are
also located here. The tube connections and cables go to the relevant
canister covers. These together with the tubes and cables for the
volumetric sensor, form a single unit.

To exchange the liquid, exchange the container or fill up with the
relevant liquid.

Then start the flushing process from the main menu or by means of
the <System Test> button to fill the tubes with liquid.

Fig. 3.2.10-1: drainage tubes for waste liquid on the right side of the analyzer.

The tubes are connected to the equipment with a tube coupling.
Pressing the metal lever down opens the coupling to enable the tube
to be removed.

Status and warning display on the monitor screen

!
The volume status of the wash / system liquid is displayed on the
monitor screen by means of the system reservoir icon (reaction

modules symbol).
This icon combines two functions:

a) Warning display with ‘traffic light’ function
Green wash / system liquid are = 20%

Operating instructions
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Yellow wash / system liquid are << 20% .Approximately 20
minutes after turning yellow. The processing of all
reaction modules currently taking place is completed. The
icon will become Red.And the pipetting of new samples is
stopped or a cycle is not started if there is no more wash /
system liquid left

In each case, press the icon to check which reservoir is
running out and take countermeasures. There is no loss of

N OTE either reagent or data when the analyzer is stopped by a
system reservoir running out

b) Status display
When the icon is pressed, the dialog box [Reservoir Status]
shows the reservoir of liquids..

Fig. 3.2.10-2: [Reservoir Status] dialog box

Eeszervoir 5tatus

System Liguid |

Y- e

@ Help
Trigger 51 | Trigger 52 |

Exchanging wash / system liquid
Please refer to chapter 8 for this information: Supply with reaction
modules and system liquids.

Please comply with the storage and manufacturer’s directions
AUTION included in the instructions for use (IFU) for the wash /system
CAUTIO liquid (MAGLUMI® Wash /System Liquid).
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3.2.11 Disposal

/AN
/N

Reaction modules

The holder for the waste bag (MAGLUMI® Waste Bag) for used
reaction modules is located on the right side of the analyzer next to
the measuring chamber.

It is essential to ensure that the waste bag fits correctly
underneath the reaction module exit, otherwise there is a risk
that the analyzer operation will be interrupted due to blockage
of the next reaction module at the edge of the waste bag

When the waste bag is full, it must be removed from its holder,
sealed with the supplied cover and disposed of.

During testing the reaction modules come into contact with
potentially infectious material and therefore must be disposed
of appropriately with the waste bag

Fig. 3.2.11-1: Disposal of reaction modules
— -

Liquids

The supply connections for wash / system liquid along with the two
drain connections for waste 1 and waste 2 for liquid waste are located
on the right side of the analyzer.

Waste 1 (chemical waste) originates from the measuring chamber
and contains magnetic particles and starter reagents.

Waste 2 (biological waste) originates from the pipetting system and
from the washer and contains wash / system liquid and liquid from the
reaction modules (patient samples, assay reagents).

Operating instructions
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NOTE

Biological waste must be disposed of separately according to

domestic requlations.
Ensure that protective gloves are worn!

Both waste canisters contain volume status monitoring devices. The
waste material status can be called up on the monitor screen with the
<Waste Status> icon.

Status and warning display on the monitor screen

el .

The <Waste Status > icon (volume container symbol) is used to
observe the volume status of the liquid waste containers.

This icon combines two functions:

a) Warning display with ‘traffic light’ function

Green Waste container is = 80% full

Yellow Waste container is between 80 — 90% full.

Red Waste container is between 90 — 100% full.
The processing of all reaction modules currently taking
place is completed.
The pipetting of new samples is stopped or a cycle is not
started if a waste container is full, i.e. the icon is red.

After exchanging the waste bag, it is important to manually
press the reset button in the [Status Waste] dialog box. Failure
to do this can result in the postponing of jobs.

b) Status display
When the icon is pressed, the existing status of the waste
container volume is shown in the [Waste Status] dialog box.

Fig. 3.2.11-2: [Waste Status] dialog box

¥aste S5tatus

Waste Liquid | Reaction Moudles |
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3.2.12 Electrical and electronic connections

The connection to the serial interface (PC system), the power supply
connection and the power switch are located on the left side of the
analyzer.

Fig. 3.2.12-1: Electrical and electronic connections.
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3.3 Computer system

Recommended requirements: Lenovo NETBOOK , including:

* Intel Pentium(R) Dual-Core CPU
+ 160 GB hard drive or more

+ 1G RAM or more

¢« Microsoft Windows 7
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3.4 Software

+  Windows 7
Analyzer software V2.10 for control and operation of the analyzer.
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3.5 Connecting cables

* 9 Pin RS232 Serial interface cable for NETBOOK — Analyzer

* 9 Pin RS232 Serial interface cable for NETBOOK — Host
computer (optional)

+ Power cord for MAGLUMI® 600/800 Analyzer
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3.6 Consumables

Consumables with part numbers

1) Starter reagents (MAGLUMI® Starter Kit)

2) Wash / system liquid (MAGLUMI® Wash / System Liquid)
3) Reaction modules (MAGLUMI® Reaction Modules)

4) Reagent light check (MAGLUMI® Light Check)

5) Waste bag (MAGLUMI® Waste Bag)

Operating instructions
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3.7 Analyzer Performance

3.7.1 Measuring Chamber

Chamber 11/8 low-noise PMT, measuring wave-length range: 340nm~600nm
Light Sensitivity <0.07pgATP
Measuring time Interval : 0.1s~999s, for 1-20 optional intervals

3.7.2 Mean Time Between Failures=1000h

3.7.3 Analyzer reproducibility
The intra-run LightCheck results are required : CV< 10%.
3.7.4 Stability test

The inter-runs LightCheck results are required : CV< 10%.

Page 3-34 Operating instructions



Chapter 4 I nstallation and Start up

Chapter

Installation and Start up

4.1 Installation of the EQUIPMENT ... e e e e e e s s e e e e e e e e snbeaeeaaeeas 2
4.1.1 Electrical connections of the SYSTEM ... 3
4.1.2 Connecting supply containers for wash / system liquid and waste containers ............... 4
4.1.3 Connecting starter reagents (MAGLUMI® Starter Kit)......cccoooveiiiieeieec e 4
4.1.4 Fitting the waste bag for reaction modules (MAGLUMI® Waste Bag) ......ccccccvveeeriveeeenns 5
4.1.5 Loading reaction MOAUIES ......ccoiiuiiiiiiiiie ettt e et e e e s sebee e e 5

4.2 Switching on and starting the SYSTEM ... 6
4.2.1 Starting the PC(NETBOOK) SYSTEIM ......uuiiiiiiiiiee ittt st e st et e e sitee e s ssaee e ssaaeeesnnsaeee s 6
4.2.2 Starting the system at the beginning of the Work day ........ccccoiiiiiiiiini 6
4.2.3 Starting the system at the beginning of the Work Week ... 6
4.2.4 Starting the system after a period of three or more days of inactivity .........ccccccccevvnvnnnen, 7

4.3 Starting the MAGLUMI® SOftware & SYSIEM ......cviiiiiiiiiiieecc et e e e 9

4.4 Shutting down the MAGLUMI® software & SYSteM ......cccuviiiiieeiiiiiiiiiieece e 10
4.4.1 Shutting down at the end of the Work day ........ccccevvviiiiiiiii e 10
4.4.2 Shutting down at the end of the WOrk WeekK..........ccoooiiiii e 10
4.4.3 Shutting down for 3 or more days iINACHIVITY ......ceviieiiiiiciice e 10

Operating instructions Page 4-1



Chapter 4 I nstallation and Start up

4.1 Installation of the Equipment

The installation section of this chapter informs the user about all
steps for user installation and start-up of the MAGLUMI®600/800
Analyzer. The original installation of the analyzer will be
accomplished by a certified technician,trained in accordance with
SNIBE regulations.

In this chapter, the user will be led step by step for all necessary
installation processes to the setting up of the system.

For maintaining the safety of the user, the installation and
start-up of the MAGLUMI Diagnostic System may only be
performed by trained persons authorized by SNIBE.

used under the working conditions (temperature, altitude, no
direct sunlight exposure and humidity) defined in these

Operating Instructions.

f The MAGLUMI Diagnostic System may only be installed and

1. Space and envioronment requirement :

Fig.4.1-1 MAGLUMI®600

MAGLUMI 600
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A. Analyzer: L X W X H
Maglumi 600: L88cm x W 56cm x H50cm (including NETBOOK)
Maglumi 800: L102cm xW72cm x H56cm

The analyzer woking area is required to be away from the walls of
lab for more than 50cm.

The working area should be as long as 200 cm or more.

The working space should be as wide as 100 cm or more.

B. Envioronment: temperature 10-30 ‘C
Huminity <70%
(room aircondition is recommended)

2. Analzyer weight: 56kg(Maglumi 600)
73kg(Maglumi 800)

3. Power:
Voltage: a.c.110V -240V~
Frequency : 50Hz/60Hz;
Power input: 350VA (well grounding ) for Maglumi 600.
630VA (well grounding ) for Maglumi 800.
Fuse: FUSE 250V/3A;
Extra equipment: UPS 500V or above (strongly recommended)

4. Reagent and consumables :
Reagent : Kkits of 1-step assay and 2-step assay
Consumables: Wash/System liquid
Starter 1 and 2
Reaction Module

4.1.1 Electrical connections of the system

Arrangement of the equipment from left to right: PC(NETBOOK) —
Analyzer

PC(NETBOOK) Connections
1. Install the supplied power cables to the PC(NETBOOK).

2. Connect the supplied RS232-USB cable to USB port of the
PC(NETBOOK).

Analyzer Connections

1. Connect the remaining end of the RS232-USB cable to the
analyzer RS232 port located on the left side of the analyzer
beside the power switch.

2. Connect the supplied power cable to the analyzer.

3. Connect all power cables to the voltage supply.

Operating instructions
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4.1.2 Connecting supply containers for wash / system liquid and waste containers

The supply connections for wash / system liquid (MAGLUMI®
Wash / System Liquid) are on the right inner side of the analyzer.
The system liquid should be prepared in accordance with_the
delivered IFU (Instructions For Use).

: . : ,

1. Install the System liquid cap to the container marked “System
Liquid”

2. Install the Waste cap to the liquid container marked “Waste”

3. Connect the two tubes of the system liquid cap to the analyzer
connections marked “System Liquid 1". & “System Liquid 2".

4. Connect the two tubes of the waste liquid cap to the analyzer
connections marked “Waste Liquid 1” & “Waste Liquid 2".

5. Insert the cable connectors of the system liquid cap into the
receptacle marked “System Liquid Sensor”.

6. Insert the cable connector of the waste liquid cap into the
receptacle marked “Waster Liquid Sensor”.

4.1.3 Connecting starter reagents (MAGLUMI® Starter Kit)

The reagent reservoir contains the starter reagents (MAGLUMI®
Starter Kit) and is located on the right side of the analyzer.

Starter Reagent Connections
1. Remove the protection cover from the starter reagent reservoir.

2. Place the screw connection with the white tube labeled “S 1%, on
the bottle marked “MAGLUMI® Starter 1”.

3. Place the screw connection with the white tube labeled “S 2“,, on
the bottle marked “MAGLUMI® Starter 2",

4. Connect the sensor cable labeled “S 1“ of the starter reagent
reservoir to the pin on the cap of the bottle marked “MAGLUMI
Starter 1”.

®

5. Connect the sensor cable labeled “S 2* of the starter reagent
reservoir to the pin on the cap of the bottle marked “MAGLUMI
Starter 2.

®

6. Reinstall the cover for the starter reagent reservoir.
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4.1.4 Fitting the waste bag for reaction modules (MAGLUMI® Waste Bag)

VA

The holder for the waste bag (MAGLUMI® Waste Bag) for used
reaction modules is located on the right side of the analyzer next to
the measuring chamber.

Waste Bag Installation

1. Remove the cover of the waste bag support on the right side of
the analyzer.

2. Install one of the supplied MAGLUMI® waste bags
3. Fit the waste bag with support and close it off with the support

cover.

Ensure that the waste bag is correctly fitted in and underneath
the holder; otherwise the analyzer may stop due to jamming of
the following of reaction modules at the edge of the waste bag.

When the waste bag is full, it must be removed from the holder,
sealed with the waste bag cover provided and disposed of
according to local regulations.

4.1.5 Loading reaction modules

Reaction modules are plastic containers with 6 cavities each where
the sample reaction occurs and is measured.

, lLati

1. Open a pack of MAGLUMI® Modules as directed and remove a
set (8 modules) of reaction modules from the pack.

2. Manually insert the cuvettes to the incubator locade on the
left side of analyzer. Make sure each cuvette should be
inserted complectly

3. The anlzyer will atomaticly correct the cuvette position which
is present in the incubator.

4. Repeat this process until the incubator is sufficiently full.
Its maximum capacity is 10 reaction modules.

Operating instructions
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4.2 Switching on and starting the system

Before the system may be turned on, it is necessary to ensure
that all steps in section 4.1.1 “Electrical connections of the
system” have been completed.

There are several different processes when starting the
MAGLUMI® system. The type of start is dependent on the
amount of time the MAGLUMI® analyzer was shut down.

Types of start up

* Initial Starting the PC(NETBOOK) system

* Daily Starting the system on at the beginning of the work day

* Weekly Starting the system on at the beginning of the work week
* Prolonged Starting the system after a period of more than 2 days

of inactivity

4.2.1 Starting the PC(NETBOOK) system

Turn on the PC(NETBOOK). Wait for the system to start (this is
completed when the “Desktop” window appears).

4.2.2 Starting the system at the beginning of the work day

Upon starting the working day, the following steps should be
completed:

1.

2.

3.

Turn on the monitor.

Follow the “Daily Maintenance Instructions” found in chapter 18
(the maintenance may be accomplished either at the end or
beginning of the working day).

Complete the “System Test” according to chapter 9.

4.2.3 Starting the system at the beginning of the work week

Upon starting the working week (consisting of no more than two
consecutive days of inactivity), the following steps should be

completed

1. Turn on the monitor.

2. Double click on the “Maglumi User" icon by using either the
mouse or the touch screen.

3. Enter the user name & password in the [Login] dialog, and press
<OK>. The software will start.(you can select check “ v ” for the
<Initialization With Cuvette(s) Clear> in the [Login] dialog ,
refer to section 8.2.1.)

4. Turn on the analyzer ,then the initialization will execute

automatically . If you have select check “ v ” for the
<Initialization With Cuvette(s) Clear> in the [Login], The
analyzer will begin to clear all working channels in the system
to ensure no collisions occur during normal operation.
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The system is ready when no further pop-ups appear on the monitor.

1. Insert all necessary integrals in the analyzer according chapter 14.

2. From the [Main Menu] select the icon <System Test>, and
follow the instructions listed in chapter 9.

4.2.4 Starting the system after a period of three or more days of inactivity

Upon initiation of the working day whereas the analyzer was inactive
for a period of three or more days (consisting also of prolonged

weekends) the following steps should be completed:

1. Before the work session can be started:

a. Replace the tank of distilled H,O with a tank of
Wash/System Liquid; ensuring preparation is in accordance to
chapter 13.2.2.1.

b. Replace the two starter reagent containers of distilled H,O
with two original starter reagent containers.

. Turn on the PC(NETBOOK) & Monitor. Wait for the

PC(NETBOOK) to start (this is completed when the “Desktop”
window appears).

. Double click on the “Maglumi User* icon by using either the

mouse or the touch screen.

. Enter the user name & password in the [Login] dialog, and press

<OK>. The software will start.(you can select check “ v ” for the
<Initialization With Cuvette(s) Clear> in the [Login] dialog ,
refer to section 8.2.1.)

. Turn on the analyzer ,then the initialization will execute

automatically . If you have select check “ v ” for the
<Initialization With Cuvette(s) Clear> in the [Login], The
analyzer will begin to clear all working channels in the system
to ensure no collisions occur during normal operation.

. The system is ready when no further pop-ups appear on the

monitor.Insert all necessary integrals in the analyzer according
chapter 14

Execute “System Test” selecting the values listed in the Fig
4.2.4-1

Fig 4.2.4-1: Start up Priming Table (1* run)

Section Type Values
Cycles Pipettor 3
Washer 3
Chamber Set A 3
Reaction modules BGW 0
LC 0

Operating instructions
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7. When the Priming has been completed, repeat the “System
Test” in accordance to values listed in the Fig 4.2.4-2.

Fig 4.2.4-2: Start up Priming Table (2nd run)

Section Type Values
Cycles Pipettor 0
Washer 0
Chamber Set A 0
Reaction modules BGW 1
LC-le 1

Page 4-8
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4.3 Starting the MAGLUMI® software & system

The normal icon for entering the MAGLUMI® software is located
directly on the windows desktop.

When entering the software anytime the analyzer has been shut off,
it must be ensured that the analyzer remains off until prompted to
do so.

1. Double click on the icon in figure 4.4-1 by using either the mouse
or the touch screen.

Fig 4.3-1: MAGLUMI® 600 software access example

0.
FIC

Maglumi User

2. Before the software can be accessed, a user name and
password must be given. The user can change the software
access to accept any name and password wished (see
Chapter 6 section 6.4).

Fig. 4.3-2 User login

Login

User

K

[T nitislization With Cuvettefs) Clear

®n
7=

Password

3. Enter the user name & password. The software will start.

4. When the message “No connection to device” appears, turn
on the analyzer and wait until the LED’s of all free tracks in the
patient area have changed from red to green.

5. Afterwards press <OK>. The analyzer will begin to clear all
working channels in the system to ensure no collisions occur
during normal operation.

The system is ready when no further pop-ups appear on the monitor.
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4.4 Shutting down the MAGLUMI® software & system

There are several different processes when shutting down the
MAGLUMI® software & system. The type of shut down preparation is
dependent on the future usage of the MAGLUMI® analyzer.

Iypes of shut down
* Daily Shutting down for the end of the work day
* Weekly Shutting down for the end of the work week

* Prolonged  Shutting down for 3 or more days of inactivity

4.4.1 Shutting down at the end of the work day

Upon completion of the working day, the following steps
should be completed:

1. Turn off the monitor.
2. Follow the “Daily Maintenance Instructions” found in chapter 18

(the maintenance may be accomplished either at the end or
beginning of the working day).

4.4.2 Shutting down at the end of the work week

Upon completion of the working week (consisting of no more than
two consecuive days), the following steps should be completed,;

]
1. Select the icon at the right bottom of the main menu, a
message box will appear in the middle of the [Main Menu].

2. The message box appears as shown below.

Neszage

Do you wank ko guit the software?

L)

C:I%d (o] 4 ‘ @ Cancel ‘
3. Select the icon and the software will be closed.

4. Turn off the monitor.
4.4.3 Shutting down for 3 or more days inactivity
Upon completion of the working day whereas the analyzer will be

inactive for a period of more than two days (consisting also of
prolonged weekends) the following steps should be completed:
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It is possible to carry out this procedure for short periods of inactivity

too(for example, during weekends).

1. When the work session is finished:

a. Rinse and fill two empty starter reagent bottles with distilled

H,O, preferably at 35° - 40°C.

b. Replace the starter reagents bottles with the two bottles of

distilled H,0.
c. Replace the Wash/System Liquid tank with a tank of distilled

H,0.

d. Execute “System Test” selecting the values at least equal to

the following (see Fig 4.4.3-1):

Fig 4.4.3-1: Decontamination Priming Table

Section Type Values
Cycles Pipettor 3
Washer 3
Chamber Set A 3
Reaction modules BGW 0
LC 0

2. Follow the normal shutting down procedure (see section 4.4.2).
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Chapter 5
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5.1 Operating the software

The analyzer software has a clearly presented structure, which
simplifies operation with visual and functional aids. The software can
be operated with mouse and keyboard.

Mouse operation

The usual conventions of mouse operation are supported.

+ Click to select a function or option.

+ Double click to select a file and load it.

+ Drag to select an entry or range.

Text is entered via the keyboard after the desired entry fieldis
activated.

Keyboard operation

Operation of the software from the keyboard supports operation

via the touch-screen monitor and the mouse.

Alphanumeric entries are always made via the keyboard.

Select the desired function in the dialog boxes by pressing the <Tab>
key repeatedly until the desired option or button is selected. Then
actuate the function by pressing the <Enter> key. The entry fields are
also actuated in the same way. When text is already entered in an
entry field and activated by pressing the <Tab> key, the text is
simultaneously selected and can be deleted by pressing the <Del>
key.
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5.2 Structure of the software / main menu

Three levels can be distinguished in the analyzer software:

The main menu, which displays the system status and from which
all functions can be selected, the loading dialogs for loading
samples and reagents, and the dialog boxes for defining
parameters.

Main menu
In the main menu, the depicted functions of the analyzer are shown
schematically.

Fig. 5.2-1: The main menu of the MAGLUMI® 600 software

Start ][ SystemTest H Pat&Rea m Process @ Definitions ][ System @ Report @
. Yl EMEF TRROERAE
(Snibe) 24 o o
Maglumi 600 VZ2.00
Current Randon Access Mode / Normal Mode
Time/Date 15:27:36 / 2016-01-14
Remaining Time 00 - 00
.
Patients&Reagents
MAGLUMI . "c 0 |
600  (Snibe) HH - @O
[ snibe ] Login Success! TCP/IP Status: @ PLC Status: @ [ |
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Fig. 5.2-2: The main menu of the MAGLUMI® 800 software
@ Start ][EJ SystemTest a‘: Pat&Rea |:| Process & Definitions @ System B Report ﬁ
e | 3 NG
(Snibe) RimHTemEy TR RAT
Maglumi 800 VZ.00
Current Random Access Mode / Normal Mode
Time/Date 15:26:43 / 2016-01-14
Remaining Time 00 :00
Patients&Reagents
MAGLUMI . T
[ snibe | Login Success! COM Status: () PLC Staws: @ @

There are nine buttons at the top of the screen that lead to the
individual menus.

On the bottom-right of the [Main Menu] screen there are six
icons.

@ <STOP> is for emergency stop of the analyzer.

<Reservoir Status >indicates the status of the starters and
system liquid.

i C
4, <System Parameter> indicates the temperature of each
part of the analyzer.

<Waste Status> indicates the status of waste liquid and
reaction modules.

1]

<User Lock> used for locking the software.

[t ]
b
<EXIT> used for exiting the software.
The existing status of the analyzer is portrayed by the symbols on
the icons and the colors green, yellow and red as well as the
symbolic displays indicating full, almost empty, and empty.

On the bottom-left of the screen is a button to open the list of
system and error messages [Message Box]
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LOADING DIALOGS

<Patients and Reagents> is icon that simultaneously provide on
board information.

Patient dialog color identification viewed from the [Main Menul].
The sample station loading is displayed via the <Patients and
Reagents > icon. The sample racks inserted are color-coded at two
different levels [Main Menu] & [Patient and Reagent] dialog. The
colors below describe the view only from the [Main Menu].

Red The sample rack has not been correctly recognized
on insertion.

Green The sample rack has been correctly recognized
on insertion.

Reagent dialog color identification viewed from the [Main Menul].
The reagent station loading is displayed via the < Patients and
Reagents> icon. The Reagent Integrals inserted are color-coded
only at the

[Main Menu] level.

Red The Reagent Integral has not been correctly
recognized upon insertion.

Yellow The Reagent Integral has been correctly recognized upon
insertion. It has no valid calibration or it is using a
calibration from another integral (shared working curve).

Green This Reagent Integral has been correctly recognized
on insertion and has a valid calibration.

Purple This Reagent Integral has been correctly recognized
on insertion and has a expired calibration.

Black  This Reagent Integral has been correctly recognized
on insertion and has a expired kit integral.

The analyzer interactive button is the <Patients & Reagents>
Icon in the main menu. Opening the door activates the
pertaining screen in the software.

[Sample loading] section

Opening the cover of the Sample loading station or by pressing the
<Patients & Reagents > button in the main menu opens the
[Sample and Reagent loading] dialog.

Operating instructions
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Fig. 5.2-3: Sample loading Section

[@ Start ][l"'r SystemTest ] h PatikRea } [r' | Process ][ Definitions ][‘! System [3 Report ] men
E— [ e s 1 2
——1 ——1 [E— .

2 = = -

© = = -
! ' [ ] = . -
= s =" w7 wT e
\ e © 1 [_][6][0]
Legin Succussl | OO Suaten G TIC Stetun: @ ]
Red The sample rack has not been correctly recognized upon
insertion.

Green The sample rack has been correctly recognized upon

insertion.

Blue The sample rack has been correctly recognized upon
insertion and has been selected.

The tracks of the sample racks are shown schematically in the
sample loading dialog and the existing load is displayed. There is a
button for each track occupied and each patient sample, which is
actuated when selected. This enables each individual sample to be

processed.

[Reagent loading] section
Opening the cover of the reagent loading station or by pressing the
< Patients & Reagents> button in the main menu opens the

[Reagent-loading] section.
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Fig. 5.2-4: Reagent loading Section

[@ st ][l;'r; R ”h bathtne “r-w rocass [\3 — ][L! syetem [3 Report ] -

[——— [ [ — I : -

===
! ' - = -
® - . s = s~ l=—" |+
al ’ - = - g
\ s @ W 1[0
PR (T AN ) 3

Gray (+ name)  The integral rack has been correctly recognized
upon insertion.

Gray (+ Error) The integral rack has not been correctly
upon insertion.

Dark Gray(+ name) The integral rack has been correctly
recognized upon insertion and has been
selected.

Dark Gray(+ Error) The integral rack has not been correctly
recognized upon insertion and has been
selected.

The tracks of the Reagent Integrals are shown schematically in the

reagent loading dialog and the existing load is displayed. Each track

occupied, i.e. each Reagent Integral, represents its own actuating
button and can be processed by this means.
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DIALOG BOXES

Pressing a button always leads to a dialog for the definition of
detailed information. The dialog can cover one or more dialog boxes.

Two types of dialog box can be differentiated:
a) Dialog boxes for parameter definition
Here for example, assays are selected, controls selected, data

entered etc. They have entry fields, option fields, control fields, list
fields and buttons etc.

Fig. 5.2-5: Example of a dialog box for parameter definition.

User Specific Assay Data

Mormal Range

@ Narne: |Adrenacarticatrapic Hormane | 055 | u EBD | AutoDil.
g Save ¥ T 2 3 -
Abbrevistion: | ACTH | (sribe | 'Fn.slf:"_%”ﬁ? T
Uit |pafmL | be |1 | = Epg,l'mL | Reflex 1
‘M s - Reflex Range 1 =
Samples = = Calibration [C\ iU |
Replication _1 | Replication ] Reflex 2
Calibrate 15 days Pf__ef_R_q_nge z g — -
@ w = Tl =
Controls
[ active Lo I _—
.hMasterCurve - e | Determinations
== ame at-MNo o
Qualit.lbl
(=)
Format
|
b) Dialog boxes which have only buttons
Some dialogs are so extensive that they have additional branching.
For example, after pressing the <Definitions> button in the main
menu, the [Definition] dialog box appears, which has only buttons
that lead to additional dialogs.
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Fig. 5.2-6: Example of a dialog box with buttons.

‘L ﬁ Test )
rﬂ Control
| L_.__b Group
| [Q Profile
'\M Diluter
f:i__l’J Sender
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5.3 Menu items in overview
The following menus and functions can be selected in the main menu:

Buttons for program operation

Starting a run(measurement of patient samples or

<Start>
controls)

System test functions e.g. flush tube system and carry out

<System Test> .
internal test measurements.

Process functions e.g. automatic clearance of the reaction

<Process>
modules.

User settings of assays, controls, dilutions, assay groups

<Definitions> A
€ ons and assay profiles, sample senders.

Displays system parameters as well as selection of

< > !
System operating modes.
<Report> Resqlt.m_anagement (output of the results and validation
possibilities).
<STOP> Stopping a run.
<Home> Return to the main menu.
& PatgRea
<Pat&Rea> Patient information
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Chapter
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6.1 Menu [System] in overview

A series of functions is available for setting-up and testing the
software which appears in the [System Functions] dialog box when

3 i stem . .
pressing thebutton in the main menu.

Fig. 6.1: [System Functions] dialog box

(N Info

. & Mode

g@J online

L & User

L E&  Language
L'q_ﬁ" wash Pipe |

<Info> Containing System information

<Mode> Selection of operating mode

<Online> Basic setting for connection to a host computer
<User> User management

<Language> Chinese, English and Spanish operation interfaces
are available.

<Wash Pipe> Washing the pipeline of the system.
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6.2 System Functions [Info] in detail

Selecting the button in the [System Functions] dialog box

opens the [System Information] dialog box.

Fig. 6.2-1: [System Information] dialog box

Verzions Device Name
Software Info
Serial Numbex

Software Verczion 2.12.1Z 27
000000000000
PLC Info
COP Ver=zionm M121216T

Sample&Reagent Versionm M1301047
Incub&Washer Version M1212171

Chamber Verzion M1212171

The dialog box contains the version numbers under [Versions] for:
[Software Info] area:
- [Software Version]

[PLC info] area:

- [COP Version] the communications processor
- [Sample&Reagent Version]

- [Incubator & Washer Version]

- [Chamber Version]

[Device Name] area:
- [Serial Number] = Manufacturer production number
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6.3 System Functions [Mode] in detail

1.Press the button in the [System Functions] dialog box.

2.The [System Mode Selection] dialog box appears.
3.Select the mode you require. This is marked with a green diamond.
4.Confirm the entry with <Save >. The mode selected is notified to

the system and set.

Fig. 6.3-1: Selecting the operating mode.

Running Mode

) Random Access Mode (:I‘zﬂ

@ Batch Mode

Edit Sampls Maods
& Normal Mode
O Quick Mode
O Online Mode

O Emergency Mode

Save

a) Running Mode:

[Random access]

[Batch]

Advantage:

Use:

In Random Access mode all tests are scheduled “by Rack”, i.e.
the scheduler tries to process all tests within a rack first before
continuing with the next rack. The tests are prioritized in the
following order:

STAT priority

Auto Reflex- and Auto Dilution jobs

Sample rack position (track number from left to right)
Incubation time (longest first)

Assay abbreviation (alphabetically, A-Z)

Sample tube position within rack

~ooooTp

Fastest possible processing of an individual sample rack.
(Quicker rack release)

This operating mode is used when many different tests are
processed or many different senders require fast results.

In Batch mode all tests are scheduled “by Bay” (the entire
patient area), i.e. the scheduler optimizes throughput using all
tests in the complete patient area. The tests are prioritized in
the following order;

STAT priority

Auto Reflex- and Auto Dilution jobs
. Assay abbreviation (alphabetically, A-Z)

Incubation time (longest first)

Sample tube position (from left to right, within rack from

back to front)

®Pa0 T
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Advantage: Best possible utilization of the reaction modules and high
throughput.

Use: This operating mode is used when only a few different
tests are processed with a high sample throughput.

b) Edit Sample Mode:

[Normal]
Read ID of sample from barcode and manually enter assay
entry

[Quick]
Generate ID of sample by software and manually enter assay
entry

[Online]
Get information of the sample from Network (the information
includes sample ID , patients’ data , etc)

[Emergency] To enable the analyzer work without the function of

sampale&reagent flap and barcode reader.
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6.4 System Functions [User] in detail

User management

The software provides a user management system, which
allows authorized system managers to create and assign
certain access rights to users. The user data can be edited.

Select the <System> button in the main menu and press the

%_j Usel

_Jbutton in the [System Functions] dialog box. The [User
Selection] dialog box then appears.

Fig. 6.4-1: [User Selection] dialog box

Users Selected User Praoperties
|ferry User:
mr popa

|snibe Password:

Access

Delete

e Edit ‘

[Users] Showing a list of users entered
that are available.

[Selected User Properties] Displaying the access data
of the user selected in the
[User] list.
<Add> Adding users.
<Edit> Editing the selected users data.
<Delete> Removing users.

When <Add> is selected, the [User properties] dialog box appears
for entry of the user data.
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Fig. 6.4-2: [User Properties] dialog box

Dzer Froperties

.

@

@ Cancel

@ Help

Selected User Properties

User: | |

Password: | |

Access (%) Mormal User

O Super User

[User]

[Password]

[Access]

<Cancel>

<Edit>

<Cancel>

<Delete>

Name of the future user. This forms part of the future
password for this user.

Password

Rights of the user. The Super User obtain all the
functions ,whlie some functions are inaccessible to
the Normal User

The new user data is saved with <OK>.

returning the program to the [User Properties]
dialog box without saving.

Selecting a user from the [User] list in the [User
Properties] dialog box. Pressing <Edit> produces
the[User Properties] dialog box, in which the data
of the user can be corrected (see Fig. 6.2-2).

Save the corrected user data with <OK>.

returning to the [User Properties] dialog box
without saving.

Selecting a user from the [User] list in the [User
Properties] dialog box. The user is deleted from
the list by pressing <Delete> and then confirming
with
<OK

>,

Quit the [User Properties] with <OK>.
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6.5 System Functions [Language] in detail

Language setting
The software provides language versions for selection

Select the <System> button in the main menu and press the

E' Language

button in the [System Functions] dialog box. The
language setting dialog box then appears.

Fig. 6.5-1: [Language Selection] dialog box

ey online

é Language

W wash Pipe

Current Language: English

English l ks ‘

Spanish German

6.6 System Functions [Wash Pipe] in detail

NOTE

The MAGLUMI System tubing cleaning solution is useful to minimize
reagent carryover by reducing protein in the tubing, and improve
routine maintenance of the MAGLUMI system. It intervenes to clean
the pipettor and the washer needles with cleaning program.

Insert the empty reagent integral filled with MAGLUMI System tubing
cleaning solution integrally in the reagent area track 1.

Please read the IFU of the MAGLUMI System tubing cleaning
solution to understand how to pepare the reagent integral before
using.

Select the <System> button in the main menu and press the

dgd  wash Pipe
button in the [System Functions] dialog box.

= Start Wash

Then click the button to start the washing procedure.

Note: Do not conduce emergency stop during the washing process
is runing.

Page 6-8
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Fig. 6.6-1: [Wash Pipe] dialog box

Info Wash Step

@ Mode

%J Online

E Language

fjojd

6.7 Exiting the MAGLUMI® program

]
Press the exit button in the right bottom of the main menu and a
message box will appear.
Select the <OK> to exit the MAGLUMI® software.

Fig. 6.7-1: [Mesaage] dialog box

Nez=zage

Lo wou want to quit the software?

L)

Qt'g 04 ‘ \M Cancel ‘
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7.1 Definitions in overview

| efinitions . . .
By pressing the m button from the main menu it is possible

to access certain test to alter some settings. This section describes
which settings can be altered and the proper process in doing so.

When the <Definitions> button is pressed from the main menu, the
[Definition Functions] area appears on the left of the monitor (see
Fig. 7.1-1 Definition Functions).

Fig. 7.1-1: Definition Functions

s

[\:ﬂ Control ]

[ B} Group ]

[M Diter ]

[‘;Ll Sender ]

f Test

Access button for specific

assay settings. 7.2 <Test> icon in detalil

tﬁ Control

Selection,modification,or 7.3 _<Control> icon in
insertion of a control detail

Allows a user to create a

% croup selection page for the g':{aimeum icon in
2 patient dialog.
% -1.-_.. S Allows the user to enter an 7 5<Sender>  icon  in

origin(sender) of received

detail
samples.

th Diluter

Allows the user to set self 7.6 <Diluter> icon in
defined dilutions. detail

Operating instruction
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7.2 <Test>icon in detail

Access levels:

All user levels may view tests but editing access is restricted. See

user access table.

Select <Definitions> in the main menu to bring up the [Definition

/@ es
Functions] dialog box. Then press _ This opens

the[Assay Selection] dialog box for selecting the desired test. (See

fig.7.2-1)

Fig. 7.2-1: [Assay Selection] Dialog

Azzay Selection

As5ays

Selected

Q‘f?" oK ACTH AFP AT
[ | [ | [ |
@ el AT ALD B2-NG
= | [ | [ | [ |
BGP BGW B-HCG
[ | [ | [ |
i |
C IV CAl125 CAl153
- - - -
CA199 CAZd4Z CAS0
— [ | - [
Impart
e [
— 7.2.1 [Assay
@ Export This button is used for exporting files Sglectlon]_lcgn, '
] from the MAGLUMI® software. <Export>in detai
7.2.2 [Assay
Impart This button is used for inserting assay method Selection] icon,
files into the MAGLUMI® software. <Import> in detail
e Using this type of icon in combination with the 7.2.3 [Assay
<Edit> icon accesses the [User Specific Selection] icon, .
I Data] dialog <TEST> in detall
This icon can only be used to enter the [User 22|4 {AS?QV
; i Specific Data] dialog (but only after selecting a election] icon,
@ Edit teF;t) ] 9 y ¢ <Edit> in detall

By using the arrows, the user can search page
by page for the assay to be selected.
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7.2.1 [Assay Selection] icon, <Export> in detail

@ Expoark
The icon will save any selected assay file to a floppy disk.

Only one assay file may be selected at a time.
Procedure

a. Select the appropriate assay file by pressing the name of the test
CEA

and the LED will turn from red to green. |==

b. The icon changes to active only after a test has been
selected.

@ Export
c. Press the

folder you want.

icon. the assay file will be exported to a

7.2.2 [Assay Selection] icon, <Import> in detail

The icon will load any selected assay file to the

®
MAGLUMI software. Only one assay file may be selected at a time.

Procedure:

Irnpork

a. Press the icon.

b. The following window will appear. Using the mouse, select the
drop down arrow and select the appropriate assay file under the
path.

Fig. 7.2.2-1: Assay Import Window
AS5YT-File Selection

Path:
Q‘g oK | [ el )

Assay Lisk:

@ Cancel

@ =
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c. then press “OK” to import the assay selected. (See Fig.
7.2.2-2: Assay Import file selection)

Fig. 7.2.2-2: Assay Import file selection
A5Y-File Selection

Path:

‘y Ok |D:'|,myassay'|, | [ Select l

Assay Lisk:

o o= | | D

BGP
@ =

CASD

d. Ifthe assay file previously exists, the software will ask for
confirmation of overwriting.

a. Press <OK> to overwrite or
b. Press <Cancel> to cancel.

Fig. 7.2.2-3: Assay Import file Overwrite

Nessage

The AI already exists! Do wou wank to
aveErwrite?

@ Ok, ‘ @ Cancel ‘

c. Ifthe assay file has been successfully imported,
the following pop-up window will appear.
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Fig. 7.2.2-4; Assay Import file successful

Neszage

Aszsay imported successFully!

£o)

‘ Ql'? i ‘ ‘ @ Cancel ‘

Each time after runing [import] funtion , the assay
SHOULD be re-specified relevantly:

e Controls definition

e Dilution definition

e Group definition

o Profile definition

7.2.3 [Assay Selection] icon, <TEST> in detail

AFP

The purpose of the s (test selection) icon is to allow the

user to choose a specific test to be customized. These test selection
icons are found in many sub-dialogs of the MAGLUMI® software.

When the user has chosen the required test the icon will change
AFP

from red to green . . Afterwards the <Edit> icon must

be pressed. (See 7.2.4)

7.2.4 [Assay Selection] icon, <Edit> in detail

@ Edit
The purpose of the icon is to allow the customer to

customize the previously chosen test. This icon is also found in
many sub-dialogs of the MAGLUMI® software.

After the specific test has been selected according to section 7.2.3,
the <Edit> icon must be pressed to customize tests. The [User
Specific Assay Data] dialog will appear as shown in Fig. 7.2.4

This dialog is divided into sections that are explained below by the
color-coordinated boxes.
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Fig. 7.2.4 [User Specific Assay Data]

This section is used for saving and canceling changed data. See
7.2.4.1.

This section is the basic information section of the
assav. See7.2.4.2.

"
User Sp{d‘ﬁc Assay Data I
1

q; Gaye Wame: Adrenocorbootrope; Hormone 055 Auto Dil.
=3
Abbreviation: ACTH Snibe
Linit: L X1 = il
ﬁ Cancel Pa Pa Format
| =i |
Samples Calibration R
Replication 1 Replication 2
Help Qualit. Lbl
Calbrate T Days - |
HNormal Range Assay Range
“ﬂastﬁ Curve & e B0 0.2 w3000 Reflex 1
- =
Reflex Range 1 Reflex Range 2
Reflex 2
Q 0 0 0
= .

This section is used for certain range settings on the
assay results. See 7.2.4.3.

7.2.4.4.

This section is for setting an automatic retesting on the
specific , assay , set qualitative result labels, result
formats, and viewing master curve information.. See

In general, the assay-specific parameters need be entered only once;
they will then be available for all subsequent measurements

and processes.

The [User Specific Assay Data] dialog already contains basic
assay parameters preset by SNIBE.Co.,Ltd. These form the basis

for your special assay data.

It is advisable to back up all changes and definitions regularly
by saving the database.

Changes in the definitions in this dialog box can be made only
when no Reagent Integral of the corresponding assay is in the
reagent station. If a Reagent Integral for the corresponding
assay is loaded in the reagent station, then the <OK> button
for saving the entries and exiting the dialog is not operational.
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7.2.4.1 [User Specific Assay Data] — Saving and Canceling

The saving and canceling section of the [User Specific Assay Data]
dialog (see fig. 7.2.4.1) contains the buttons to either:

1) <SAVE> = Exit the dialog and accept the changes that were
made (if any), or

2) <Cancel> = Exit the dialog without saving any changes that were
made.
The <Help> icon is not active.

Fig 7.2.4.1 (Saving and Canceling)

C:fjﬂ Save
;u‘! Cancel
@

7.2.4.2 [User Specific Assay Data] — Information section

The information section of the [User Specific Assay Data] dialog
(see fig. 7.2.4.2) contains all information concerning the assay
identity as set by SNIBE.Co.,Ltd.

Fig. 7.2.4.2: [User Specific Assay Data] dialog — information section

Marme: Adrenocorticotropic Hormone 0ss
Abbreviation: ACTH Snibe
Inik: pafml x |1 = |pgimL
Samples Calibratian
Replication 1 Replication 2
Calibrate 15 days

[Name:] - The name of the assay (nhot changeable) and the same
line contains the identifier number of the assay.

[Abbreviation:] - The short name form found on the assay icon
throughout the software (changeable but not
recommended) and the same line contains
the manufacturer of this test.

[Unit:] - The given unit of measurement for this assay. The unit of
measurement is changeable but it must be ensured that
the chosen unit of measurement is converted equally to
the original unit of measurement. See the example below:

Operating instruction Page 7-9



Chapter 7 Menu Definitionsin detail

If the unit of measurements is changed, it is required to also

A change the range and threshold settings to accommodate the
unit of conversion. (See “range settings” 7.2.4.3 & “Qualitative
labels” 7.2.4.4.3.1)

[Samples] — The number of replications for each patient result
for this assay.

[Calibration] — The number of replications for each calibration
result (for this assay) and the number of days a
calibration will be valid. This data is changeable
only when entering the software using the
highest user password.

The calibration data should remain at default as set by the
manufacturer. SNIBE.Co.,Ltd . is not liable for results obtained

through improper use of calibration settings.

7.2.4.3 [User Specific Assay Data] — range settings

The range settings section of the [User Specific Assay Data] dialog
(see fig. 7.2.4.3) contains all information concerning the ranges of
the assay.

Fig. 7.2.4.3: [User Specific Assay Data] dialog — range settings section
Marmal Range

& v |0
Assay Range
0.z v (2000

Reflex Range 1
i w0

Reflex Range 2
1] v (0

Normal Range — The expected range for non-pathological samples
(this definition may not be clinically applicable to all
assays). Measured values which lay outside the
range specified here are marked in the [Daily Lab-
Journal] and [Valid -Journal] with “<” or “>"
respectively.

Assay Range: - Measuring range limits specified by the reagent
manufacturer. Measured values, which exceed this
range, are recorded in the [Daily Lab-Journal] and
[Valid -Journal] with “<<” or “>>" respectively.

Reflex Range 1: - A range that may be set by the user to have an
additional different test automatically start for a particular sample
whose original result falls within the entered reflex range. Measured
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values which fall inside this range are marked in the [Daily Lab-
Journal] and [Valid -Journal] with “&”. See the example below:

A reflex range for <PSA> is given as shown and the <reflex Test>
selected is <fPSA> (See automatic retesting 7.2.4.4).

Feflex Range 1
31 v |5

When a patient(s) result falls within the range from 3.1 to 5, an
automatic start of the test <fPSA> will occur for the sample(s). Once
a [Reflex Range] is activated, it can only be de-activated by
removing the [Reflex Test] (See automatic retesting 7.2.4.4).

[Reflex Range 2:] - See definition for [Reflex Range 1].

If the unit of measurements is changed, it is required to also
change the range and threshold settings to accommodate the

unit of conversion.

7.2.4.4 [User Specific Assay Data] — automatic retesting

The automatic retesting section of the [User Specific Assay Data]
dialog (see fig. 7.2.4.5) contains a selection of tests to be restarted.

AutoReflex and AutoDilution Tests are pooled to form definable
groups. When the default is reached these assays are automatically
started with STAT priority.

The default setting is stipulated in the “LIA32D.INI” file.

Fig. 7.2.4.4: [User Specific Assay Data] dialog — automatic retesting section

AutoDil.

Reflex 1

Eeflex 2

7.2.4.4.1 [AutoDilution]

Auto Dilution tests are determinations (assays) that initiate a
predefined dilution of the same patient’s sample automatically after
a preset value has been exceeded.

For each assay, a concentration as threshold value and the desired
dilution level can be preset. If a measured value exceeds this
threshold value, the appropriate dilution is automatically started
with STAT priority.

When a sample result falls within the range for an Auto Dilution
determination, but the selected sample tube is no longer located

in the patient area, the test is placed in the Daily Journal with a
[To_Do] status.
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» Auto Dilution determinations are performed independently from
manually initiated dilutions.

» The result of a manually pre-selected dilution does not trigger an
Auto Dilution function.

The dilution used to perform an Auto Dilution Test is also stipulated.

By pressing the <AutoDil.> button, the following dialog box
is opened.

Fig. 7.2.4.4.1 [Auto Dilution Settings] dialog box
Auto Dilution Settings

2 Threshold
@ Cancentration 50 [pafmL]

1st Dilution Step

Sample Volume: 10 [ul]

@ Cancel BuFfer Volurne: 190 [ul]

2st Dilution Step ( option )

Wal, From 1sk: [ul]
Help

Buffer Yalume: [pl]

Dilution: 1:20.0

[Threshold concentration] This is the maximum concentration of
an undiluted sample result. Any result exceeding this value will be
diluted to the given value.

[1st Dilution step]
Sample volume: Amount of the sample volume
Buffer volume: Amount of the buffer volume

All dilutions that exceed a volume of 500 pl, must be performed in
two steps (1% and 2™ Dilution steps)

[2nd Dilution step]
Vol. from 1% step: Amount of the sample volume
Buffer volume: Amount of the buffer volume

[Dilution]
Display of the dilution level (calculated from sample and buffer
volumes)

Upon closing the [Auto Dilution Settings] dialog box by pressing
the <OK> button, the previously defined dilution is saved and
displayed as pictured below.
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1:20.0

=

Reflex 1

Reflex 2

If <Cancel> is pressed the dialog will close without saving any
defined dilutions.

7.2.4.4.2 [AutoReflex]

Auto Reflex tests are determinations which are automatically started
by default settings after one assay has been completed. Auto
Reflex tests are performed using STAT Priority.

For each assay only 2 ranges (Reflex Ranges [see 7.2.4.4.2])
with corresponding reflex tests can be defined.

Example: A Reflex Range can be set for PSA and assigned to the
fPSA assay. If the PSA result falls within the Reflex
Range, a fPSA determination is automatically started.
When a sample result falls within the range for an Auto
Reflex determination, but the selected sample tube is no
longer located in the patient area, the test is placed in
the Daily Journal with a [To_Do] status.

The tests to be selected for Auto Reflex are found in this dialog
box. Up to 2 tests can be defined, for each assay, by using the
<Reflex1> and <Reflex2> buttons.

Upon depressing the <Reflex 1> button the following dialog
box opens.

Fig. 7.2.4.4.2 [Auto Reflex Settings] dialog box
Azzay Selection

Assays Selected

¥ o E2 EBV EA IgA || EBY EA I1gG F-Psa
| | |
@ . EB¥ NA IgG | |[EBV VCA TgA || EBV VCA IgG
[ [ [
EBV VCA Igl FA FE3
[ [ [
FERRITIN FE506 FSH
| | |
FT3 FT4 F-PSA
[ [ =
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By selecting the appropriate assay button, and afterwards pressing
<OK?>, the AutoReflex Test is confirmed and displayed in the
reflex section as shown below (in the example shown F-PSA).

1:20.0

==

F-PSA

=

Reflex 2

To cancel an already selected entry, press the button of the
assay until it turns from green to red.

If <OK> has already been selected, press the displayed assay
once and the [Reflex 1] icon will reappear.

7.2.4.4.3 [User Specific Assay Data] — Qualitative result labels, result format, master curve
information

The qualitative result labels, result format & master curve
information section of the [User Specific Assay Data] dialog
(see fig. 7.2.4.4.3) contains all information concerning the result
appearance and master curve information of the assay.

Fig. 7.2.4.4.3: [User Specific Assay Data] dialog — Qualitative result labels,
result format and master curve

Master(urve

Qualit.1bl
L

Format

1

7.2.4.4.3.1 <Qualitative Labels>

All result displays (in all journals, detailed dialogs and print-
outs) can be assigned an additional qualitative label.

Only the calculated mean value is labelled (marked)
Individual values (single replicates) are not labelled
(marked).

Up to 3 threshold values and 4 different labels
(designations) can be set for each assay.
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/A

7.2.4.4.3.2 <Format>

These label designations can be labelled with max. 5
alphanumeric characters.

When using the maximum amount of characters, the display
label in the [Daily Lab — Journal] will be set against the
next display field.

By pressing the <Qualit.Ibl> button, the following dialog box (see Fig.
7.2.4.4.3.1) is opened.

Fig. 7.2.4.4.3.1. [Qualitative Settings] dialog box

Qualitative Settings

Nurnber G Thresholds
= ) one (%) Two () Three
¥ «
Thresholds
High: 60 pafmL
@ Cancel Lows: 30 pg,/mL
@ Help Labels
High: ~POS
Middle: eqv
Law: nedq|

[Number Of Thresholds] Definition of the number of the
threshold values

[Thresholds] Actual threshold value in unit of measurement

[Labels] Input of the alphanumeric label designations

If the unit of measurements is changed, it is required to also
change the range and threshold settings to accommodate the
unit of conversion. (See “information section” 7.2.4.2 &“Range
settings” 7.2.4.3)

All result displays (in all journals, detailed dialogs and print-outs) can
beassigned an assay specific format.

To change the measuring range limits, press the <Format> button.

Operating instruction
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Fig. 7.2.4.4.3.2: [Result Format] dialog box for defining the measuring range limits and numerical
formats.

O

@w | =

1000

Unit

<

<

<

<

10000 <

pafmL

Measurement R.anges

10

100

1000

10000

MaR

Formats [, 5%x]

* pes
b a3
ARE S
KRR, ®

7.2.4.4.3.3 <MasterCurve>

<Format> Pressing <Format> produces the [Result Format]
dialog box. Entry of the particular upper range limit
automatically changes the lower limit of the next
higher range. Range-specific numerical formats can
be defined for these ranges.

Example: “x.xx” signifies: with a single digit value,
2 decimal places are included and shown in the
[Daily Lab-Journal]. Confirm the entry and return
to the[User Specific Assay Data] dialog box by
pressing<OK>.

The basis of the working curve calibration is the master curve valid
for the assay concerned, whose data are specified by the reagent
manufacturer.
The master curve may change from lot to lot for any given assay.
When a master curve change is necessary for an assay, the
method file for that assay must be overwritten. The new method file
will always accompany the assay integral in the form of RFID tag.

The master curve applicable in each case is marked with 1D
numbers on every Reagent Integral.

When <MasterCurve> is pressed, the [Mastercurve Selection]
dialog box appears.
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Fig. 7.2.4.4.3.3: [Mastercurve Selection] dialog box

Mastercurve ID

oK 055081207 < Add

The master curves are displayed line-by-line with Identification
numbers [Mastercurve ID].

<Add> theicon used when entering a new master curve.
<Edit> the icon used for editing an existing master curve.
<Delete> the icon used when deleting a master curve.

<OK> the icon used for exiting the dialog and reentering into the
“User Specific Assay Data” dialog.

How to:

Press <Add> to open the [Loading Of Master Curve] dialog box.
Information can then be entered in the empty fields as pictured in fig.
7.2.4.4.3-3.

Edit a master curve:
Select a master curve and press <Edit>. The [Loading Of Master
Curve] dialog box appears.

Delete a master curve:
After selecting a master curve and pressing <Delete>, the master
curve is deleted after confirmation with <OK>.

Operating instruction
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Loading of Naster Curve

ig. 7.2.4.4.3.4: [Loading Of Master Curve] dialog box

W o«

Recalc,

\g Cancel

@

E] Pririt

Data of master curye
Iderifiers | 001080902 1 Na., of points: [10
Lot-Ho,: [ 090322 1
Mo RLU Conc. ey
1 | ae73 | [o.000
. 500000
2 |saoe | [o.0s0 f
—— — — 4DDDDD
3 [7sm0 | [oizs !
i o
4 [1o572 T T 300000
5 [tems | [omss | : i :
i 111 e
6 | 34587 | 2.3 | .
7 |e4103 | [s.782 ; LIRS e s
& [13t136 | [14983 | 0
- I oo .
g |294030 | . 36,670 ' Concentration
w [eorzes | [woom |

[Data of master curve]

Entry of individual master curve values. These are entered in lines
point by point. A master curve with max. 10 points on the curve
can be entered.

[Identifier]
Entry of the ID number of the master curve [Mastercurve ID].

[Lot-No.]
Lot number

[RLU]
Entry of RLU values.

[Concentration]
Entry of associated concentration values.

[No. of points]
Number of points on the master curve.

<Recalc.>

After entry of the data, press <Recalc.> to calculate and display the
master curve.

<Print>
Print the master curve and the data.

<OK>
Press to return to the [Mastercurve Selection] dialog box and after

confirming once more with <OK>, the [User Specific Assay Data]
dialog box re-appears.

<Cancel>

Press to return to the [Mastercurve Selection] dialog box without
any changes being saved.
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7.3 <Control>icon in detail

Access levels:

Only the highest user password may enter & edit controls. All other
user levels may only delete expired controls.

The control icon is used to enter, edit, and delete controls in
the software.

If a control is not entered in the databank, the software will not
recognize the control as an actual control and will process the
control as a patient.

If the QC program is utilized and the control is not registered in
the databank, the control result will not be transferred to the QC
databank.

Select <Definitions> in the main menu to bring up the [Definition

[x;_‘ﬁ Control ]

Functions] dialog box. Then press
control selection box. (See fig.7.3-1)

and open the

Fig 7.3-1: [Controls Selection] box

No.: 9

MNarme

Bio Rad

HBsAg Maglurmi
fp maglurmi
orad

ft4 maglumi

Ih maglumi

progest maglumi

psa maglumi

tsh rmaglurmi

Lot-MNo. Expiry Date
40801 2014-04-30

053120237 2012-06-06
026120331 2012-06-30

101 2013-05-30 &
004120424 2013-05-31 ;
012110607 2013-05-31

014120405 2013-05-31

027120118 2012-06-06 1
005120412 2013-05-31

This button is used for adding a new ] )
4 4 control to the databank of the 7.3.1 [Contro Selection] icon,
J— MAGLUMI® software. <Add> & <Edit> in detail
This icon can only be used to enterthe | 5 5 ¢ [Control election] icon
@ Edit [Control Data Input] dialog (but only <Add> & <Edit> in detail
after selecting a control).
This icon is used for deleting a selected -
o5 Celete control frony the databank of the ZS’% [thr]tr%I etle_lctlon] icon,
MAGLUMI® software. elete~1n detal
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7.3.1 [Control Selection] icon, <Add> & <Edit> in detail

0 add
The - icon is to be used when adding a new control to

the databank. Only one control may be added at a time.

g Edit
The - icon is to be used when editing an existing

control in the databank. Only one control may be edited at a time.
When <Add> or <Edit> are pressed, the following dialog appears
(see fig. 7.3.1.1-1):

This dialog is divided into sections that are explained below by the
color-coordinated boxes.

7.3.1-1 <Add> ([Control Data Input] dialog

Control Data Input

C‘L? oK
“ Cancel

@ =

Contral Specification

Mame:
Lat-Ma,:

Expiry Dake:

Cantrol Detail Description

Refers ta assay

Assay Selection
I | ACTH AFP AT
| 1 == | (.
I ATT ALD B2-EG
= == 1
BGP BGW B-HCG
] il (=
C IV CAl125 CAl153
(== = (I
E Yiew CA199 CA242 CAS50
== = ==
< . -
- Sy

7.3.1.1 [Control Data Input] — Saving and Canceling

The saving and canceling section of the [Control Data Input] dialog
(see fig. 7.3.1.1-1) contains the buttons to either;

1) <OK> = Exit the dialog and accept the changes that were made
(if any), or

2) <Cancel> = Exit the dialog without saving any changes that

were made.

The <Help> icon is not implemented.
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Fig 7.3.1.1-1 (Saving and Canceling)

E‘:l"fﬁ Save

\UI! Zancel

@

7.3.1.2 [Control Data Input] — control specification

The control specification section of the [Control Data Input] dialog
(see fig. 7.3.1.1-1) contains basic information concerning the
control identity as set by the manufacturer.

Fig. 7.3.1.2-1 [Control Data Input] dialog — [Control Specification] section
Conkrol Specification

Marne: |
Lakt-Mo,
Expiry Date: 2011- 4- 2 W
Name: - The name of the control (max. 15 characters).
This field is changeable in case a mistake has
been made.
Lot-No. - The lot number of the control (max. 14 characters).
See control IFU for SNIBE.Co.,Ltd manufactured
controls.

Expiry Date: - The date of expiry for the given control (see
specific control IFU). When entering a control for
the first time the current date +1 year will be shown
and must be changed to the actual expiry date.
SNIBE.Co.,Ltd supplied controls should be set to
the expiry date stated in the control IFU.

7.3.1.3 [Control Data Input] — Selection of the assay

The assay selection section of the [Control Data Input] dialog (see
fig. 7.3.1.3-1) contains a list of all assays that can be defined
to controls.
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Azsay Selection

Fig. 7.3.1.3-1 [Control Data Input] dialog — [Assay Selection] section

ACTH AFF AT
I I I

AT ALD B2-HG
. . .

BGP BGW B—HCG
L L L

c Iv CA125 CA15L3
L L L

CAl199 CAZ242 CADO
L L I

é | o
E

The available assays are displayed in this area in the form of icons.
Each control must be assigned to at least one assay.

How To.

Select an assay for the control displayed by pressing the
corresponding button. The color of the button window will then
change from red to green, and the assay selected will be displayed
in the [Refers to assay] entry field of the [Control Detail
Description] section.

Pressing the assay button again cancels the assay assignment and
the color of the button window changes back to red.

The arrow buttons are used to page through the assay selection
pages.

7.3.1.4 [Control Data Input] — Control detailed descriptions
Fig. 7.3.1.4-1 [Control Data Input] dialog — [Control Detail Description] section

Zonkrol Dekail Description

Refers bo assay

ACTH

8~ |
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<Add>

<View>

<Edit>

<Delete>

<OK>

<Cancel>

Button for entering detailed control data. The
[Control Detail Description] dialog box appears
when pressing this icon, and the fields are open for
entering values.

How to:
See: “Procedure for adding a Control”

Button to view existing control data without being able to
change this data. The [Control Detail Description]
dialog box appears when pressing this icon, and

the value fields are closed and can only be viewed.

How To:

Select an assay assigned to the control to be tested in
the [Assay Selection] area. The assay buttons are
shown in dark gray with a red window. On selecting a
button, the window changes to green and the assay
appears in the [Refers to assay] entry field. Then
press <View>. The [Control Detail Description] dialog
box appears with the corresponding control data. The
data can only be viewed and not editable.

Button for editing or viewing existing detailed ranges for
the selected control. The [Control Detail Description]
dialog box appears when pressing this icon, and the
value fields are open for editing values.

How To:

Select an assay assigned to the control to be edited in
the [Assay Selection] area, and then press <Edit>.
The [Control Detail Description] dialog box with the
corresponding control data then appears and can be
changed as required.

Button for deleting the ranges settings for this
specific control and this specific test in the [Control
Detail Description] dialog box.

How To:

After selecting a control and the associated assay, the
control ranges are deleted by pressing the <Delete>
button and confirming with <Yes>. New control

ranges can be entered after pressing <Add>.

Pressing <OK> confirms the entry and exits this dialog
to the [Controls Selection] dialog box.

Pressing <Cancel> exits the dialog without saving
the entries and returns to the [Controls Selection]
dialog box.

Operating instruction
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7.3.1.4.1 [Control Data Input] — Control detailed descriptions

Fig. 7.3.1.4.1-1 [Control Data Input] dialog — [Control Detail Description] dialog

Control Detail Dezcription

T s’eBnBoo Refers to assay
& o ACTH
Conkrol Data
Control Mame
@ cancel Contral_&CTH
Replication: 1
@ Help Uit
Range
3.0 10.5
Ref. Range
1.5 13
Target Yalue: 14|
Target S0 0.5
Target V%] 5,000

[Refers to Assay] Non-changeable information referring to the
selected assay.

[Control Data] Non-changeable information referring to the
selected control.

[Accuracy Control]  An accuracy control (A) constitutes a control whose
set value and range are preset.

[Precision Control] A precision control (P) constitutes a control whose set
value and range are computed through a number of
preceding control measurements in the pre-period.

[Replications:]  Number of replications the control will run when
selecting this assay related control. (The replication
value can beset between 1-3)

[Range:]  The given expected range of the assay related control
is entered here. The first field is for the lower value
and the second field is for the higher value.

[Target CV [%]:] A target value constitutes a value that is expected as
a result for a control. A maximum significant
deviation of the control result from the target value
is set here as a percentage in CV.

[Ref. Range:] A customer specific range is allowed to be entered in
these fields.
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7.3.1.5 [Control Data Input] — Procedure for adding a control

a. Pressthe <Add> icon in the [Controls Selection] dialog (fig.
7.3-1) and the dialog [Control Data Input] (fig. 7.3.1-1) will
appear.

b. In the [Control Specification] area enter the name, Lot-No.,
Expiry Date, and Barcode-ID (see section 7.3.1.2).

c. Select the appropriate assay file by pressing the name of
the appropriate test in the [Assay Selection] area (see
section7.3.1.3).

d. The test will appear in the [Control Detail Description] area
(see section 7.3.1.4).

d.1. Select <Edit> to enter into the [Control Detail Description]
dialog (see fig 7.3.1.4.1-1 [Control Data Input] dialog —
[Control Detail Description] dialog).

d.2. Enter the required data as described in section 7.3.1.4.1
(see relevant control IFU for required ranges).

d.3. After all required fields have been completed, press <OK>
to exit the dialogs.
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7.3.2 [Control Selection] icon, <Delete> in detail

Pressing the icon from the [Control Selection]

dialog deletes the complete selected control.
How To:

Select the appropriate control in the [Controls Selection] dialog,
and then press <Delete>. The message in fig 7.3.2-1 will appear.

Fig 7.3.2-1: [Message] dialog — Delete message

Nes=zage

shall the control specification -test- be
deleted?

i)

‘ Qly QK ‘ ‘ @ Cancel ‘

If the control should actually be deleted confirm the deletion with
<OK>. If an error has been made and the wrong control has been
selected, the operation can be canceled by pressing <Cancel>.

N OTE The item cannot be recovered once it has been deleted.
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7.4 <Group>icon in detail

Access levels:

All user levels may enter & edit and delete tests from groups.

The group icon is used to enter, edit, and delete tests from assigned
groups in the software.

If a test is not assigned to a group, the test will not be visible in the
patient dialog, and therefore will not allow the assignment of this test
to a patient sample.

Select <Definitions> in the main menu and then press

ET? Group

. This opens the[Group Selection] interface for
selecting the desired test. (See fig.7.4-1)

Fig 7.4-1: [Group Selection] interface

MName Page
abc 1
thyroid v % Add
5
&
4
This button is used for adding a new 7.4.1 [Group Selection]
4 add group to the databank of the icon, <Add>, <Insert>,
> MAGLUMI® software. <Edit> & <Copy> in detail
J— This icon can be used to insert an 7.4.1 [Group Selection]
& Insert existing group to a certain page in the icon, <Add>, <Insert>,
h— [Assay GroupDefinition] dialog (but <Edit> & <Copy> in detail
only after selecting a group).
This icon can be used to edit an existing | 7.4.1 [Group Selection]
& e group in the [Assay Group Definition] | icon, <Add>, <Insert>,
] dialog (but only after selecting a group). | <Edit> & <Copy> in detail
; This icon can be used to copy an 7.4.1 [Group Selection]
1 Copy existing group in the [Assay Group icon, <Add>, <Insert>,
—J Definition] dialog (but only after <Edit> & <Copy> in detail
selecting a group).
This icon is used for deleting a selected | 7.4.2 [Group Selection]
. | Delete group from®the databank of the icon, <Delete> in detalil
MAGLUMI™ software.
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7.4.1 [Group Selection] icon, <Add>, <Insert>, <Edit> & <Copy> in detail

The icon is to be used when adding a new group to

the databank. Only one group may be added at a time and this
group will always be added at the end of the page list.

o Insert

The L— icon is to be used when inserting a new group
between two pages (reorganizing pages). Only one group may be
inserted at a time.

@ Edit
The | — icon is to be used when editing any existing
control inthe databank. Only one control may be edited at a time.

. i| Copy
The L— icon is to be used when copy any existing
group in the databank (with the intention to edit). Only one group
may be copied at a time.

When any of these four icons are pressed, the following dialog
appears:

7.4.1.1 [Group Selection] — saving and canceling

The saving and canceling section of the [Assay Group Definition]
dialog (see fig. 7.4.1-1) contains the buttons to either:

1) <Save> = Exit the dialog and accept the changes that were made
(if any), or

2) <Cancel> = Exit the dialog without saving any changes that were
made.The <Help> icon is not active.

Fig 7.4.1.1-1 (Saving and Canceling)

Ql"j" Save
\u‘.l Cancel

7.4.1.2 [Group Selection] — [Selected Assay]

The Selected Assay section of the “Assay Group Definition”
dialog (see fig. 7.4.1-1) contains the name of the currently selected
assay.
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Fig. 7.4.1.2-1 “Assay Group Definition” dialog — Selected Assay section

As=say Group Definition

Selected Assay

7.4.1.3 [Group Selection] — Assay Selection

T

-

Assay Group
Mame; | |
Qy S Assay Selection e |
ACTH AFP ALD 1 2 3
[ | [ | [ | [ | [ | [ |
‘M Cancel
e B2-HG BGP BGW 4 5 ]
[ | [ | [ | [ | [ | [ |
@ =
C IV CA125 CA153 T E 9
[ [ [ [ [ [
CAl159%9 CA242 CAS0 10 11 12
[ [ [ [ [ [
CAT24 CAFP CEA 13 14 1%
[ [ [ [ [ [
Selected Assaw
MY IaG
Assay Selection
CAT24 CAFP CEA
[ [ [
cF-B-HCG CG CE-EB
[ | [ | [ |
CHEV IgG CHEV Iglk Corti=ol
(| [ [
CRP CSA CT
[ [ [
CYFRAZ211 C-P DIGOXIN
[ ] [ ]

The [Assay Selection] section of the [Assay Group Definition]

dialog (see fig. 7.4.1.3-1) contains a list of all assays that

can be assigned to a group.
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Fig. 7.4.1.3-1 [Assay Group Definition] dialog — [Assay Selection] section

Assay Seleckion

CAT24 CAFP CEA
[ [ [
cF—-B-HCG cG CE-NE
[ [ [
CHEV IgG CEV Igk Cortisol
[ [ [
CRP CSA CcT
[ [ [
CYFRAZ211 Cc-P DIGOXIN
[ [ [
| |<»

The available assays are displayed in this area in the form of icons.

N OTE Each assay must be assigned to at least one group.

How To:

Select an assay for the group displayed by pressing the
corresponding button. The color of the button window will then
change from red to green, and the [Assay Group] section will also
change from inactive to active.

Pressing the assay button again cancels the assay assignment. The
color of the button window changes back to red, and the [Assay
Group] section will also change from active to inactive.

The arrow buttons are used to page through the assay

selection pages.

7.4.1.4 [Group Selection] — [Assay Group]

The [Assay Group] section is where the group name can be:
-Entered when “Adding a Group”
-Edited when “Editing a Group”
-Renamed when “Copying a Group”

The number of the assigned page can be located in the field [Page:].
The contents of the group are displayed as numbered icons (red)
where no assay is present and assay names (green) where an assay
has been assigned to that position. (see fig. 7.4.1.4-1)
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Fig. 7.4.1.4-1 [Assay Group Definition] dialog — [Assay Group] section

Bssay Group
Marne: TORCH
Page: | 1
CEV IgG CEV Igl H5V-1/2 IgG

[ [ [
HSV-1/2 Igk H5V-2 IgG Rubella IgG
[ [ [
Rubella Ighk TOXO IgG TOX0O Igh
[ [ [

10 11 12
[ [ [

13 14 15
[ [ [

7.4.1.5 [Group Selection] — Procedure for assigning an assay to an existing group

a. Inthe [Group Selection] dialog, select a group where
the assay should be added.

b. Press the <Edit> icon and the [Assay Group Definition]
dialog (fig. 7.4.1-1) will appear.

c. Select the appropriate assay from the [Assay Selection]
section. (see section 7.4.1.3).

d. Select any non-occupied position (hnumbered icon) in the
[Assay Group] section and the icon will change to the
name of the selected assay (see section 7.4.1.4).

e. Repeat steps a-d for any additional assays.

If an assay is placed into a group by mistake, the assay can be

N OTE removed by pressing the appropriate icon in the [Assay
Group] section.

7.4.1.6 [Group Selection] — Procedure for assighing a new group to the database

a. Inthe [Group Selection] dialog, select the <Add> icon and
the[Assay Group Definition] dialog (fig. 7.4.1-1) will appear.

b. Enter a name for the group in the [Name:] field of the [Assay
Group] section (see section 7.4.1.4).

c. Select the appropriate assay from the [Assay
Selection]section (see section 7.4.1.3).

d. Select any non-occupied position (humbered icon) in the
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Assay Group section and the icon will change to the name
of the selected assay (see section 7.4.1.4).

e. Repeat steps a-d for any additional assays.

If an assay is placed into a group by mistake, the assay can be

N OTE removed by pressing the appropriate icon in the [Assay
Group] section.

A group that contains no assays cannot be added to the database.
An error message will appear informing the user that no assays
have been assigned to this group (fig. 7.4.1.6-1). Pressing <OK>
cancels the error message, but it will not be possible to exit the
[Assay Group Definition] dialog with <OK>.

Fig. 7.4.1.6-1 [Assay Group Definition] dialog — Error message

Hessage

Mo assay was specified!
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7.4.1.7 [Group Selection] — Procedure for inserting a new group to the database

a. Inthe [Group Selection] dialog, select the page that would
be after the new group.

b. Select the <Insert>icon and the [Assay Group Definition]
dialog (fig. 7.4.1-1) will appear.

c. Enter a name for the group in the [Name:] field of the [Assay
Group] section (see section 7.4.1.4).

d. Select the appropriate assay from the [Assay Selection]
section (see section 7.4.1.3).

e. Select any non-occupied position (humbered icon) in the
[Assay Group] section and the icon will change to the name
of the selected assay (see section 7.4.1.4).

f. Repeat steps a-d for any additional assays.

If an assay is placed into a group by mistake, the assay can be

N OTE removed by pressing the appropriate icon in the [Assay
Group] section.

A group that contains no assays cannot be added to the database.
An error message will appear informing the user that no assays
have been assigned to this group (fig. 7.4.2.6-1). Pressing <OK>
cancels the error message, but it will not be possible to exit the
[Assay Group Definition] dialog with <OK>.

7.4.1.8 [Group Selection] — Procedure for copying an existing group to the database

a. In the [Group Selection] dialog, select the group that should
be copied.

b. Select the <Copy> icon and the [Assay Group Definition]
dialog (fig. 7.4.1-1) will appear.

c. Enter a name for the group in the [Name:] field of the [Assay
Group] section (see section 7.4.1.4).

d. Add or remove required assays to the [Assay Group] section
(see section 7.4.1.4).

e. Repeat steps a-d for any additional assays.

If an assay is placed into a group by mistake, the assay can be

N OTE removed by pressing the appropriate icon in the [Assay
Group] section.

A copied group that contains no name cannot be added to the
database. An error message will appear informing the user that no
name has been assigned to this group (fig. 7.4.1.8-1). Pressing
<OK> cancels the error message, but it will not be possible to

exit the [Assay Group Definition] dialog with <OK> until a name
is given.
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Fig. 7.4.1.8-1 [Assay Group Definition] dialog — Error message
Heszage

Mo group was specifisd!

Qly oK ‘ @ Cancel ‘

7.4.2 [Group Selection] icon, <Delete> in detail

B Delete
Pressing the icon - from the [Group Selection] dialog

deletes the complete selected Group including all assay assignments
to that group.

How To:

Select the appropriate group in the [Group Selection] dialog, and
then press <Delete>. The message in fig 7.4.2-1 will appear.

Fig 7.4.2-1: [Group Selection] dialog — Delete message

NOTE

Hessage

Shall the assay group -EB- be deleted 7

£

If the group should actually be deleted confirm the deletion with

<OK>.
If an error has been made and the wrong group has been selected,
the operation can be canceled by pressing <Cancel>.

An item cannot be recovered once it has been deleted.
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7.5 <Sender>icon in detail

Access levels:

Code

All user levels may utilize all functions of the senders.

The definition of the sender icon is to create reference list for
external/internal clinics /laboratories. This feature is useful for larger
institutions that receive patient samples for testing from smaller
institutions or departments on a regular basis.

Any individual patient sample can be assigned to a sender (provided
senders are previously listed), which in turn will appear in the
“Detailed Sample Result” dialog located in the “Daily Journal” (see
chapter 10).

The software is delivered with no senders inserted. They must be set
by the user.

The sender icon is used to enter, edit, copy, and delete senders from
the software database.

The “Sender” function is strictly an option and is not required for the
normal functionality of the MAGLUMI® system.

Select <Definitions> in the main menu and then press

o |__1 Sender

opens [Sender] interface for adding, editing, or

deleting senders. (See fig. 7.5-1)

Fig 7.5-1: [Sender] interface

MName Section (a5
[k

ity

':g Edit

i Copy

Delete
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e Add

This button is used for adding
a new sender to the databank

of the MAGLUMI® software.

7.5.1 [Sender Selection]
icon, <Add>, <Edit> & <Copy>
in detail

@ Edit

This icon can be used to edit an
existing sender in the sender list
(but only after selecting a
sender).

7.5.1 [Sender Selection]
icon, <Add>, <Edit> & <Copy>
in detalil

l | Copy

This icon can be used to copy
an existing sender in the sender
list (but only after selecting a
sender).

7.5.1 [Sender Selection]
icon, <Add>, <Edit> & <Copy>
in detalil

4 Delete

This icon is used for deleting a
selected sender from the ®
databank of the MAGLUMI
software.

7.5.2 [Sender Selection]
icon, <Delete> in detai

7.5.1 [Sender Selection] icon, <Add>, <Edit>, & <Copy> in detail

The icon is to be used when adding a new sender to

the databank. Only one sender may be added at a time.

@ Edit

The icon is to be used when editing any existing
sender in the databank. Only one sender may be edited at a time.

! 1 Copy

The icon is to be used when copy any existing sender
in the databank (with the intention to edit). Only one sender may be

copied at a time.

When any of these three icons are pressed, the following

dialog appears:

Fig 7.5.1-1: [Sender Input] Dialog
Sender Input

4

Ok Code!

iy

@ Help

Marme:

Section:
Cancel
Camment:

Street:

PostCode, City:

Phone:

[Code]
field.

a client identification code may be entered in this
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NOTE

Sender Selection

Vo«

@ Help

[Name]

[Section]

[Comment]
[Street]
[Postcode, city]

[Phone]

the name of the laboratory, clinic, or doctor may
be entered in this field.

When a certain section or department is
available; the department name may be
entered here.

any special comments pertaining to this client
may be entered here.

the street name and number should be entered
in this field.

the postal code and the city name are given in
this field.

a contact number to the client may be entered in
this field.

For the application of the sender see chapter 11

If there are too many characters in any field, the display
position may shift to the right (see fig 7.5.1-2).

Fig 7.5.1-2: Sender displayshift

Section
CS Tr...

City

4 fdd

@ Edit
J Copy

Delete

7.5.2 [Sender Selection] icon, <Delete> in detail

Pressing the icon from the [Sender Selection]

dialog deletes the selected sender.

How To:

Select the appropriate client in the [Sender Selection] dialog. The
selected will be highlighted in blue. Then press <Delete>.
The message in fig 7.5.2-1 will appear.
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Fig. 7.5.2-1 [Sender Selection] dialog — Delete message

Nessage

Shall the sender -526200- be deleted?

L)

Qﬂg K ‘ ‘g Cancel ‘

If the sender group should actually be deleted, confirm the deletion

with <OK>,
If an error has been made and the wrong client has been selected,

the operation can be canceled by pressing <Cancel>.

N OTE An item cannot be recovered once it has been deleted.
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7.6 <Dilut.> Icon in detail

Access levels:

Access for this icon is restricted to the highest user level.

The definition of the dilution icon is to assign customer

specified dilutions to individual assays/tests.

This process provides the user with a selection in the sample
loading dialog box for programming the samples.

A maximum of 9 dilution steps can be assigned to each assay and
an overall maximum of 1:2500 may be diluted on this system.

An individual dilution can be assigned to a test, which in turn will
appear in the [Dilution] section located in the [Patient Area] dialog
(see chapter 11).

The dilution icon is used to enter, edit, and delete dilutions from
the software database.

Select <Definitions> in the main menu and then press

il
to open the [Dilution] interface for adding,
editing, or deleting dilutions. (See fig. 7.6-1)

Diluter

Fig. 7.6-1: [Dilution] interface

besay

Asszy Selection

AFP

CA125

E2

PCT

TG

Dilution Selection
1:10 1:100 1:1000
[ | [ | [ |
1:2 1:20 1:200
LD y— [ | [ | [ |
- - 1:2500 1:4 1:5 @—v
oD — [ | [ | [ |
n n 1:50 1:500 1:90 ;;
FERRITIN H-ALB - - -
- - Selected Dilutions
PRL PSA
[ [ [ | [ | [ |
%
[ | [ | [ | «
= -
b ad < [ | [ | [ |

This interface consists of five sections that are explained on the

next page by the color-coordinated boxes.

The Assay section is for viewing the selected assay. See 7.6.1.

The Assay Selection section is used for selecting the appropriate
assay to add/remove/edit a dilution. See 7.6.2.

The Dilution Selection section is used for selecting a predefined
dilution as defined by the reagent manufacturer. See 7.6.3.

The Selected Dilutions for XXX section is used for entering/editing,
and deleting a dilution for the given assay (whereas “XXX” is the

name of the selected assay). See 7.5.2.3.
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7.6.1 [Dilution] — Saving and Canceling

The saving and canceling section of the [Dilution] dialog (see fig.
7.6.1-1) contains the button < OK>, < Cancel> and <Help>

1) <OK> = Exit the dialog and accept the changes that were made (if
any) If any changes are not to be accepted they should be deleted
before exiting this dialog.

2) <Cancel> = Exit the dialog without saving any changes that
were made.

3) The <Help> icon is not active.

Fig 7.6.1-1 (Saving and Help)

Also when the <Esc> key on the keyboard is pressed, the
NOTE changes will be confirmed.

7.6.2 [Dilution] — Assay

The [Assay] section of the [Dilution] interface (see fig. 7.6.2-1)
contains a display of the currently selected assay. When an assay is
selected in the [Assay Selection] section, the assay will also be
displayed here.

Fig 7.6.2-1 Assay section

Assay

ACTH

7.6.3 [Dilution] — Assay Selection

The [Assay Selection] section of the [Dilution] interface
(see fig. 7.6.3-1) contains a list that a dilution may be assigned to.
Some assays may not be selectable due to manufacturer settings.
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Fig. 7.6.3-1 [Dilution] dialog — [Assay Selection] section

Assay Selection
ACTH CA12E FCT

The available assays are displayed in this area in the form of icons.
How To:

Select an assay that a dilution is needed for by pressing the
corresponding assay button. The color of the button window will
then change from red to green, and the [Assay] section will then
contain the name of the selected assay.

Pressing the assay button again cancels the assay assignment. The
color of the button window changes back to red, and the name of the
selected assay will no longer appear in the [Assay] section.

The arrow buttons are used to page through the assay selection
pages.

7.6.4 [Dilution] — Dilution Selection

The [Dilution Selection] section of the [Dilution] interface (see fig.
7.6.4-1) contains the possible assignment of dilutions as set by the
manufacturer for the selected assay.

There is no limit to the amount of dilutions that may be placed by the
manufacturer in this field.

Some assays do not contain the option to dilute. In these certain
cases, all dilution icons are inactivated in the [Dilution Selection]
section.
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Fig. 7.6.4-1 [Dilution] interface — [Dilution Selection] section

Dilution Selection

1:10 1:100 1:1000
- - —
1:2 1:20 1:200
- — —
=
1:2%00 1:4 1:% ‘!-‘
— — —
1:50 1:500 1:90
- — —

7.6.5 [Dilution] —Selected Dilutions

The [Dilution Selection] section of the [Dilution] dialog (see fig.
7.6.5-1) contains the name of the selected assay in the section title
and a list of all dilutions that have been assigned to this certain
assay.

Only 9 dilution selections may be assigned to an assay.

The dilutions may appear as opted by the user.

This section also contains the icons <Edit> & <Delete>.

Fig 7.6.5-1 [Selected Dilutions]

Selected Dilutions

0 1 2
(| [ [
@ Edit
3 q 5
[ [ [
=
6 7 8
[ [ [

7.6.5.1 [Selected Dilutions] - <Edit> in detail

When a certain dilution is needed but not present in the [Dilution
Selection] section, the user can add it.

By pressing a numbered icon in the [Selected Dilutions] section
and afterwards pressing “Edit” (shown in fig 7.6.5-1) the [Dilution
Specification] window will appear (see fig 7.6.5.1-1).
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Fig 7.6.5.1-1 [Dilution Specification]

Dilution Specification

W ok Marne:
L

1st Dilution Step

Sample Yolume: [ul]

@ Cancel Buffer Yolume: [pl]

Zst Dilution Step | option )

Yal, From 1sk: [ul]
Help

Buffer Yolume: [pl]

Dilution: undefined

The dilution can be defined in two steps, [1st Dilution Step] and
[2nd Dilution Step], in which one step allows maximum dilution by
50 times (max. overall dilution 1:2500).

[Name] Name of the dilution step (max. 6 characters).
[Sample volume] Sample volume in pl.

[Buffer volume] Buffer volume in pl.

[Vol. from 1st step] Volume in ul of the dilution from step 1.

[Buffer volume] Buffer volume in pl.

[Dilution Factor] Automatic display of the total dilution
factor calculated.

Note the sample volume of the assay to be pipetted! (Take account
of the residual volume!)

The maximum capacity of the dilutor syringes of 380 pl!
The maximum capacity of the reaction module cavities is 600 pl!

Once the wished values have been entered, press <OK> to save
the dilution specification for this assay. The program returns to the
[Dilution Definition] dialog box.

Press <OK> to save the assignment of the dilutions to this assay. Or
press <Cancel> to cancel the setting without saving.

7.6.5.2 [Selected Dilution] - <Delete> in detail

b Delete
Pressing the icon in the [Selected Dilutions]
section deletes the selected dilution from the active list for a
particular assay.

How To:
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Select the appropriate dilution (see fig. 7.6.5-1) in the [Selected
Dilutions] section. The selected icon will be highlighted in green.
Then press <Delete>. The message in fig 7.6.5.2-1 will appear.

Fig 7.6.5.2-1 “Delete Message”

Hessage

Shall the dilution -1)4- be deleted?

If the dilution should actually be deleted, confirm the deletion with
<OK>,

If an error has been made and the wrong dilution has been selected,
the operation can be canceled by pressing <Cancel>.

N OTE The item cannot be recovered once it has been deleted!
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7.6.6 <Dilute> How to set a dilution

Dilution steps assigned to an assay in the sequence defined here
will appear in the [Dilutions] section located in the [Patient Area]
dialog (see chapter 11).

1. Select an assay in the [Assay Selection] area by
pressing the appropriate icon. The assay appears with a
green window. All icons in the sections [Dilution
Selection] & [Selected Dilutions] are thereby activated
(provided dilutions can be assigned to this assay).

2. The dilutions already predefined by the reagent
manufacturer appear as dark gray buttons in the [Selected
Dilutions ] section. Proceed as follows for assigning further
dilutions to the assay.

3. Press the button with the dilution step you require in the
[Dilution Selection] section. Buttons not selected appear
with a red window and selected buttons appear with a
green window.

4. Now position the dilution selected in the [Selected
Dilutions]section by pressing one of the numbered icons.
The dilution name will then be transferred to this icon. This
dilution step will appear in the sample-loading dialog at the
position defined here once dilutions have been selected for
this specific assay.

5. Repeat steps 1-4 for each new dilution.

Each dilution step selected in the [Dilution Selection] area
can be viewed by pressing <Edit> in the [Selected Dilutions]
area and the dilution parameters changed in the [Dilution
Specification] dialog box.
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Chapter

Menu [Process] in detall

8.1 PrOCESS 1N OVEIVIEW ...iieieiii e e ettt ettt e e e e e e st bbbttt e e e e e s s aabebe e e e e e e e e snnbbbeeeeaaesaabsseeaaaaeaeannns 2
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8.2.1 <INit>1icON KOK> iN AELAI ..eiiiiiiiiiiiiiii e s 3

8.2.2 <Init > icon <CaANCEI> IN AELAI......ciuiiiiiiiiiie e 4
SRS I Ofo T | A1 1T oo ] o PSP PP TP PPRPI 4
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8.1 Process in overview

I Init

| .
%é- Continue

I

@' Return Asy

ﬁ| LowLevel

8.2 <Init>icon

[:] Process
When the ;'button is pressed from the main menu,

the [Process Functions] sub-window appears on the left of the

monitor (see Fig. 8.1-1 Process Functions).

Fig. 8.1-1: Process Functions

J

i Init

]

I Init W. Clear

(L .
ﬁ-‘é Continue

Return Asy

[a] LowLevel

i

ﬁ Warning Opt.

—_———

Button for the initialization of the
instrument

8.2 <Init>icon in
detail

I Init W. Clear

Button for the initialization of the
instrument with cuvette clear

8.2 <Init W. Clear>
icon in detail

Press it to continue the processing for
the instrument/assay blocked previously

8.3 <Continue> icon
in detail

Press it to return the determinations of
the undone test

8.4 <Return Asy>
icon in detail

Commands to control the assembilies.
Intended for the service technician.

8.5 <Low Level> icon
in detail

ﬁ Warning Opt.

Warning options of the analyzer

8.6 <Warning Opt.>
icon in detalil

Select <Process> in the main menu and then press the

Init ]

[ I icon to open the [Initialization Dialog] dialog box
with a warring message before executing the initialization. (See fig
8.2-1)

Page 8-2
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Fig. 8.2-1: Machine Reset / Initialization Dialog

Hez=zage

Do you really want initialize?

8.2.1 <Init>icon <OK> in detalil

o].4

Pressing the icon le_Ifrom the <Init > dialog includes the
testing of all functions of the analyzer all assemblies and resetting
to the start position. After an <Init> has be performed, the analyzer
cycle (shown at the bottom of the monitor screen) is automatically
set to “0:1” (Inactive).

Please proceed initialization procedure once the analyzer is re-

started.
N OTE The analyzer is required initialization If there are critical errors
occur or the connection of the software and instrument fails.

<Initialization With Cuvette(s) Clear> function:

When the analyzer is stopped in mid-run and shut down before the
last exit of the software is achieved, there is the possibility that
some stray reaction modules are present anywhere in the normal
paths of operation on the analyzer. In the case, the <Initialization
With Cuvette(s) Clear> function could be proceed.

Procedure:

1. Starting the PC system

2. Double click on the icon < User.exe > to open the
MAGLUMI system software. The [Login] dialog
displays. (see fig 8.1-2)

fii 8.2.1-1: ‘Loiin‘ dialoi

User
=
Password

@=] T

[ tnitialization with Cuvetteis) Clear
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3. Input the assigned User name and Password. Check
(V) is selected for <Initialization With Cuvette(s)
Clear> and press <OK> to execute initialization of the
instrument.

8.2.2 <Init > icon <Cancel> in detail

8.3 <Continue>icon

Nez=zage

@ Cancel
The icon exits the dialog and returns to the [Process

Functions] dialog.

Select <Process> in the main menu and then press the

[% Continue J

- icon to open the [Continue] dialog box in order to
continue analyzer operations for the instrument/assay interruption or
an error message appeared previously (see Fig. 8.3-1)

[Continue] icon for continuing analyzer operations
after an error message has appeared.

Fig. 8.3-1: Message Dialog

L)

Do wou wankt to continue not: finished
schedule?

‘ Qléy (0.4 ‘ ‘ @ Cancel ‘

8.4 <Return Asy>icon

When finishing editing the samples and items and press

@ Start

in the main menu, the analyzer will automatically
deduct the corresponding number of tests of the reagent kit. If the
analyzer shuts down for various reasons without finishing the test,
the user can press <Return Asy> icon to return the undone tests.
Select <Process> in the main menu and then press the

[{é} Return Asy J . )
e icon to open the [Return assay] dialog box with a
warning message. (See fig 8.4-1)

Page 8-4
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Fig. 8.4-1: [Return assay] Dialog box

Nessage

Do ol wank bo return the reagent kest
nurmber?

L)

i

Q? (04 ‘ @ Cancel ‘

8.5 <Low Level>icon

Command:

Select <Process> in the main menu and then press the

[ LowlLevel J

icon to open the [Low Level Command] interface,
mainly intended for technicians. For reactivating the barcode reader,
use the command: 05 01 7F (see Fig. 8.5-1)

Fig. 8.5-1[Low Level Command] dialog

ﬁd Send

11 Send

Sends the Low Level 8.5.1[Low Level Command]
command, allows to send icon,<Send> in detail
several commands without
closing the dialog

[Low Level Command] icon <Send> in detail

8.6 < Warning Opt.>icon

40 send
Pressing the icon from the [Low Level Command]
interface. Clicking on the button sends the Low Level Command
specified in Edit Box <Command> to the analyzer. After the
command is sent, the Edit Box <Command> will be selected
allowing the user to enter the next command directly.

Select <Process> in the main menu and then press the

Operating instruction
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[ ﬁ Warning Elpt.]

(See fig 8.6-1)

icon to open the [Warning options] interface.

Fig. 8.6-1: [Warning options] interface

Select the warning info does not need treatment

[0 Wash-Soak pump soak abnormally

O No cuvette in chamber

[ Chamber-soak pump soak abnormally

[ Trigger Start 1 is almost empty. Please replace

[ Trigger Start 2 is almost empty. Please replace

[ Shaker is out of normal range

[0 Waste cuvette is full. Please exchange the waste bag
[ System liquid is almost empty. Please replace

[ Waste liquid is almost full. Please replace

In some cases, i.e. there is something wrong with some part of the
analyzer or the sensor, the analyzer will warn. If the user is sure
that the analyzer is in proper condition and do not need any of the
warning function, check ( v) is selected, then press

Qﬂ'g Save
and a dialog box will appear to ask the user for
conformation.(See fig. 8.6-2)

Fig. 8.6-2

Do wou want ko save and update data?

Q{y ok ‘ ‘g Cancel ‘

Click to save and return to the warning options

@ Cancel
interface and to return to the warning options

interface without saving.
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Chapter

Menu [System Test] in detail

9.1 SYSIEM TEST IN OVEIVIEW ...uviiiiiieeeiiceiieeie e e e e e s s sttt e e e e e e s s s st e e e e e e e s s aantaeeeeaeeesaansstanaeeeeeessansnnrnnnneaees 2
9.2 SYStem TeSt iN AELaAIl....ccceeieieeei e e e e e e e e aaen 2
9.2.1 [System Test] dialog [Priming] section in detail ..........ccooeeuiiiiiiiee e 3
9.2.2 [System Test] dialog [System test] section in detail ........ccceeveieeiiiiiii e 4
9.2.3 [System Test] dialog exiting, confirmation, and information ...........ccccccceiiiii s 5
9.3 Placing Light Check on the @nalyZer ... e 7
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9.1 System Test in overview

The <System Test> icon is used to prime the analyzer, and run a
standard diagnostics test on the analyzer to ensure that the components
of the analyzer are working properly before any real tests are run. These
diagnostics tests are known as “System tests” and must be run each
working day prior to normal operation of the analyzer.]

|E| SystemTest

By pressing the icon from the main menu it is possible to
access the <System Test> dialog. (See Fig. 9.1-1 System Test)

Fig. 9.1-1; System Test

-

System Test

Q?DK

@ Cancel

@ Help

Cydes
Pipettor 3
Washer 3
Chamber 3
ReactionMoudles
BGW l
LCde 1

[] Pipettor
[#] Warshes

[#] Chasnber

Cydles

This section is for entering the
number of priming cycles wished
for each fluidic system.

9.2.1System Test<Prime
cycles> in detall

ReactionMoudles

BGW

LCe

This section is for entering the
number of each type of analyzer
diagnostic test (System test).

9.2.2 < Reaction
Modules> in detail

Accepts the input and allows

starting the system test. 9.2.3 <OK> icon in detail

9.2 System

Discards the input and closes
the dialog without starting the
system test.

Test in detail

For keeping safety of the diagnostic results received by the
MAGLUMI Diagnostic System, it is necessary to perform
System Test every day and after each exchange of starter
reagents. [053]

Page 9-2
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Upon entering the <System Test> by pressing the appropriate icon from
the main menu, the [System test] dialog opens. This dialog contains three
major sections.

I Priming section I This section is [Cycles] for settings of
individual priming areas. See Fig 9.2.1.

I System test section I The section [Reaction modules] is for settings
of individual system test. See 9.2.2.

I Confirmation sectionl This section is exiting, confirmation, and
information. See 9.2.3.

ra N
System Test

Ql'g aK Cydes
Pipettor 3
Washer 3

@ Cancel
Chamber 3

ReactionMoudles
@ o BGW t

LCde 1

9.2.1 [System Test] dialog [Priming] section in detail

The priming section allows the user to select how many cycles of which
fluidic system should be primed. The priming section may run
independently of the [System test] section.

Fig. 9.2.1-1: Priming selections

Cycles
[=] Pipettor i
(=] Warshees 3
[#] chasbsar 3

It contains three different systems.

Pipettor: The pipettor selection controls the priming for the
pipetting needles, diluters, syringes, and tubing.
1 cycle = 6 ml of Wash/System liquid. The user should
prime the pipettor as seen in fig. 9.2.1-1, at the beginning
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of each workday. When wash/system liquid has been
replaced, see chapter 13.

Washer: The washer selection controls the priming for the wash
pumps, wash needles, and tubing.
1 cycle = 7.2 ml of Wash/System liquid
The user should prime the washer as seen in fig.
9.2.1-1, at the beginning of each workday. When
wash/system liquid has been replaced, see chapter 13

Chamber: The chamber selection controls the priming for the
reading chamber, injection pumps, and tubing.
1 cycle =1.2 ml of Starter reagent liquid (per
bottle). The user should prime the chamber as seen
in fig.9.2.1-1, at the beginning of each workday. When
starter reagent liquid has been replaced, see
chapter13.

Ensure that all liquids are sufficient for the number of requested
cycles.

9.2.2 [System Test] dialog [System test] section in detail

The system test section allows the user to select how many runs of
which test should be executed. The system test section may run
independently of the “Priming” section.

Fig. 9.2.2-1: System test selection
ReactionMoudles

BGW 1

LCHe 1

It contains three different systems.

BGW: (Back Ground Wash) result range of “200 — 1200 RLU’s".

This analyzer diagnostic test tests the effectiveness of the washing
element and the lowest range of the reading chamber. This test is
completed using the existing system fluidics. No extra additions are
necessary to start this test.

LC-le: (Light Check [eft) result range of “400000 — 650000 RL.U's”. This
analyzer diagnostic test tests the accuracy of the left pipetting needle.
This test is completed using an external light check.

Page 9-4
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Table 9.2.2-1: System Test verification table

System test Ranges Max RLU CV’s Left/Right Differences
BGW 200 — 1200 RLU’s < 10% -
Light Check 400,000 —650,000 RLU’s <3% <3%

Table 9.2.2-2: LC verification table

If the mean of LC-le &
LC-ri is: The values below apply for the

given ranges & should not exceed:
But less
than

450000 25000

500000 26000

550000 27000

600000 28000

650000 29000

9.2.3 [System Test] dialog exiting, confirmation, and information

The saving and canceling section of the [System Test] dialog

contains the buttons to either:

1) <OK> = Confirm the entries and start the system test.

2) <Cancel> = Exit the dialog without saving any changes that were made
or starting any priming or system tests.

The <Help> icon is not active.

CJ%’ QK
Pressing the icon confirms the [System test] dialog with
<OK>, the [Message] dialog with a list of the entered settings is displayed
(see Fig. 9.2.3-2)

Fig.9.2.3-1: Message

Hessage

3 Cycles(s) Pipettor priming.
3 Cycles(s) Washer priming.
3 Cycles(s) Chamber priming.

/_’ E BEWY:1, Li-le:0, LC-ri:0 Ry mod,

Do vou really want to skark?

<OK> must be pressed a second time in order to start the system test.

Operating instruction
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AN\

Uncapped Light check vials must be placed in 1 or 2 track in the
Sample Area before starting the system test.

When attempting to enter <System test> from the main menu while the

analyzer is active, the system start dialog appears informing the user of the
information contained in the dialog below.

See figure 9.2.3-2: [Message] dialog

Fig. 9.2.3-2: [Message] dialog

Nessage

Operations cancelled. Please wait unkil
operation Finish!

Qly OF ‘ @ Cancel ‘
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9.3 Placing Light Check on the analyzer

Maglumi 600 - [ snibe |

The light check is a SNIBE product, manufactured speC|f|caIIy for usage
of testing the pipetting functionality on the MAGLUMI® analyzer.

Preparation of the MAGLUMI® Light Check should be accomplished
according to chapter 13 sectlon 13.2.4.

Insertion of the MAGLUMI® Light Check should be accomplished
according to chapter 15 section 15.3.3.

The “L” type sample rack containing light check can be inserted only in
tracks (lanes) 11, or 12 of the analyzer patient area.

After proper insertion the MAGLUMI® Light Check will be automatically
recognized and will appear in the [Sample Loading] dialog as shown in
figure 9.3-1: Light Check placement.

Fig. 9.3-1: Light Check placement

@ Start ]@ SystemTest]:[ﬁ Pat&Rea ]E| Process ]E"} Definitions ] System ][ﬁ Report ]

HE

N B B ey 2
’
F1a y /
100 s ’
[ ] O / 5
’
1 1 = |
Loading Sample Info Assay Selection /IIIIII/
a From To HA ALB )
o i e i
7 ok - :
o) cowd /#&11‘1111111111, l igA L) ligG(S) l ligc(m
I s ‘ SLC-wis

(II I77777777771 I-Igu

[

M Diute j : s Id‘c_n H- LH l l- N H@
b | 38 ]

‘ o5 © )

Login Success! COM Status: () PLC Status: () o

—— T ——— —

Manually programming of the Light Check on the analyzer

The light check is normally automatically recognized on the analyzer.
There may however be cases whereas the barcode of the light check may
be damaged and not readable. In these cases, the light check must be
programmed manually. Th|s is accomplished as described below.

Insertion of the MAGLUMI® Light Check should be accomplished
according to chapter 15 section 15.3.3.

If the light check has not been recognized the sample rack will appear as a
blank rack in the [Sample Loading] section. Remove the sample rack and
reinsert it again. If the sample rack is still being shown as empty in the
[Sample Loading] section, follow the steps below.

1. Insert the sample rack

2. Select the position in the sample rack where the light check is located.

Operating instruction
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'“ stdfLc
3. Press the icon and the arrow (only the arrow) where the

light check should be located will turn yellow. See figure 9.3.1-1: LC
programming.

1C-1e
4. From the assay list on the right, select the icon and

the name will appear in the [Sample ID] field. Then deselect the same
icon to cancel it in the working list. See figure 9.3.1-1: LC programming.

Fig. 9.3.1-1: LC programming
1 ‘ F1C-1ek

5. Press TAB or ENTER to confirm and leave the field.

Select <System Test> in the main menu to bring up the [System Test]
dialog box. The system test must always be performed before starting
the routine.

Take the set values of the Background and Light Check
measurements for checking your results from the instruction of

the MAGLUMI® Light Check.

BGW: 200-1200 RLU;
LC-le/LC-ri: 400,000 —650,000 RLU;
(please refer to the instruction for the individual expected values for the
Light Check reagent )

Deviation between LC-le and LC-ri should be within 5%;
LC: CV% < 3%;
BGW: CV% <10%:;

For keeping safety of the diagnostic results received by the

MAGLUMI® Diagnostic System, it is necessary to perform the
Light Check only with opened LC vials placed in sample-
racks(1 or 2 lanes).
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Chapter 1 O

Menu [Report] in detall
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10.5.2 [Control]l icon <Online>in detail.........ccoooeeiii e 26
10.5.3 [Control] icon <View>in detail............ccoooeei i, 27
10.5.4 [Control] icon <Delete> in detail ..o, 28
10.5.5 [Control]l icon <Print> in detail......ccooo i 28
10.6 [System Test] icon iN det@il .......cc.ueeeiiiiiiii e 30
O A L © 1] [N Tofe] o I o e [=] K= 11 DT 31
10.8 [ReEPOrt] iCON iN ELAII .....eiieiiiiii e eeee 31
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Menu Resultsin detail

10.1 Report in overview

By pressing the button '

E Report

Fig. 10.1-1: Report

T oma |

' -

J 4 Valid

b r

i “

;,k Calibrator

" &

i -

C} Control

. &

' . -
“_' SystemTest

% V.

i i B -
g o«

1&/ Report

* from the main menu the [Report]
interface appears on the left of the monitor (see Fig. 10.1-1Report).

E s Journal

Clicking on the button opens the
interface [Journal]

10.2<Journal> icon in detail

valid

Clicking on the button opens the
interface [Valid]

10.3 <Valid> icon in detalil

;k Calibrator

Clicking on the button opens the
interface [Calibrator]

10.4 <Calibrator>icon in
detail

Control

Clicking on the button opens the
interface [Control]

10.5 <Control>icon in detalil

ystemTest

Clicking on the button opens the
interface [System Test |

10.6 <SystemTest> icon in
detail

=)

Clicking on the button runs the
external quality control program

10.7 <QC> icon in detall

Clicking on the button runs the
patient report

10.8 <Report> icon in detail
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10.2 <Journal>icon in detail

Report

Select <Report>

in the main menu to bring up the

[ 3 Journal ]
[Report] interface and then press to open the [Journal]

interface (see Fig. 10.2-1 Journal)

Fig. 10.2-1: Journal

of the list of measuring results

T ——
E = e JE = ) - e — (&
Sort Criterion: Chronological Records. : o
Searchhey: | -3 sort HL;, Todar Rot. ‘
SamplelD Assay Dil. RLU CV(%) Concentration Flag @
o]
o
@
o
=)@ Je-Jo - [o~Jr - Ja - J=—]
| oo o) | B 00— |6 O
PP T F 5 %
Entry field for a self-selected search key
<SearchKey> | Lo, Toastag s or s

Sart

Display of the selected sort criterion.

10.2.1[Journal], icon <Sort> in
detail

Opens the Printout Selection

10.2.2 [Journal], icon <Print> In

= Prink Dialog, which allows choosing the :
= results to be printed out detail
i Recalculation of measured samples | 10.2.3 [Journal], icon <Recalc>
“4 Recal using the last validated working curve of | in detail
— the same parameter and lot
- Opens the [Online Selection Dialog], - ;
Lg@'gj Online which allows choosing the results to be ilr]OazééliEJournal], icon <Online>
— sent online to the host computer.
Opens the Detailed Sample Result
4 dialog- validated- and allows viewing | 10.2.5 [Journal], icon <View> in
@ Edit the detailed information about the | detail
validated results.
Opens the Selection Dialog, which -
4 Delets allows choosing the results to be ilr]oaze.giEJournal], icon <Delete>
deleted.
,Ef i To validate a result. égigir[\]ournal], icon <Valid.> in
S=  Remeasure To do a selected sample again i%gr'r?([e‘;%%rpei”i’n detail con
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Chapter 10 Menu Resultsin detail

o ° To view the results one by one
o o To view the results page by page

6 9 To go to the first & last page

10.2.1 [Journal] icon <Sort> in detail

\tﬂ% Sart

Pressing the icon ‘ in the [Journal] interface to open
the [Sort Criterion] dialog. (See Fig. 10.2.1-1 Sort Criterion)

Fig. 10.2.1-1: Sort Criterion

— Sort Criberion Filter
1 84
Cy () sample I
() SamplelD + Assay
{:} Patienkt Mame
@ cancel ) Assay + SampleID
() sender () Assay
() Patient Mame
@ Help () Skatus
O Skatus
O Paosikion
Dake Cirder
From: 201 2-06-04 e (& Ascending
To: 201z-06-04 (% O Descending

[Sort Criterion]
Display of the selected sort criterion:

(Chronological ) represents the chronological sequence in
which the measuring results were obtained.

(Sample ID + Assay) represents the sequence of results sorted
according to the first criterion the sample identification number
(ascending or descending numerical sequence) and then
according the assay (alphabetical).

(Assay + Sample ID) represents the sequence of results sorted
according to assay (alphabetical) and then according sample
identification number (ascending or descending numerical
sequence).

(Sender) represents the sequence of measuring results sorted
according to sender.

(Patient Name) represents the sequence of measuring results
sorted according to patient names (alphabetically)

(Status) represents the sequence of measuring results sorted

according to their status (placed, to-do, active, done)

(Position) represents the sequence of measuring results
sorted according to position of the samples in the sample
station
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[Eilter]

A filter can be applied over all measuring results and by this means all
results, e.g. with a special sample number, can be selected with a special
assay. Enter a filter for this purpose in the entry field. The filter options
are then activated and can be selected.

[Qrder]

It is possible to sort the results in a (Ascending) or (Descending) Order.

[Date]
It is possible to sort the results by the date of the results.

10.2.2 [Journal] icon <Print> in detail

Print
Pressing the icon will open the [Printout Selection

Dialog]. (See fig.10.2.2-1).

Fig.10.2.2-1: Printout Selection dialog

Printout Selection Dialog

2 Sort Criterion Segment
T o«
. O al
‘g cancel () 8l Samples
[, () Fram .. To
® el From

To

[ redirect ta file

Farmat

Filenarne

Display of the sort criterion selected for printout as described in <Sort>

[Segment]
Indication of the segment to be printed.

(Tagged) The segment to be printed consists of tagged results.

For tagging a result (a line) press the key <F7>. Pressing <F7> again
cancels the tagging. Tagged results are indicated at the end of the line
with “ *”

(Al All results

(All Samples) All sample results
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(From...To) Range indication. On selecting this option, the entry fields are
activated for entry of the beginning and end of the range to be printed

[Redirect to file]
Saving the measuring results as a file on a data storage device. (l.e.
floppy disk, USB flash stick or hard drive)

(Format) can be <Text> or <Excel>

10.2.3 [Journal] icon <Recalc.> in detail

Recalc.

Press the icon

b will open the [Recalculation Selection
Dialog]. (See Fig.10.2.3-1).

Fig.10.2.3-1: Recalculation Selection dialog

Eecalculation Selection Dialog

.@ Cancel

@ =

Sork Criterion Segment

() all samples

DFrom o To

Fram

To

Display of the sort criterion selected as described in <Sort>.

[

Indication of the segment to be recalculated.

(Tagged) The segment to be recalculated consists of tagged results.
For tagging a result (a line) press the key <F7>. Pressing <F7> again
cancels the tagging. Tagged results are indicated on the end of the line
with “ *”

(AIl) All results
(All Samples) All sample results
(From...To) Range indication. On selecting this option, the entry fields

are activated for entry of the beginning and end of the range to be
recalculated

Page 10-6
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Menu Resultsin detail

10.2.4 [Journal] icon <Online> in detail

. riline
The icon in the [Journal] dialog opens the [Online

Selection Dialog]. (See fig.10.2.4-1).

Fig. 10.2.4-1: Online Selection Dialog

Online Selection Dialog

Qt'g 84

Sark Criterion Seqgrnent

‘u Cancel

@ Help

...............

3 all samples

{:}Fru:um . To

Fram | |

To | |

In this dialog, the software requests all test orders from the host
computer.

The <OK> icon is not available while the transmission is in process. After

O
completion of the transmission, confirming with exits the

dialog to start the upload process.

Operating instruction
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10.2.5 [Journal] icon <Edit> in detail

Patient

Y Edit
Press the icon wiII open the [Detailed Sample Result]

dialog.(See Fig. 10.2.5-1)

Fig. 10.2.5-1: Detailed Sample Result

Sarmple

MName; ji=H 0329104447 _03_04
Birthday: Position: 0304
T i Sex Stakus: Crore
'3 i Sender: Performed: Z2010-3-29
Results:(FT3)
’,,,")-')-,,’ Mean RLL Conc. Mean Conc. Inkeqgral Flags
: 201396 # [z01306 5.864 5.864 Kit-Flo: Calibration expired[C]
Porrrrrrrg e Recalculated(R)
Lok-Mo:
100223
Y ] [e] (] o [=%=] Master-Id:
20100207120900
Dilution:
Ranges
Assay Range: Ok
a S0
Mormal Range: =
1 4
This dialog displays:
[Patient] Displays all inputs of the patients entered in the
[Sample] interface, icon <Patient>
[Sender] Displays all inputs for the patient entered in the
[Definition Functions] dialog, icon <Sender>
[Sample] Displays the sample ID, the position of the
sample e.g. 03/04 means rack 03, sample
position in the rack 04, the status and the time of
the result.
[Results] Displays the abbreviation, single or mean RLU’s,
single or mean concentration, the Qual. Label,
RLU and time of the measuring result.(User could
change the RLU result manually if necessary )
[Integral] Displays the integral information, Kit-No, Lot-
No, Master Curve- ID
[Dilution] Displays the dilution, if defined
[Flags] Displays all flags for the sample (similar to 10.3.3-2

Table Flag List).

Page 10-8
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[Journal -> Detailed Sample Result] -> Change RLU

Fig. 10.2.5.1-1: change RLU value
Results:{FT4)
RLU Mean RLU

223848 | |223848

]
[ ]

It allows editing RLU results and press <OK> in the pop-up
dialog to save the results. Otherwise press <Cancel> to leave
without saving.

Hes=zage

Do wou want to save and update data?

v~

10.2.6 [Journal] icon <Delete> in detail

i Delete
Press the icon - in the [Journal] dialog to open the

[Delete Selection Dialog]. (See fig.10.2.6-1).

Fig. 10.2.6-1: Selection Dialog

Delete Selection Dialog

2 Sort Criterion Segment
Qy ok .
. Oal
Zancel
‘g ) all samples
(:}Frnm oo Ta

@ Help Fram | |

To | |

In this dialog only the [Segment] area is available for the user and
indicates which measuring results should be deleted.
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10.2.7 [Journal] icon <Valid> in detail

Walid
The icon wiII open the [Validation Selection Dialog].

(See fig.10.2.7-1).

10.2.7-1: Validation Selection dialog

¥alidation Selection Dialog

- Sort Criterion Segment
oK
Q‘? ®Tagged
) &l without Flag
@ Cancel
() all samples without flag
{JFrom .. To
Help
@ From | |
Ta | |
IS riterion]

Display the sort criterion selected as described in <Sort>. Not
accessible in this dialog

[Segment]
Indication of the segment to be validated

(Tagged) The segment to be validated consists of tagged results.

For tagging a result (a line), press the key <F7>. Pressing <F7> again
deletes the tagging. Tagged results are indicated at the beginning and on
the end of the line with “ *”

(All without flag) All results without flag
(All Samples without flag) All sample results without flag

Remark: The validation of the complete [Journal] is only possible if no
result is flagged.

(From...To) Range indication. Upon selecting this option, the entry fields
are activated for entry of the beginning and end of the range to be
recalculated.
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10.2.8 [Journal] icon <Remeasure> in detail

o=
=== Remeasure

Press the icon_”
Dialog]. (See fig.10.2.8-1).

will open the [Remeasure Selection

10.2.8-1: [Remeasure Selection Dialog]

Eemeasure 5election Dialog

CAUTION

2 Sort Crikerion Segment
¥ « ©ffaaged
al
@ Cancel ) Al Samples
JFrom .. To
@ izl Fraom
To

Display the sort criterion selected as described in <Sort>. Not
accessible in this dialog

[Segment]
Indication of the segment to be validated

(Tagged) The segment to be validated consists of tagged results.

For tagging a result (a line), press the key <F7>. Pressing <F7> again
deletes the tagging. Tagged results are indicated at the beginning and on
the end of the line with “ *”

(All without flag) All results without flag
(All Samples without flag) All sample results without flag

Remark: The validation of the complete [Journal] is only possible if no
result is flagged.

(From...To) Range indication. Upon selecting this option, the entry fields
are activated for entry of the beginning and end of the range to be
recalculated.

When selecting a sample you want to remeasure, make sure that
the position of the sample in the sample area has not been
changed (the sampleis in the same rack and the same track )!

Operating instruction
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10.3 <Valid> icon in detail

For maintaining safety of diagnostic results received by the
MAGLUMI Diagnostic System ,it is recommended to validate all

results in the validation menu (if available) by the responsible
persons before release.

F 4 valid ]
Select <Report> in the main menu and then press [ to
open the [Valid] interface (see fig. 10.3-1 Valid interface).

Fig. 10.3-1: Valid interface

systmiest ][h pataes ][ P ][*3 — “g system ]e ot || @8

Sort Criterion: Chrenelogical Recerds. @ Q

Searchiey:

Samplell Name Sonder Assay Concentration Flag

°

°

s Gl 'E i} Dot _;—_" Prink

MAGLUMI (S

SHEI_so

<Searchkey> | assay are then placed at the beginning of

Entry field for a self-selected search key
e.g. assay. All measuring results of this

the list of measuring results

\ti;k

Sork

Display of the selected sort criterion. 10.3.1]Valid], icon <Sort>
in detall

Display all the results done within today

@ Today Rpt.
_ Opens the [Online Selection Dialog] which 10.3.2 [Valid],
!@J O = allows choosing the results to be sent icon<Online> in detail
online to the host computer.
viow Opens the Detailed Sample Result dialog- 10.3.3 [Valid], icon

validated- and allows viewing the detailed <View> in detail

information about the validated results.

<

Delete

Opens the Selection Dialog, which allows 10.3.4 [Valid], icon
choosing the results to be deleted. <Delete> in detalil

Page 10-12
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= . Opens the Printout Selection Dialog which 10.3.5 [Valid], icon
IR allows choosing the results to be printed out | <Print>In detail

O

2
o

To view the results one by one

To view the results page by page

olo o

To go to first & last page

10.3.1 [Valid] icon, <Sort> in detail

] Sork
Pressing the icon in the <Valid> interface to open the

dialog [Sort Criterion]. (See Fig. 10.3.1-1 Sort Criterion)

Fig. 10.3.1-1: Sort Criterion

Sort Criterion

- Sork Criterion Filter
Q‘y i (# ¢ hronalogical ©) 5ample ID
{1 5amplelD + Assay
{:} Patient Mame
@ Cancel () Assay + SamplelD
() sender () pssay

{:}' Patient Marme
@ Help

Date Order
Fram: |2I]12-EIE--EI? bl | (%) Ascending
T |2':'12":"5":'? k- | () Descending
[Sort Criterion] Display of the selected sort criterion:
(Chronological) represents the chronological sequence
in which the measuring results were
obtained

(Sample ID + Assay) represents the sequence of results
sorted according to the first criterion the
sample identification number
(ascending or descending numerical
sequence) and then according the
assay (alphabetical).
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(Assay + Sample ID) represents the sequence of results
sorted according to assay (alphabetical)
and then according sample
identification number (ascending or
descending numerical sequence).

(Sender) represents the sequence of measuring
results sorted according to sender

(Patient Name) represents the sequence of measuring
results sorted according to patient
names (alphabetical)

[Filter] A filter can be applied over all measuring
results and by this means all results, e.g.
with a special sample number, can be
selected with a special assay. Enter a
filter for this purpose in the entry field.
The filter options are then activated and
can be selected.

[Qrder] It is possible to sort the results in
“Ascending” or “Descending” order.

[Date] represents the sort criterion time from
begin to the end.

10.3.2 [Valid] icon <Online> in detail

The iconl= in the [Valid] interface to open the [Online

Selection Dialog]. (See Fig.10.3.2-1.)

Fig. 10.3.2-1: Online Selection Dialog

Online Selection Dialog

Sork Crikerion Seqment

v Ol
. Al
@ Cancel
R lC}'Frnm ]
Hel
@ F From

Ta

In this dialog only the [Segment] area is available for the user and
indicates which measuring results should be transferred to the host
computer.
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Confirming the selection with

10.3.3 [Valid] icon <View> in detail

-
starts the upload process.

View
Press the icon will open the [Detailed Sample Result-

Validated] dialog. (See Fig.10.3.3-1)

Fig. 10.3.3-1: Detailed Sample Result -Validated

Detailed Sample Result — ¥alidated

Patient

Mame:

First Marne:
3 Save Birthday:

Sex:

Fatient ID:

@ Help

Sample
1D 0329104651 _06_05

Method: FT3

Drilution:

Flags:
Calibration expired(C]
Machine error[*]

Recalculated[R]

Sender

ame:

Code:

Section:

City Code:

Street:

Phane Mr.:
Resulks
Conc.: 3314 | | pmollfL

Integral

Gualit. Label: Kit-Mo: 00z0
RLLE: 226374 Lat-Mo: 03100225
Date|Time.: 2010-3-29 IMaster-Id: Z20100207120¢
Assay Range: QK u] 50
Mormal Range:; [o]4 1 v 4

This dialog displays:

[Patient]

[Sender]

[Sample]

[Results]

[Integral]

[Flags]

Displays all inputs for the patient entered in
[Patient]

Displays all inputs for the patient entered in the
[Definition Functions Dialog] icon <Sender>

Displays the sample ID, the assay
abbreviation and the dilution.

Displays the concentration, the Qual. Label, RLU
and time of the measuring result.

Displays the integral information, Kit-No, Lot-
No., Master curve ID

Displays all flags for the sample. (See Fig.10.3.3-
2 Table Flag List)

Operating instruction
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Fig. 10.3.3-2: Table flag list
Priority Flag Description
3 * Machine error, for example pipetting errors or measurement
errors. Within the daily lab journal, clicking on the Button <Edit>
opens the dialog <Detailed Sample Result>, where detailed
information about the result can be viewed.

4 E The stability date of the reagent integral used for this result is
exceeded

5 C The validity of the calibration curve used for this result is exceeded
(calibration expired).

11 R The result was recalculated with the option <Recalc.> in the daily
journal

15 >/< The result is outside the normal range (only for patient results).

>> [<< The result is outside the assay range (only for patient results)

10.3.4 [Valid] icon <Delete> in detail

o Delete
The icon in the [Valid] dialog opens the [Delete

Selection Dialog]. (See Fig.10.3.4)

Fig. 10.3.4: Delete Selection Dialog

a Sork Criterian Segment
¥

@ Cancel

000000000 ()From .. To
Hel
@ P Fram

To

In this dialog only the [Segment] area is available for the user and
indicates which measuring results should be deleted.
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10.3.5 [Valid] icon <Print> in detail

Print
The icon
Fig. 10.3.5-1)

will open the [Printout Selection Dialog]. (See

Fig. 10.3.5-1: Printout Selection Dialog

Printout Selection Dialog

- Sork Criterion Seqgment
_ Oal
@ Cancel
S — O From .. To
Help
@ From

To

[ redirect ko file

Farmat

Filename

[Sort Criterion]
Display of the sort criterion selected for printout as described in
<Sort> (section 10.3.1).

[Segment]
Indication of the segment to be printed.

(Tagged) The segment to be printed consists of tagged results.
For tagging a result (a line) press the key <F7>. Pressing <F7>
again cancels the tagging. Tagged results are indicated on the end
of the line with “ *”

(Al All results
What is all results? The different behaviors must be described.

(From...To) Range indication. On selecting this option, the entry
fields are activated for entry of the beginning and end of the range
to be printed.

[Redirect to file]

Saving the measuring results as a file on a data storage device. (i.e.
floppy disk, USB flash stick)

(Format) can be <Text>, <Excel>

CAUTION When printing results in a dialog other than the "Valid Journal”,

there is a remark on the printed list that states that the printed
data has not been validated and could be compromised.
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10.4 [Calibrator] icon in detail

Calibrator ]
t

Select <Report> in the main menu and then press [ 0

open the [Calibrator] interface (see fig. 10.4-1 Calibrator).

Fig. 10.4-1 Calibrator

= )= Jf_— JE = _— ]

e

Sort Criterien: Chrenological Recerds. : 0

SearchBey: et

&

‘ ‘ = T

SamplelD Assay Dil. RLU CV(%) Concentration Flag

o|ofo]o)

9]
@ l?l
AL s e iﬂ i} Delete = Pt
MAGLUMI [ < | [
| o) S Hl 10— 6O
Legis Suseuszl OO8 Stave: O TLC States: @ [
Entry field for a self-selected search key e.g.
assay. All measuring results of this assay are
<SearchKey> | yhen’placed at the beginning of the list of
measuring results
& s Display of the selected sort criterion. igg’rti ifgggﬁ?mﬂ con
B Today Rpt, Display all the calibration results done today
- Opens the [Online Selection Dialog] which - -
!@J Online allows choosing the results to be sent online to i%ﬁl'i%eﬁﬁ“gé?;ﬂr] icon
— the host computer.
Opens the Detailed Calibrator Result dialog and - -
wiew allows viewing the detailed information about the it\)/'iilv?b Eﬁﬂgﬁtor} con
Calibrator results.
o S Opens the Delete Selection Dialog which allows | 10.4.4 [[Calibrator] icon
choosing the Calibrator results to be deleted. <Delete> in detall
Brint Opens the Printout Selection Dialog which | 10.4.5 [Calibrator] icon
— allows choosing the results to be printed out. <Print>In detalil
o ° To view the results one by one
o o To view the results page by page
6 9 To go to first & last page
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10.4.1 [Calibrator] icon <Sort> in detail

[ Sort

Press the icon in the < Calibrator > interface to open
the dialog [Sort Criterion]. (See Fig. 10.4.1-1 Sort Criterion)

Fig. 10.4.1-1: Sort Criterion

Sort Criterion

Sart Crikerion Filker

Q.I? oK () Chronolagical

() Sample I
() SamplelD + Assay

@ Cancel (O Assay + SamplelD
O Assay

@ Help {:} Skatus

Date Order
From: 012-06-08 % (%) Ascending
To 2012-06-08 M () Descending
[Sort Criterion] Display of the selected sort criterion:
(Chronological) represents the chronological sequence
in which the measuring results were
obtained

(Sample ID + Assay) represents the sequence of results
sorted according to the first criterion the
sample identification number
(ascending or descending numerical
sequence) and then according the
assay (alphabetical).

(Assay + Sample ID) represents the sequence of results
sorted according to assay (alphabetical)
and then according sample
identification number (ascending or
descending numerical sequence).

(Sender) represents the sequence of measuring
results sorted according to sender (not
available in Calibrator)

(Patient Name) represents the sequence of measuring
results sorted according to patient
names (alphabetical) (not available in
Calibrator)

[Filter] A filter can be applied over all measuring
results and by this means all results, e.g.
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with a special sample number, can be
selected with a special assay. Enter a
filter for this purpose in the entry field.
The filter options are then activated and
can be selected.

[Qrder] It is possible to sort the results in
“Ascending” or “Descending” order.

[Date] represents the sort criterion time from
begin to the end.

10.4.2 [Calibrator] icon <Online> in detail

. Online
Press the icon L""BJ in the [Calibrator] interface to open the
[Online Selection Dialog]. (See Fig.10.4.2-1: Online Selection Dialog.)

Fig. 10.4.2-1: Online Selection Dialog

Online Selection Dialog

= Sork Crikerion Seqment
oK
v ©{Tagged;
oAl

@ Cancel

lC}'Frnm ]

@ Help From | |

Ta | |

In this dialog only the [Segment] area is available for the user and
indicates which measuring results should be transferred to the host
computer.

o «
Confirming the selection with starts the upload.
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10.4.3 [Calibrator] icon <View> in detail

Wiewy
Press the icon in the [Calibrator] to open the

[Detailed Calibrator Result] dialog. (see Fig.10.4.3-1: Detailed Calibrator
Result)

Fig. 10.4.3: Detailed Calibrator Result

Detailed Calibrator Eesult

Patient Sample
R
Nare: [ | jul 4FT4gz |
Birthday: | ‘ Pasition: ‘*1."’1 |
Sext | ‘ Skatus: ‘Done |
‘& Save
Sender: | ‘ Ferformed: ‘2010-3-29 |
Results:{FT4)
@ Help RLU Maan RLL Conc, Mean Conc, Integral Flags
[rz744 | [7aga1 || |ss | [s2.57 | kitnio: Above normal range(>)
Calibration expired(C
TEOTE 59,68 Qoo pired(C]
. Machine error[*]
l:l l:l Recalculated[R)
100218
oy 3.686 [%] | v 4,523 [%] Master-Id:
20100206202310
Ranges
hssay Range:
0 120
Morrmal Range:
T.E 17.2

This dialog displays:

[Results] Displays the RLU and the flags Mechanics, Inc
Temp, Low/No Serum/Reagent

[Mean RLU]J Displays the mean RLU

[CV %] Displays the CV in percent

It allows editing RLU results and press <OK> in the pop up

dialog to save the results. Otherwise press <Cancel> to leave
without saving.

Hes=age

Do you want to save and update data?

£i)

GQ Ok ‘ ‘u Cancel ‘
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10.4.4 [Calibrator] icon <Delete> in detail

g Delete
Press the icon in the [Calibrator] dialog to open the

[Delete Selection Dialog]. (See Fig.10.4.4: Delete Selection Dialog)

Fig. 10.4.4: Delete Selection Dialog
Delete Selection Dialog

- Sork Criterion Segment
¥ o
Crall
@ Cancel
o 6999 C}Frnm o Ta
Hel
@ v Fram | |
Ta | |

In this dialog only the [Segment] area is available for the user and
indicates which measuring results should be deleted.

10.4.5 [Calibrator] icon <Print> in detail

Print
Press the icon will open the [Printout Selection Dialog].
(See Fig. 10.4.5-1: Printout Selection Dialog)

Fig. 10.4.5-1: Printout Selection Dialog

Printout Selection Dialog

a Sort Criterion
&
e O all
‘g Cancel
—EEE OFrom . To
Help
@ From | |

Ta | |

[redirect to fils

Farmat

Filenarne
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[Sort Criterion]
Display of the sort criterion selected for printout as described in <Sort>
(section 10.4.1).

[Segment]
Indication of the segment to be printed.

(Tagged) The segment to be printed consists of tagged results. For
tagging a result (a line) press the key <F7>. Pressing <F7> again
cancels the tagging. Tagged results are indicated on the end of the line
with “ *”

(AIl) All results
What is all results? The different behaviors must be described.

(From...To) Range indication. On selecting this option, the entry fields
are activated for entry of the beginning and end of the range to be
printed.

[Redirect to file]

Saving the measuring results as a file on a data storage device. (i.e.
floppy disk, USB flash stick)

(Format) can be <Text>, <Excel>
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10.5 [Control] icon in detail

Control ]
Select <Report> in the main menu and then press[ to
open the [Control] interface. (See Fig.10.5-1)
Fig. 10.5-1 Control interface
[EJ start ]["' SystemTest Ilb Patidea ]["" Process ]['\3 Dpefinitions ]IE System ]{J Report ‘ ’f.ﬁ‘
Sort Criterion: Chronological Records. @ o
Searchiey: \:“E s ‘ CJ dariel ‘
SamplelD LotNo. Assay Range Concentration Flag @
t’) control | @
Q
9]
) ac
)
AL s e ;E i} Delete = Pt
MAGLUMI [ < | i
o) S Hl 10— 6O
is Susgeszl 08 Suaten; () PLC Svatsa: [] (]
Entry field for a self-selected search key
e.g. assay. All measuring results of this
<SearchKey> assay are then placed at the beginning of
the list of measuring results
; . . 10.5.1[Control] icon
i - )
(& Sort Display of the selected sort criterion. <Sort> in detail
E Today Rpt. Display all the control results done today
Opens the [Online Selection Dialog] which :
Lg@',J online allows choosing the results to be sent i%ﬁlli%@ i[lgggtgi)ll] con
— online to the host computer.
Opens the Detailed Sample Result dialog- ;
‘ view validated- and allows viewing the detailed it\)/'iglv?D in[g;';t”m” con
information about the validated results.
< Delete Opens the Selection Dialog, which allows | 10.5.4  [Control] icon
choosing the results to be deleted. <Delete> in detall
erit Opens the Printout Selection Dialog which | 10.5.5 [Control] icon
= allows choosing the results to be printed out | <Print>In detail
o ° To view the results one by one
o o To view the results page by page
6 9 To go to first & last page

Page 10-24
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10.5.1 [Control] icon <Sort> in detail

[ Sort

Press the icon

in the < Control > interface to open the

dialog [Sort Criterion]. (See Fig. 10.5.1-1 Sort Criterion)

Fig. 10.5.1-1: Sort Criterion

Sort Criterion

] Sork Crikerion Filker
Q_I? ok () chronological ) Sample 1D
() SamplelD + Assay
@ Cancel () Assay + SamplelD
() Assay
@ Help () status
Date Order
From: 012-06-08 % (%) Ascending
To 2012-06-08 M () Descending
[Sort Criterion] Display of the selected sort criterion:

(Chronological)

(Sample ID + Assay)

(Assay + Sample ID)

(Sender)

(Patient Name)

[Filter]

represents the chronological sequence in
which the measuring results were obtained

represents the sequence of results sorted
according to the first criterion the sample
identification number (ascending or
descending numerical sequence) and then
according the assay (alphabetical).

represents the sequence of results sorted
according to assay (alphabetical) and then
according sample identification number
(ascending or descending numerical
sequence).

represents the sequence of measuring results
sorted according to sender (not available in
Control)

represents the sequence of measuring results
sorted according to patient names
(alphabetical) (not available in Control)

A filter can be applied over all measuring
results and by this means all results, e.g. with a
special sample number, can be selected with a
special assay. Enter a filter for this purpose in
the entry field. The filter options are then

Operating instruction
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activated and can be selected.

[Qrder] It is possible to sort the results in “Ascending”
or “Descending” order.

[Date] represents the sort criterion time from begin to
the end.

10.5.2 [Control] icon <Online> in detail

'.I -
Online

Press the icon = in the [Control] interface to open the
[Online Selection Dialog]. (See Fig.10.5.2-1.)

Fig. 10.5.2-1: Online Selection Dialog

Online Selection Dialog

- Sart Crikerion Segrent
() Tagged
— Ol
‘g Cancel
OFrDm L To
0 Help
. Fram | |

To | |

In this dialog only the [Segment] area is available for the user and
indicates which measuring results should be transferred to the host
computer.

o o«
Confirming the selection with starts the upload.
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10.5.3 [Control] icon <View> in detail

Press the icon

Wig

in the [Control] interface to open

the [Detailed Control Result] dialog. (see Fig.10.5.3-1)

Fig. 10.5.3-1: Detailed Control Result

Patient Sample
¥ o ‘
Mame: | | D l#40250% |
Birthday: | | Pasitian: |o3jo1 |
e | | Status: |Dane |
@ Save
Sender: | | Parformed: |2012-05-24 15:50:42 |
e ] | ResubsiFT4)
@ Help RLU Mean RLL Conc, Mean Conc, Integral Flags
= —— 50000 | [s0000 R | 259 | Kieno: Above normal range(>)
; CUAN
— —
" oonizozs |
v in | [5] ] | [%] Master-Id:
[20120424215200]
Dilution: | |
Ranges
Assay Range: Ok
0 .‘ 120
Mormal Range: > |
7.2 17.2
This dialog displays:
[Results] Displays the RLU and the flags
Mechanics, Inc  Temp, Low/No
Serum/Reagent
[Mean RLU] Displays the mean RLU
[CV %] Displays the CV in percent

It allows editing RLU results and press <OK> in the pop up
dialog to save the results. Otherwise press <Cancel> to leave
without saving.

HNes=sage

£

Do you want to save and update data?

4

oK

‘ \g Cancel ‘
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10.5.4 [Control] icon <Delete> in detail

g Delete
Press the icon in the [Control] interface to open the

[Delete Selection Dialog]. (See Fig.10.5.4-1)

Fig. 10.5.4-1: Delete Selection Dialog

- Sork Criterion Segment
¥ o
Crall
@ Cancel
o 6999 C}Frnm o Ta
Hel
@ v Fram | |
Ta | |

In this dialog only the [Segment] area is available for the user and
indicates which measuring results should be deleted.

10.5.5 [Control] icon <Print> in detail

Print
Press the icon
(See Fig. 10.5.5-1)

will open the [Printout Selection Dialog].

Fig. 10.5.5-1: Printout Selection Dialog

Printout Selection Dialog

a Sort Criterion
&
e O all
‘g Cancel
—EEE OFrom . To
Help
@ From | |

Ta | |

[redirect to fils

Farmat

Filenarne
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[Sort Criterion]
Display of the sort criterion selected for printout as described in <Sort>
(section 10.5.1).

[Segment]
Indication of the segment to be printed.

(Tagged) The segment to be printed consists of tagged results. For
tagging a result (a line) press the key <F7>. Pressing <F7> again
cancels the tagging. Tagged results are indicated on the end of the line
with “ *”

(AIl) All results
What is all results? The different behaviors must be described.

(From...To) Range indication. On selecting this option, the entry fields
are activated for entry of the beginning and end of the range to be
printed.

[Redirect to file]

Saving the measuring results as a file on a data storage device. (i.e.
floppy disk, USB flash stick)

(Format) can be <Text>, <Excel>
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10.6 [System Test] icon in detail

o

i i
Select <Report> in the main menu and then press t

open [System Test] interface. (See Fig. 10.6-1: System Test)

Fig. 10.6-1 Sistem Test Resultl

E =t = = ) == = e — |[&

e

Records. @ 0

SamplelD Assay RLU CV{%) Status Finish Time

i
o|ofoo]o]o]

= ac
o oot ™ = o S i ‘ IE ™ j
MAGLUMI © e
| o) | Bl 07— |6 O
Legis Suseuszl 08 Suates: () PLC Svates: ) [
o Prink Opens the Printout Selection Dialog, which
= allows choosing the results to be printed out

Opens the [Detailed System Test Result
view dialog] and allows viewing/editing the
detailed information about the tested results.

Opens the Selection Dialog, which allows
choosing the results to be deleted.

Delete

To view the results one by one

To view the results page by page

000
000

To go to first & last page
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Fig.10.6-2 Detail System Test Result] dialog box

Detail System Test Result

4

o] 2.526

5: 1148

Info: Method:
Q‘? oK In; $EGUS
‘& Save
) Performed: 2010-3-29 9:28:30
Results:
Help
RLLI:
1 1074
2 1100
1105
1132

The dialog displays:

[Info]
Shows Sample ID, status and the time of result.
[Method]
Shows the type of assay.
[Results]
(RLU) Displays RLU values for assay (6 values related to 6
replicates)
(Mean) Displays the mean RLU
(CV %) Displays the CV in percent
10.7 [QC] icon in detail
. [GD ac ] o
The icon function is not implemented.

10.8 [Report] icon in detail

Select <Report> in the main menu and then press
open [Report] interface. (See Fig. 10.8-1: Report)
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Fi%.10.8—1 |Reﬁort| interface

Saaple 1D: 1 Patient Ho.: Fraority:

Patinnt Fame: St » ¥ Dapt. M.

LARICARIL <

Bed Fo. Doctor: - Sanple Type:
Saaple Status: ~ Sendex: sibe Verifies: = i
Diagnosis: Entry Date: 10108 17:06:11
Displar Tros: (11 Recond ¥ sl A .

Sample ID Mame Patlent IC: Assay Result Pre Result Pre Time -

C;EJ Salting l
£ S,
- J -]~ |
MAGLUMI = 1F
I 600 Cbn_l.lzﬁ]‘@‘-“ .._,HITIHQ')‘
Legin Succuss! ] Ol Sanes; ) TC Status: @ @

The dialog displays:

[Save]
To save the patient information.

[Add]
To manually add new a patient.

[Modify]
To modify the patient information.

[Delete]
To delete a patient from the list.

[Print]
To print the patient report. For tagging a result (a line) press
the key <F7> for selection. Pressing <F7> again cancels the

tagging. Or check the C for bunch printing.
The printed results are indicated on the end of the line with
“red flag”.
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Chapter 1 1

Menu [Patients & Reagents]
-Patient Section in detall

11.1 [Patients] SECLION TN OVEIVICW v rrrrrrrennrennretasetisetar et etiretiretareaaretarsnarsarsrareranreinnes 2
11.2 [Sample Loading] dialog in detaiil -« crrreemmmmmmmmeiiii 3
11.2.1 [Rack Station] 1N detail ««vrvrrrrrrr i e 4
11.2.2 [Sampie_ |D] 1N detail covererere i 5
11.2.3 [Assay Group/ Assay List] .......................................................................... 7
11.2.3.1 How to assign a single assay to a single patient sample----- - oovevvieens 8

11.2.3.2 How to assign a single assay to all displayed patient samples “Copy

FUN IO N v v v v v ettt et e a s e e a e s e 8

11.2.4 [Loading] TN detall e e 9
11.2.4.1 [Load|ng] icon <Entire>, & <Edit> in detail «+----- oveeriiiii 10

11.2.4.2 [Loading] iconN <STAT> in detal] «-vveerrrerrrmriiii i e 11

11.2.4.3 [Loading] icon <Control>in detail -« crerrrrrmm 12

11.2.4.4 [Loading] icon <Std/LC> Double Blind Entry -« vvvmiiii 14

11.2.45 [Load|ng] icon <Dilute> in detail - e rrmrrrmmiii i 15

11.2.5 exiting ANd CONTITMALION -+ rrrrr ettt i i ittt e e e aans 17
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11.1 [Patients] section in overview

Remaining Time

Unlike the normal icons in the MAGLUMI® software, the <Patients
&Reagent>icon is accessed by clicking on the picture that appears
as a patient area and is also labeled [Patients] section(see fig
11.1-1).

The dialog shown is one of two dialogs in the software that does not
contain a dialog name. For this reason it has been named the
[Sample and Reagent Loading] dialog

This dialog can be accessed in two ways:

(1) Pressing the icon pictured below

(2) Opening the patient&reagent area flap on the analyzer.

When accessing this icon, the user is able to:

Load all sample types
Patient samples
Controls
External calibrators
Light check

Assign tests to patient samples

Assign defined dilutions to sample tests

Load and assign a STAT test

Verify tests and dilutions assigned to samples

Fig.11.1-1 [Patient] section access from the [Main menu]

Random Access Mode / Normal Mode

11:39:17 / 2016-01-14

00:00

Patients&Reagents

There are two colors of the sample racks that can be viewed from the
[Main Menu] (see fig 11.1-1).

RED A sample rack that has not been recognized by the
system
[ERROR]

GREEN A sample rack that has been recognized by the system.

Page 11-2
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11.2 [Sample Loading] dialog in detail

Clicking on the <Patient> icon or opening the flap of the Patient
area on the analyzer opens the [Sample Loading] dialog.

This dialog consists of six areas and is divided into sections that are
explained below by the color-coordinated boxes and visualized in

fig.

This section is [Loading] for additional settings of an individual patient or test. See
11.2.4.

—— | This section is labeled [Sample- ID] for detailed sample identification. See 11.2.2.

This section is labeled [Rack Station] and is used for visual verification of rack
positions. See 11.2.1.

Fig.11.2-1: [Sample Loading] dialog

@ o ['l'.'! sibiatia’ [h — J[m R ]g | - ]T;"’“T

[FE——— . A I : z

_z.«j - &) = - -
o ‘ - = -
! ! - = -
@ = b s - = - *
" J - - el ||
==
| ween) O 8l 10— 6] O
G T G s T 3 —

This section is [Assay Group] / [Assay List] used for selecting tests for patient
samples. See 11.2.3.
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11.2.1 [Rack Station] in detail

The section [Rack Station] is designed to inform the user of the
physical status of the sample racks currently present in the patient
area of the analyzer and to allow the user to select the placed racks
(only single selection available).

The section displays lanes 1-8, each representing a rack in the Rack
Station.

There are four types of display variations for each rack position in the
[Rack Station] section as defined in the table 11.2.1-1 Rack Symbol
definition and also pictured in fig 11.2.1-1: [Sample Loading] dialog -
[Rack Station].

Table 11.2.1-1 Rack Symbol definitions

This symbol depicts an empty position in the
patient area of the analyzer (no patient/sample
rack inserted).

-

This symbol depicts a loaded and recognized rack
in a position in the patient area of the analyzer (the
red arrow means that this rack has been selected
by the user and its sample entries [if present] are
currently displayed in the [Sample Info] section).

This symbol depicts a loaded and recognized rack
in a position in the patient area of the analyzer (the
gray color means that this rack has not been
selected by the user).

]

ERROR

This symbol depicts a loaded and non-recognized
rack in a position in the patient area of the
analyzer. The [ERROR] symbol means that this
rack has not been recognized by the system. This
rack must be removed and reinserted.

Page 11-4

Operating instruction



Chapter 11

Menu Patientsin detail

Fig.11.2.1-2: [Sample Loading] - [Rack Station] section

11.2.2 [Sample- ID] in detail

EXROR

The [Sample Info] section of the [Sample Loading] dialog displays the
samples of the selected rack only. In order to reduce manual errors,
all manual entries require the user to enter the ID twice.
The section is divided into two sub-sections:

Sample Position

Sample Info

A maximum of 8 patient samples can be inserted into the
patient/sample racks at one time

Fig. 11.2.2-1

[ I ition]

Sample Position displays the numbered position of the identified
samples. The positions are also filled with the color of corresponding
type of test. See the Table 11.2.2-1 Sample Info color definitions.

[Sample- 1D]

Sample- ID displays the sample identification name or number
beside the associated sample position.

The field bordering and position arrows are the color of corresponding
type of test. The field will only be colored upon entering the sample
type but the arrow will always retain the proper color. See the Table
11.2.2-1 Sample Info color definitions.
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Table 11.2.2-2 Sample Info color definitions

The color blue depicts a normal patient
1
. sample 01 sample.

The color yellow depicts an external calibrator
or Light Check (system test).

The color green depicts a system-
recognized control.

7 c) ‘ 0406153041_12_07 The color red depicts a STAT test that has
been selected for a patient.

[Sample- ID] Double Blind Entry

repeating the input without displaying the previously received
data. [132 135; 243; 1353]

When manual data input in the MAGLUMI Diagnostic System is
iﬁt needed, it is necessary, for safety reasons, to verify the data by

The field for the entry extends itself to the double height containing
two entry fields and a dark gray colored frame.

Fig.11.2.2.1-1 Double blind entry
1]

1 @

@
The keyboard focus is set to the upper field, enabling the user to
enter the data.

Fig.11.2.2.1-2 Double blind entry

sampl =01

L @
3 . camnpl =02
> @

By pressing the “ENTER” or “TAB” the focus changes to the second
field, altering the first input to “ *o

Fig.11.2.2.1-3 Double blind entry

sampl=0i

1 @
st
> @

After correct retyping the input is displayed and the color of the frame
changes from gray to green color of the sample (see
Table 11.2.1-1 Sample Info color definitions).
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Fig.11.2.2.1-4 Double blind entry

. cample0i

1
2 . sampl =0

The focus changes to the next entry field.

Fig.11.2.2.1-5 Double blind entry

If the second input is not correct the field is displayed as <ERROR!>.

Fig.11.2.2.1-6 Double blind entry

i camplaOl
S
2
Then the first and the second entry must be reentered.

11.2.3[Assay Group/ Assay List]

The tests that the user is able to select for each sample are displayed
on the right side of the [Sample Loading] section.

The assay catalog is predefined in <Definitions>-> [Definition
Functions] 2 < Group>. (See chapter 7.4 for details).

Each page is titled for the related group that it has been assigned to.

If the assays are inserted into the integral area of the analyzer (on

FT3

board), they are displayed in dark gray. __
If they are not “on board” they are displayed in light gray color.

FT3

. g
To select previous or next page use the arrows
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Fig.11.2.3-1: [Sample Loading] - [Assay Group/ Assay List] section

] l= Info Assay Sele=ction

F Te W-I Vit D ‘ ACTH ‘ -AFP

sampl=01

T i—B—HCG - CG EK—HB

1 @ =

»-JEE——= isz MG -ﬁ(;w -c Iv
i : . i;uzs imgg iaz-;z
@ - ATZ4 CAFP CEA
‘@ - =1 — -
@

s @

Uk

11.2.3.1 How to assign a single assay to a single patient sample

To assign one or more assays to a sample singularly.
1. Select the appropriate sample.
2. Select the assay by pressing the proper test icon for the assay(s)

(the LED on the icon of the selected assay changes from red to
green).

11.2.3.2 How to assign a single assay to all displayed patient samples “Copy function”

To assign one or more assays to all displayed samples
simultaneously.

1. Press the Sample position area shown below.

Click the
mouse 1x
anywherein
thisfield

G0 =) o o R

i...ﬁ...éJ
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11.2.4 [Loading] in detail

The sample position icon and patient ID’s are shown in a light

gray color.

2. Select the assay(s) by pressing the proper test icon for the
assay(s) (the LED on the icon of the selected assay changes

from red to green).

3. Release the “copy function” by pressing the sample position

area again. Afterwards

these selected

tests will be

programmed for all samples in this rack.

The [Loading] section located in the [Sample Loading] dialog
controls the options that the user may or may not choose for a
patient. Some of these options may be chosen in conjunction with

one another.

Fig 11.2.4-1: [Sample Loading] dialog — [Loading] section

Loading

:l:}j Entire
| T3 Control

STAT

'.‘ Std/LC
ka Dilute

g .
.\B Entire

Pressing this icon displays the
Sample- ID and the Assay
Group on the right side

11.2.4.1 [Loading] icon
<Entire>, & <Edit> in detalil

@ Edit

Pressing this icon displays the
Sample- ID and the Assay List
on the right side

11.2.41 [Loading] icon
<Entire>, & <Edit> in detail

STAT

Pressing this icon defines a
selected sample as STAT
sample (emergency sample)
The entry field is marked with
a red frame.

11.2.4.2. [Loading] icon
<STAT> in detail

. . 11.2.4.3 [Loading] icon
. Pressing this icon opens the ;
© o [Controls selection] dialog ;ggﬂtml) n
Pressing this icon changes the
l“ StdjLC color of the frame to yellow and | 11.2.4.4  [Loading] icon

allows the use of external
calibrators or Light Check

<Std/LC> Double Blind Entry

Dilute

Pressing this icon opens a
dialog which allows to assign
predefined dilutions for an assay
to a sample

11.2.45 [Loading] icon
<Dilute> in detail
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11.2.4.1 [Loading] icon <Entire>, & <Edit> in detail

Maglumi 600 - [ snibe ]

Start ] S\;stem‘lest]z['_a Pat&Rea IC@ Process ]@ Definitions ] System ]w Report ]

P Pz P [ 1 2
TOXO I=G
992
[ | Ol
| I — :

Sample Info Assay Selection

From To =3

(O )
1 sample0l

|
@ - =
2| i [ (Y
,! ST i L AiZ5 A1G99 AZAZ
3 [ S

B

2 — SGIRIT IC
e (W [mm” | (]

| Ao Gand D Bl (00— 6 /[O
Login Success! ’ ‘ COM St’atus: O"PLC S.tatuf: @) @ |
e
Pressing the icon changes the [Assay Group]

section to [Assay List] and displays the tests that have been
assigned to each patient sample. The [Profile Selection] section will
also disappear as below picture.

Maglumi 600 - [ snibe ]

Start ] SvstemTest]Ii% Pat&Rea I@ Process ]EE Definitions ] System ]m Report ]

T I E— I 1 2

FT4

100

1
| | | 27:40 L :
Loading Sample Info Azzay Lize
From To
Edit
Ty FT4d
1
(& x| — ®

Q) = |

[—]
e
=

LIS
0
m 0 R W M
||
e @

Patient s TT4;

| Magoo G D H 0 - 6] O

Login Success! COM Status: () PLC Status: (0 @
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11.2.4.2 [Loading] icon <STAT> in detail

g STAT
The icon (“Short Turn Around Iime”) is used for

emergency samples (samples that require a result in a length of
time relatively shorter than a normal test programmed at the
same time). STAT samples have priority over normal samples
with respect to test scheduling.

The length of the test will be maintained as usual. Only the
scheduling will be adjusted to handle the STAT sample.

After start of the analyzer the STAT sample will be performed at
the next possible pipetting point in time. All of the loaded
samples that are not pipetted yet while starting the STAT sample,
will be optimized using the adjusted operating mode and
performed afterwards.(See Fig.11.2.4.2

Fig.11.2.4.2-1
Maglumi 600 - [ snibe ]
@ Start l SvstemTest] [a‘; Pat&Rea ]E| Process IE‘} Definitions l System lw Report l

T o I I 1 2

FT4

100

| [

| | \ | *

Loading

/) ok
52 e,
N —— Fl
/e /

/E“IM{I )

3
F S FE LI TS
fl;z £ F FT4;FI3;

/I:‘I‘J'Igllllllllf

@ = 2 e -
(3 Patient g8 . ] EEE
| Magoe " Gand [ Dl 17 6] O
Login Success! COM Status: (03 PLC Status: () @

—

How to;

1. Select a patient sample in the [Sample Info] section using either
the mouse or the touch screen.

2. Pressthe <STAT> icon and the LED of the selected sample will
change to red.

3. Select the desired test in the [Assay Group] section.
4. Close the patient area flap of the analyzer or press <OK>.

5. Press the <Start> icon in the [Main Menu] to initiate the STAT
test.

Operating instruction
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Calibrators, which are not pipetted when the STAT sample is
started, will be deleted and are not displayed in the [Daily

NOTE Journal] dialog. Controls, which are not pipetted when the
STAT sample is started, will be placed in the “To Do” status in

the daily journal

11.2.4.3 [Loading] icon <Control> in detail

w Control
The - icon allows the user to select a database-listed

control. This is normally necessary when the barcode of the
manufacturer controls may be damaged or a barcode is not listed.

If the system reads the presence of a control but cannot find the
related data in the database, this window will appear
automatically.

‘j Control
Clicking on the icon specifies the selected sample to be

a control and opens the [Controls Selection] dialog. (See Fig.11.2.4.3-
1)

Fig.11.2.4.3-1 <Control> icon in [Sample Loading] dialog

Controlz Selection

The inserted 0407083614 _12_01

¥ o “ | Add

could nok be found in the system.

Please, select another control or enter a,

@ Cancel g

Mame Lot-Mo. Expiry Date
111 111 2011-4-6
@ s &1 20100405 2011-4-7
abc 123 2010-11-25 g
abc 23423 2010-09-08
abc 213123 2010-09-03
ced 325435 2010-09-03
test 1234213 2010-09-01

Page 11-12 Operating instruction



Chapter 11

Menu Patientsin detail

Selects the required control

‘gg -

11.6.4.1[Controls Selection] icon
<OK=>in detail

Discard the selection and
.w Cancel returns to the sample loading | For details see Chapter 7.3.4
dialog
o Allows to define a new control if .
3 Add it is not predefined For details see Chapter 7.3.4
@ Edit Allows editing a control For details see Chapter 7.3.4
4 Delete Deletes a selected control For details see Chapter 7.3.4

How to:

the mouse or the touch screen.

2.
will open.
3.
4. After selecting the control, it will

Select a patient sample in the [Sample Info] section using either

Press the <Control> icon and the [Controls Selection] dialog

Select the desired control and press <OK> to confirm.

be displayed in the [Sample

Loading] dialog as pictured below (see Fig.11.2.4.3-2). It will
be necessary to set the control so that it may be run during the

next starting of patient samples.

Fig.11.2.4.3-2 Activation of a control

Maglumi 600 - [ snibe ]

l Start " ! SystemTest '[B Pat&Rea ]@ Process ]C Definitions ]@ System ]w Report ]

—_Isninel o
e mEm— e I 1 2
CA153 ERROR ERROR
100
[ | O
R s R — :
Loading Sample Info Control Specification
From To Name: cals53
WA EFFEFFFFFFFTTF
o oK //1 ; Lot—No: 120001
/1;24'111111111113‘. Expiry Date: 2014-01-12
z
3 Fefers to Assars
! STAT 4 iﬂl53
5
k stdjLc 7 ‘;
~T+ 7
ij Dilute 3 é
Moo o) D B 0° 8O
2000 o 4 — | | &

Login Success! COM Status: (O PLC Status:

(@)

Bl clal=
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NOTE

[Control Specification]
Displays control specific data as entered in the control section

(see chapter 7.3).

[Start in next run]
If the checkbox ¥ “Start in next run” is checked, the control will
be performed if the Start button is pressed.

[Refers to Assays]
Displays all assays to which the control refers to

5. Select [Start in next run] and the [Refers to Assays] field
will become active.

When viewing the assigned tests in the [Assay List] section
(Chapter 11.2.4.1), the controls will not be displayed. It is only
possible to display a control by entering into <Results>
-><Journal>.

11.2.4.4 [Loading] icon <Std/LC> Double Blind Entry

The icon is used for manual entry of Light Check

and external calibrators. In some cases it may be necessary to

enter

these tests manually (i.e. defective barcode, transferred serum into a
test tube, etc.). Refer to chapter 9.3.1 for entering Light check
manually. The instructions below describe how to manually enter
external calibrators.

LC, & external calibrators must always be placed in 1 or 2 track
in sample area.

Clicking on the button allows the user to define a

selected sample field as LC (see Chapter 9).
The manual external calibration input can be achieved as follows:

1. Select the sample position in the [Patient Loading] section
that contains the external calibrator.

Fig.11.2.4.4-1: LC manual entry

1 . samplell
2 . |

Page 11-14
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/ SkdfLC
2. Presstheicon & the arrow on the sample
position will turn yellow.

Fig.11.2.4.4-2: LC manual entry

1 . zample0l

z

LC-le

3. Select the <LC-le> icon =2 in the Assay selection
area to assign LC for it.

Fig.11.2.4.4-3: LC manual entry
F1C-1ed

5. After the entry has been successful, the border of the sample
field will turn yellow. Then deselect the <LC-le> icon

LC-1e
| in the Assay selection area to cancel it in the
working list. Press the “TAB” or “Enter” key again and the entry
will show the correct LC display and the cursor will move to the
next field.

11.2.4.5 [Loading] icon <Dilute> in detail

1k Dilute
The icon allows the user to apply a predefined dilution

to a sample. There are several requirements that must be made first.

The assay must be an assay whereas dilution is allowed.
The wanted dilution must first be created/selected in the [Dilution
Definition] dialog (see chapter 7.7).

1k Dilute:
Clicking on icon opens a dialog box with a list of

assays assigned to this sample in the [Selected Requirements] dialog
(only those assay that a dilution may be assigned to, will be listed here).
After selecting an assay from this list, a list of predefined dilutions

for this assay is available (see Fig.11.2.4.5-1).
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Fig.11.2.4.5-1 Dilution selection for patient samples
Maglumi 600 - [ snibe ]

Start ] S\;stem‘lest]:@ Pat&Rea ]@ Process ]EB Definitions ] System ]m Report ] -
P Pz s I L 2
25-0H Vit AFP
o964 876
| | m O
T i — I :
Loading Sample Info FT4 AFP
& - C Sl -
Lo 8 /[ ]
: z * Prorrrrsrrrrsrrrrrrrrd
@] 'S
9 =]
MAGLUMI %
| soo'Cand) | D)l )] - 6O
Login Success! COM Status: () PLC Status:  (0) @
[Dilutions]
Predefined dilutions for this assay
[Assay]
Selected assay
[Sample Info]
Selected sample
[Selected Requirements]
Requirements for the selected sample
Undil.
As long as no dilution is selected the icon is

disabled.

If a dilution is selected the icon becomes enabled and can be
deselected (see Fig.11.2.4.5-2).
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Fig.11.2.4.5-2 Dilution selection options

Maglumi 600 - [ snibe ]

l Start ] SvstemTest]'[ﬁ Pat&Rea ]@ Process ]@ Definitions ]' System ]lji7ﬁ Report ]
e mEm—— E— I 1 2
25-0H Vit AFP

964 876
| O ] O
Cow ] [=e] [ [ :
Loading Sample Info
Sl e— - -
Ty 1
/
L] 8 = e
4 . < PFFFFrrrrs.
2 5
& = | 3 jrrsrsssss,
7 ’ /
‘@ - (7 o]
’
’111111111;
MAGLUMI K |
| coo G @ B 0/ - a0
Login Success! COM Status: () PLC Status: (D) @

If only the diluted sample is to be tested, then the user must
deactivate the <Undil.> icon.

11.2.5 exiting and confirmation

The non-sectioned portion of the [Sample Loading] dialog is for the
user to exit and confirm the dialog with the (<OK>) icon. (See fig.:
11.2.6-1 exiting, confirmation). The <Help> icon is not implemented.

Fig.: 11.2.6-1: exiting, & confirmation

@ oK

@ Help

[Sample Loading] section, <OK> icon

¥ «
Pressing the icon from the [Sample Loading]
dialog exits the dialog and returns to the [Main Menu] dialog provided
the patient flap on the analyzer is closed. This icon serves only as an exit
button.
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Chapter 1 2

Menu [Patients & Reagents]
-Reagent section in detail

12.1 [Reagents]section TN) OV IV O « v v v e ree e et e ettt ettt a e e e e e e e e e e e e aa s e e aeanannas 2
12.2 [Reagent Loading] Section iN detail -« covrrrrrrrmi 3
12.2.1 [Reagent |ntegra| Area] section in detail -+« rovrrrrmmm 4
12.2.1.1 [Reagent Integral Area] numbered integral position color definition-------- 4

12.2.1.2 [Reagent Integral Area] integral symbol definitions -« +ovoevevviiinnnnn. 5

12.2.1.3 [Reagent Integral Area] integral calibration status definitions «--------e-eoe 6

12.2.1.4 [Reagent Integral Area] integral time counter status definitions «------------ 7

12.2.2 [Reagent Integral Data] section in detail -« «-roevevree 8
12.2.2.1 [To|erances %] section in detail ««ovvrerrrrrrim i 9

12.2.2.2 [Ca”brators] section iN detail «««rrvrrrrrrrrrii i s 9

12.2.2.3 [Remaining Test] Double Blind ENtry oo 10

12.2.3 [Ca”bration] section in detail <« o rorrrrrim 11
12.2.3.1 [Ca”bration] iconN <Start> in detai] - -c-ovrerrrmmmi 12

12.2.3.2 [Ca”bration] icon <View> in detail -ccoorrermmmmmi 12

12.2.4 Exitin91 Confirmation, & INformation <« -« oeeererimii 19
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12.1 [Reagents]section in overview

Unlike the normal icons in the MAGLUMI® software, the <Patients &
Reagents> icon is accessed by clicking on the picture that appears
as a reagent area (see fig 12.1-1).

The dialog shown is one of two dialogs in the software that does not
contain a dialog name. For this reason it has been named the
[Reagent Loading] section.

This dialog can be accessed in two ways:

(1) Pressing the icon pictured below

(2) Opening the reagent area flap on the analyzer.

When accessing this icon, the user is able to:
Load/unload assay integrals
Start/Validate/reject/check calibrations

Fig.12.1-1 [Reagent] section access from the [Main menu]

@ Start |i| SystemTest {j Pat&Rea ‘:\ Process & Definitions @ System E Report ﬁ
| e I RN EX TIRRAERAT
S l}n-ln!:,;s ‘Sharghwen Mew Industries Blomedical Engineering Co. Ltd (SNIBE Co, Ltd)
Maglumi 600 VZ.00
Current Random Access Mode / Normal Mode
Time/Date 11:42:31 / 2016-01-14
Remaining Time 00 '00
.
Patients&Reagents
MAGLUMI Snibe l! ] i-n (I)
600 Dingrostic e d e | £ )
[ snibe ] Login Success! TCR/IP Status: @ PLC Status: @ [ |

There are three colors of the integrals that can be viewed from the
[Main Menu] (see fig 12.1-1).

RED An integral that has not been recognized by the system
[ERROR]
Yellow An integral that has been recognized by the system but

does not have a validated calibration (i.e. calibration not
present or calibration not validated.

Green An integral that has been recognized by the system and
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Purple

Black

12.2 [Reagent Loading] section in detail

Clicking on the <Patients & Reagents> icon or opening the flap

has a validated calibration.

This Reagent Integral has been correctly
recognized on insertion and has a expired
calibration.

This Reagent Integral has been correctly
recognized on insertion and has a expired kit
integral.

of the reagent area on the analyzer opens the [Reagent
Loading] section.

This dialog consists of four areas and is divided into sections

that are

explained below by the color-coordinated boxes and

visualized in fig.12.2-1 [Reagent Loading] section

— | This section is labeled [Reagent Integral Area] and is used for visual verification
of intearal positions. See fia.12.2.1.

Fig.12.2-1 [Reagent Loading] dialog

Systemiest I ‘j Patiiea ‘ I" ] Process II"& Definitions I,! System ] [J Keport I [mes]
e I I
I I I
: “f = From Ta
& - [ -
= : | .I = | I
7 . Atan
& | | |
o : - = = .-
h‘l a [ | : = [ -

)

MA(gféng Snibe

SE

—| @]

identification. See fia 12.2.2.

This section is labeled [Reagent Integral Data] for detailed integral

curves. See 12.2.3.

=~ This section is used for [Calibration] to validate/reject calibrated working

This section is exiting, confirmation, and information. See 12.2.4.
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12.2.1 [Reagent Integral Area] section in detail

The section [Reagent Integral Area] consists of a series of places
that are either empty or filled by a button representing a reagent
integral in the corresponding track on the analyzer (see Fig.
12.2.1)

[

Fig.12.2.1-1 [Reagent Loading] dialog
— — —
TOXO0 IeG
m O
L] [ zd0 |

12.2.1.1 [Reagent Integral Area] numbered integral position color definition

The numeration of the 15 Tracks for the reagent integrals (signified
by a green background in fig. 12.2.1-1) indicates the pipetting status
of the reagent integrals. These are defined in the examples below.

Table 12.2.1.1-1 Integral position color definitions

=1

7
<
1]
=
10
(|

29:56

7
GREEN = The integral can be
removed from the reagent station.
The pipetting was not started yet or
is already finished.

o
I
fr
094
O .
23120

6 :
RED = The integral must not be removed from
the reagent station, the pipetting
process is not finished
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12.2.1.2 [Reagent Integral Area] integral symbol definitions

There are four types of display variations for each track position in
the [Reagent Loading] section as defined in the table 12.2.2-1
Integral Symbol definitions and also pictured in fig 12.2.1-1:
[Reagent Loading] section - [Reagent Integral Area].

Table 12.2.1.1-2 Integral Symbol definitions

8

This symbol depicts an empty position in the
reagent area of the analyzer (no integral
inserted).

This symbol depicts a loaded and recognized
integral in a position in the reagent area of
the analyzer (the light gray color means
that this integral has not been selected by the
user). After the successful insertion of the
integral, the assay abbreviation is displayed
on the integral button.

< THA

This symbol depicts a loaded and recognized
integral in a position in the reagent area of
the analyzer (the dark gray color means that
this integral has been selected by the user
and its specific details are currently displayed
in the [Reagent Integral Data] section). After
the successful insertion of the integral, the
assay abbreviation is displayed on the
integral button.

ERROR

This symbol depicts a loaded and non-
recognized integral in a position in the
reagent area of the analyzer. The[ERROR]
symbol means that this integral has not been
recognized by the system. This integral must
be removed and reinserted.

Operating instruction
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12.2.1.3 [Reagent Integral Area] integral calibration status definitions

On each integral depicted in the [Reagent Integral Area] section are
two small boxes (located on the bottom of each pictured integral).

These two symbols represent the status of the calibration for that
particular integral. Below is a table to help the user realize the
definitions of these symbols.

Table 12.2.1.3-1 Calibration Status definition
Symbol Combination Definition

' No calibration is present and no
1. . I:l calibration has been started
' No calibration is present but a calibration
2. . . has been started
' A calibration has been completed but has
5. . D not been validated
A calibration has been completed and
4. |:| |:| validated. No new calibration has been
started.
' A valid calibration is present and a new
5. D . calibration has been started

: A valid calibration is present and a new
6. |:| |:| calibration has been completed but not
yet validated.
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12.2.1.4 [Reagent Integral Area] integral time counter status definitions

NOTE

The [Reagent Integral Area] section contains a counter for each
integral located at the bottom of the integral symbol. The purpose of
this counter is to monitor the time of magnetic particle agitation

The box under the integral button displays the remaining time until the
initial MP agitation time is completed.

Agitation time begins on insertion of the integral when the barcode is
read (see fig.12.2.1-1 [Reagent Loading] section).

Iime Counter reset

The magnetic particle agitation time counter is reset under the
following conditions:

Agitation time counter is reset upon initialization of the analyzer
even if an integral has not been removed between initializations.

Agitation time counter is reset 2 minutes after removal of the
integral (2 minutes is the “grace period” allowance for
reinsertion of integrals removed by mistake)

If more than one integral is loaded for the same assay, the
usage is prioritized as follows:

a) Integrals with shorter magnetic particle agitation time
remaining are used first

b) Integrals are used from left to right

Operating instruction
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12.2.2 [Reagent Integral Data] section in detail

Reagent Integral Data
Article—No:

Master Curve ID:

Determinations:

Calibrators:

Units:

2:

IU/mL

9. 46

458. 868

This area displays the assay data of the selected (dark gray color)
reagent integral (see Fig.12.2.2-1).

Fig.12.2.2-1: [Reagent Integral Data] section

0z8 Kit—No: 0004 Integral Layout: 7
2011102318330 Lot—No: 026111101 Expiry Date: 2012-10-31
100 Remaining Tests: 100
Tolerances:
RLI: Concentration:
...IIT|||]|IIII ...Illlllllllll
0 O TG 70
70 TO TO 70
[Article-No]

This number is used for the identification of the integral.

After the successful insertion of the integral (or the complete
manual input of the integral data), the assay abbreviation is
displayed on the integral button.

[Kit- No]

This number is an individual number assigned only once in each lot
for each specific assay.

The system uses this number to check whether the integral has
already been loaded and how many determinations are already
executed. The number of determinations still available is calculated
and displayed accordingly.

[Integral Layout]

The integral layout is used for the identification of the placement of
the component vials in the integral. Two types are available at
present (07, & 08).

[Master Curve ID]
This field is the identification number of master curve of the assay.

[Lot- NO]
Displays the number of the integral lot

[Expiry Date]
Displays the expiration date of the integral

[Determinations]
Displays the original number of determinations available for
the integral

[Remaining Tests]

Displays the number of determinations still available for the selected
reagent integral in Integral Area

The original number of determinations is part of the reagent
barcode and is the initial value for this field when a reagent integral

Page 12-8
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Chapter 12

is loaded for the first time.
The software keeps track of this number and updates the remaining

tests according the reagent usage.

For maintaining safety of the diagnostic result, the plain bar
user against the presentation of barcode data on the screen of
code information on the reagent integral is to be checked by
the MAGLUMI Diagnostic System. [ 202; 097]

12.2.2.1 [Tolerances %] section in detail

This field displays the upper and lower tolerance ranges in
percentage, for RLU and concentration of calibrator 1 and

calibrator2.

Fig.12.2.2.1-1: [Tolerances %] section

Tolerances:
Concentration:

RLU:
_-.IIT|||]IIIII _-.tlllllllllll
T 7O T T
T T T T

The fields are enabled to allow a Double Blind Entry of the integral
data

12.2.2.2 [Calibrators] section in detail

This dialog displays the Units and set values of concentration of
calibrator 1 and calibrator 2.

Fig.12.2.2.2-1: [Calibrators] section

Calibrator=s:

Thit=: I . ml
1 9. 48
- 459. 56

If an assay has external calibrators the values are displayed after
pressing the <Start> button. See 12.2.3 [Calibration] section for

details.
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12.2.2.3 [Remaining Test] Double Blind Entry

Example Double Blind Entry Integral Data of [Remaining Test]

The field for the entry extends itself to the double height
containing two entry fields and a dark gray colored frame

Fig.12.2.2.3-1

Reagent Intezral Data

L

[
: Remaining Tests: 100 ¢
[

S

The keyboard focus is set to the upper field, enabling the
user to enter the data. After the data has been entered,

pressing “Tab” or “Enter” changes the cursor to the second
field, altering the first input to a series of “ * ”.

Fig.12.2.2.3-2

After correct retyping the input is displayed

Fig.12.2.2.3-3

FEemaining Tests: 25

If the second input is not correct the field is displayed as
<ERROR!>.Then these entries must be deleted and then
the first and the second entry must be repeated.

Fig.12.2.2.3-4
<ERROR>

Eemaining Tests:

If all inputs are done the integral is recognized and the entry
fields become disabled, the field for the assay tolerances stay
enabled for the access level - Super- (see Fig. 12.2.4-1)
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12.2.3 [Calibration] section in detail

Calibrations are required for each integral, to determine the
working curve based upon the environmental conditions.

The calibrators are normally included in the integral (internal).
There are however also calibrators that are delivered
separately from the integral mostly due to stability of the
calibrators (external)

The [Calibration] section of the [Reagent Loading]
dialog is for accessing the [Calibration Dialog], and

starting calibrations.
The <Start> icon located here is only for the starting of calibrations

(external or internal).

When starting a combi-assay calibration, the calibration of
N OTE combi-partner A is carried out and displayed in the [Calibration
Dialog] dialog box.

Fig.12.2.3: [Calibration] section

Calibration

‘ - Wigw ‘

‘ L-!:-J Start ‘

= Shark Pressing this icon starts the 12.3.1[Calibration] <Start> in
L"'. J calibration detail
Pressing this icon displays the L : .
== View Sample- ID and the Assay List | 12.3.2 [Calibration] <View> in
On the right side detail
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12.2.3.1 [Calibration] icon <Start> in detalil

T
Pressing the icon starts a calibration of the
actual selected integral (dark gray color).
The button is disabled if a not readable [ERROR] integral is selected
in the [Reagent Loading] dialog.

12.2.3.2 [Calibration] icon <View> in detail

The <View> icon allows the user to enter into the [Calibration
Dialog]. In this dialog the user can:

Validate a calibration (working curve)

Reject a calibration (working curve)

Recalculate all associated samples (sample results that have
been produced using the reagents in that particular integral)

Print calibration information

Recalculate a working curve (view a working curve on the graph)

Wigt
Pressing the icon opens the [Calibration Dialog]
(see Fig.12.3.2-1)

Fig.12.2.3.2-1:[Calibration Dialog

Calibration Dialog:

- e LEEEIA Mastercurve ID: 009081207
@ o 2010-02-12 15:45:24 2010-04-01 19:16:27
- Calibrataor 1 Calibrator 2
RLU
[Jvalidate [Rrecalc associated samples [CIreject
wﬂl Saricel 43921 138528
43921 1385258
@ : B 43921 138525
Help
250000 Mean 43821 138528
—, 200000 cv | |o.ooo 0.000
= Cakulate T 150000 s | i 5.6
L4 Curve : :
100000
ioncentration
— 50000
-' Print 0 Expect 15,298 196,102
10 100 1000
Concentration Caleul. 15,295 196,102
Dev[ %] -0.000 -0.000
'ﬁ (Geometric curve check
Skatus: Tolerances
& |[43911 Ratio 3,155
Calculated o ey o, i
Tinirmum Taxirmurm
Activity: conc, |50 | [50 50 50
. B: 135528 o 100
Finished RLU |[50 50 50 50
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Confirms  (Calculate  Curve,
& Validation, Recalc associated,

b

samples, Reject) and closes the
dialog

\m! Cancel

Discards changes and closes
the dialog

== Calculate

Curve will be calculated if all

12.2.3.2.1 [Calibration
Dialog] icon <Calculate Curve>

4 Curve tolerances are in range in detail
R ; ; rati 12.2.3.2.2 [Calibration Dialog]
=" Print Prints the calibration data ‘con <Print> in detail

12.2.3.2.1 [Calibration Dialog] icon <Calculate Curve> in detail

[ ]wvalidate

300000 1
250000 1

200000 1

RLU

150000 1
100000 1

50000

3] Curve

Pressing the icon

-__ Calculate

calculates the measured

working curve if all tolerances are in range. The working curve
(including the green calculated tolerance belts and the Status and
Activity of the integral) is displayed (see Fig 12.3.2.3-1)

Fig.12.2.3.2.1-1

[ Recale associated samples

[ Ireject

o

10

Concentration

Skatus:
Calculated
Ackivity:

Finished

Geametric curve check,

A (43911 Ratio 3,155
[Mimirnurn Mairnurn
B: 138528 0 100
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If Validate is checked ¥ , the calibration result is accepted
and the calibration declared valid.

If Reject is checked ¥ | the calibration result is rejected

If Recalc. associated samples is checked ¥ |, all results
processed from this integral are calculated on the displayed
validated calibration after confirming the message:

Fig.12.2.3.2.1-2: Recalculation confirmation

Neszage

Do o want ba recalculate the measured
values!

L)

‘ Q'.S/" K ‘ ‘ @ Cancel ‘

Status shows the status of the working curve. The options are:

Calculated the working curve has been calculated by

™ Calculate
i Curve

pressing the icon.

Not Validated the working curve has been rejected
by checking the [Reject] box and
confirming with <OK>.

Validated the working curve has been calculated and

validated

Activity shows the action that has been taken before or after a
validation. The options are:

Finished the calibration has been completed and results are
available

Pending a calibration is active but no results are available

All results measured All results have been measured by
checking the [Recal. associated samples]
box and confirming with <OK> or after a
rejection of a working curve.(This passage
appears when all steps have been taken and
no additional steps are necessary)
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12.2.3.2.2 [Calibration Dialog] icon <Print> in detail

(&= Print
Pressing the icon allows the user to print the
calibration data. Display of information about: Master curve ID, Lot
Number, Kit Number, Expiration date, Execution date, Calibration
Status, RLU’s, Concentration, Geometric Curve Check and the
Working Curve are printed

12.2.3.2.3 [Calibration Dialog] Expires/ Last Run

This display is located in the upper center part of the dialog:

Expires:

This field depicts the expiry date and time of the actual working curve
Last run:

This field depicts the date and time of the last validated
measurement of the working Curve (see Fig.12.3.3-1)

Fig.12.2.3.2.3-1
Expires Last Run
2010-04-05 15:04:16 2010-04-05 15:04: 16
[ ]Rrecalc associated samples
400000 '.f.?.:;‘",:_i..............i...........................

12.2.3.2.4 [Calibration Dialog] Geometric Curve Check

If a geometric curve check is predefined for an assay, it will be
calculated after pressing <Calculate Curve>.

The check is performed as an additional disqualification criterion
for a working curve.

A“ Ratio” is calculated (B/A) and compared with a predefined
range. In case that the fields are empty, no check is performed
(see Fig.12.3.4-1)

Fig.12.2.3.2.4-1

Geometric curve check

A 130178 | Raio [0.312
Minirnurn Maxirmurn
B l4oezz | o ' ioo

A calibration cannot be validated if the ratio is out of range
(Min./Max). If this is the case, it will be displayed on a red
background.

Operating instruction
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12.2.3.2.5[Calibration Dialog] Working Curve Information

On the right side of the [Calibration Dialog] all information regarding
the working curve are displayed (see Fig.12.3.3-1).

Fig.12.2.3.2.5-1
Mastercurve ID: 20100207 120900
Calibratar 1 Calibratar 2
RLU
126522 43870
134316 | | [z7aer
Mean | 130419 140623
cy 4.226 1 | lit3o
o | -
Concentration
Fxpect | |2.325 32,256
caledl, | [z.299 | | [z2.25e
ev[on] | |-1.133 | | [-o.000
Tolerances
=% +% -%a +%
core. |0 |5 | | [so | [so
rs so | fso || so | [sa

[Mastercurve ID]
Display of Mastercurve 1D

[Calibrator 1] [Calibrator 2]

[RLU]

Display of the measured RLU'’s in the associated columns of the two
calibrators

[Mean]
Display of the mean value of duplicates or triplicates

[CV]
Display of the coefficient of variation of duplicates or triplicates

[Dev (%)]
Display of the percentage deviation from the set value

[Concentration][U/ml]
Display of the details of the concentration in the assay relevant unit

[Expect]
Set values of the calibrator concentration

[Calcul.]
Calculated concentration values using the measured RLU’s of the last
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validated working curve

[Dev (%)]
Percentage deviation between set value and calculated values

[Tolerances]
Percentage tolerances given by the reagent manufacturer for the
calculated concentrations and the measured RLU'’s of the calibrators

12.2.3.2.6 [Calibration Dialog] How to calibrate & validate an integral

This section instructs the user on calibration procedures.

Ensure the integral has been inserted into the analyzer a minimum of
30 minutes.

If the integral has external calibrators, they must be
inserted according to chapter 15.

1. Enter into the [Reagents] dialog and select the integral to
be calibrated.

@ Skart

2. Press
integral calibration.

in the [Calibration] area to start

3. When the calibration (right LED is green) has been completed,

Wiews

press in the [Calibration] area to enter into
the [Calibration Dialog] and define the “Working Curve”
(representing the results of the calibration).

The [Calibration Dialog] window appears:

Calibration Dialog: AFP

—_— 2 i B Mastercurve 1D 20120927010101
T 2013-02-08 1114557 2013-01-11 1114557
d Calibrator 1 Calibrator 2
RLU
[[IRecalc associated samples
*,u!.! Cancel 33603 [ossaza
[37770 || [eearme |
1400000 v : 1 z :
@ Help ABOO0D0 === ==m=mmmmmmm e s A - 4| L !
TR F Mean | |33186 1929758
S o | [isez | | |50
—_ i 500000 D[ %] -4-349 . r10330
T Concentration
200000 ——
0 : ' Expect 9.46 459,86
1 10 100 1000 i
Cancentration el 24 0 U sty
Dev[%] | |-0.000 | | [-0.000
Echange cali. Geometric curve check
Skatus: — — Tolerances
A 138156 | Ratio |24.367 .
Walidated o o o %,
Ilimirmum Maximum i e v
Activity: I o cone, |15 | [t5 || [t5 ||t
N B: [ozomss | o 100 At [ —
Finishied - RIU (|15 |15 | [[15 | |15
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Calculate
i Curve

4. Press
on the screen, highlighting all information related to the
curve itself (if there is a previous calibration, the old working

™| caleulate
i Curve

curve will be displayed until the icon
pressed).

is

The icon <Calculate Curve> must be pressed to view the new
“Working Curve” in the graph display and calculate the
concentration values.

5. Atthis pointthere are two options the user may choose:

a. Accept the calibration (proceed to Step 6)
b. Reject the calibration (follow the instructions below)

The acceptance of the calibration is dependent on the user but also
on the following:

Geometric curve check
RLU Deviation (%)
Concentration Deviation (%)

If any of the above three fields are red in background, the calibration
should be rejected and not validated.

Check the box beside [Reject] and confirm with the

icon.
The calibration must be restarted.

I K

6. Check the box beside [Validate] to accept/validate the
calibration.

7. Check the box beside [Recalc Associated Samples] to

all samples that have run from that same integral (including
the current calibration results found in the [Daily Lab Journal]).

8. Confirm with the icon.

9. A confirmation window will appear for recalculation of
measured samples. Confirm this window with <OK>.

The newly plotted “Working Curve” is then rendered valid and active.

It is possible to print a "Calibration Report" by pressing the

‘ "E=F  Print

icon.
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12.2.4 Exiting, Confirmation, & information

The non-sectioned portion of the [Reagent Loading] dialog is for the
user to exit the dialog (<OK>) or view information (<Help>) (see
fig.:12.2.4 exiting, confirmation, & information).

Fig.: 12.2.4 exiting, confirmation, & information

‘ & oK ‘

@ = |

This icon is used for exiting the
dialog provided the reagent flap
on the analyzer is closed.

12.2.4.1 [Reagent

Loading]
dialog, <OK> icon

Function not implemented

[Reagent Loading] dialog, <OK> icon

Pressing the icon

from the [Reagent Loading]

dialog exits the dialog and returns to the [Main Menu] dialog.
This icon serves only as an exit button.

Operating instruction
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13.1 Consumable handling in overview

VAN

In order to ensure dependable and constant reproducibility, the
regular handling of consumables on the MAGLUMI® analyzer must
be achieved according to referred instructions.

The MAGLUMI® consumable handling instructions are listed in this
chapter as well as in the instructions for use (IFU) of each particular
consumable item.

All instructions should be read thoroughly before the analyzer
is started.

Handling procedures on the MAGLUMI® 600/800 analyzer must be
performed only by authorized persons.

For maintaining safety, the MAGLUMI Diagnostic System may
only be run with consumables (cuvettes, wash buffer, system
liguid, containers and waste bags) approved by SNIBE Co., Ltd

Only un-used, non-contaminated cuvettes may be used.

13.2 Consumable handling instructions

CAUTION

The consumable handling instructions are divided into four sections:

1. Reaction module handling
2. Analyzer Liquids handling
3. Waste disposal

4. Light Check

Always ensure that system reservoirs are adequately full and all
wastes are sufficiently empty before starting a cycle!

13.2.1 Reaction Module handling

Reaction modules are plastic containers with 6 cavities each
where the sample reaction occurs and is measured.
Reaction modules are never to be stored in direct sunlight.
Storage temperature is 15 — 30° C.

The main menu shows a system reservoir icon 41 to indicate
whether the reservoir is adequately full. When this icon is pressed,
the [Reservoir Status] dialog box provides information about the
exact reservoir status of reaction modules, starter reagents, wash
/ system liquid.

Procedure for replenishing reaction modules:

1. Open a pack of MAGLUMI® Modules as directed and remove a
set (min. 4 - max. 8) of reaction modules from the pack.

2. Manually insert the cuvettes to the incubator locade on the
left side of analyzer. Make sure each cuvette should be
inserted complectly.

Page 13-2
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3. The anlzyer will atomaticly correct the cuvette position which
is present in the incubator.

4. Repeat this process until the incubator is sufficiently full.
Its maximum capacity is 10 reaction modules.

Ensure that reaction modules are placed into the incubator
exactly as pictured in figure 13.2.1-1.

CAUTION The incubator can only be loaded after all the tests are finished on
board.

Fig. 13.2.1-1: loading reaction modules for Maglumi 600.

When an analyzer stop is actuated by the system reservoir
running out, all samples currently being processed revert from
the [active] status to the [placed] status. After replenishing the
system reservoir, these samples must be restarted. After

starting, check the status of the samples still to be processed
in the [Daily Lab- Journal].

Please comply with the storage and manufacturer’s directions
N OTE included in the package information for the reaction modules
(MAGLUMI™ Module).
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Chapter 13 Consumable Handling

13.2.2 Analyzer Liquids handling

Analyzer system liquids are defined as the chemicals needed to
operate the instrument. They consist of “MAGLUMI® Wash /
System Liquid”, “MAGLUMI® Starter 1", & “MAGLUMI® Starter 2”.
Only SNIBE Co., Ltd. approved liquids are to be used on the
MAGLUMI® 600/800 analyzer.

& Avoid all contact with skin and mucosa.

Always ensure that system reservoirs are adequately full before
starting a cycle!

13.2.2.1 MAGLUMI® Wash/System Liquid

The supply connections for wash / system liquid (MAGLUMI®
Wash/System Liquid) are located on the right side of the analyzer
and are labeled as follows (see fig 13.2.2.1-1):

[System Liquid] supply connection for cleaning the
pipetting needles and flushing the
hose system.

[Wash Liquid] supply connection for washing
the magnetic particles.

~Fig

.13.2.2.1-1 System Liquid coections.

MAGLUMI® Wash/System liquid is used for both connections and in
most MAGLUMI hardware configurations 1 supply container is used
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CAUTION

CAUTION

NOTE

/A

/N
VA

for both connections. A second supply container is provided for the
pre-preparation of system / wash liquid.

MAGLUMI® Wash/System liquid should be kept away from
direct sunlight. Storage temperature is 15 — 30° C.

The wash / system reservoirs are monitored by a level meter and

indicated by ‘traffic signals’ on the system reservoir icon4l.
When this icon is pressed, the [Reservoir Status] dialog box
provides information on the exact reservoir status of reaction
modules, starter reagents, wash / system liquid.

The pipetting of new samples is stopped or a cycle is not
started if the wash / system liquid reservoir is empty.

Press the icon to check which reservoir is running out and take
appropriate countermeasures

There is no loss of either reagent or data when the analyzer is
stopped by an empty system reservoir.

When an analyzer stop is actuated by the system reservoir
running out, all samples currently being processed revert from
the [active] status to the [placed] status. After replenishing the
system reservoir, these samples must be restarted. After
starting, check the status of the samples still to be processed
in the [Daily Lab- Journal].

Preparation & Substitution Procedures:

Prepared MAGLUMI® Wash/System liquid is stable for a period at
least of 4 weeks at 15 — 30° C.

MAGLUMI® Wash/System liquid must fulfill the requested
ambient operating conditions while installation and should
never be used after defined expiry date for onboard stability.

The wash / system liquid can be exchanged only when the
analyzer is inactive!.

Preparation

1. Fill an empty, clean container marked “System Liquid” or “Wash”
with about 3.5 liters (Dilution rate Wash Concentrator : Distilled
water=1:13 ) of distilled water (use only fresh water defined
according to NCCLS guidelines for laboratory water “Type III”
[<10 pus / cm])

2. Add the contents of one (1) bottle of MAGLUMI® Wash/System
Liquid, in a fluid slow motion to avoid the formation of foam.

Operating I nstructions
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NOTE

/A

13.2.2.2 Starter Liquid

3. Using the cap of the bottle (with siphon tube/level sensor),
gently stir the liquid and water solution again avoiding the
formation of foam.

4. Placing a normal cap on the container, the prepared container
must set isolated (without connecting to the instrument.)for
a period of no less than 6 hours.

5. If pooling is achieved, it must be accomplished while
the analyzer is inactive & in accordance with point 4.

Substitution

1. Remove the cap with level sensor and hose from the
reservoir canister.

2. Open the new container and place the cap with level sensor

and hose on the full container.

To fill the hose system, select <System Test> in the main menu.

The [System Test] dialog box appears. Select the (v)

[Washer] and () [Pipettor] option (indicated with a check

sign). Change the values from “3” to “10".

4. Inthe [Reaction modules] area, set all the pre-settings (1)
to zero (0) and press <OK> to start the flushing process
(see_chapter 9 [System Test]).

w

Please comply with the storage and manufacturer’s
directions included in th%package information for the wash /
system liquid (MAGLUMI™ Wash / System Liquid).

Freshly prepared or not degassed system liquids should
never be used in the MAGLUMI Diagnostic System.

The starter reagent box containing the starter reagent bottles is
located on the right inner side of the analyzer. The yellow rings of
hose connected the starter container are marked as follows:

[1] MAGLUMI® Starter 1
[2] MAGLUMI® Starter 2

The numbers “1” and “2” refer respectively to starters 1 and 2. The
container is provided with removable screw covers with a hose
connection that is color-coded to match the starter reagent position.
The filling level of starter reagents is monitored by a capacitive probe
located in the filler cap. The starter reagent box is secluded by a
removable cover and should be replaced when not exchanging
starter reagent bottles.

MAGLUMI® Starter Kit should be kept away from direct sunlight.
Storage temperature is 15 — 30° C.

Please comply with the storage and shelf life information for the
starter reagents (MAGLUMI® Starter Kit)!

The starter reagent reservoirs are monitored by a level meter and

indicated by ‘traffic signals’ on the system reservoir icon . When

Page 13-6
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/A

CAUTION

CAUTION

NOTE

/AN

/A

this icon is pressed, the [Status Reservoir] dialog box provides
information on the exact reservoir status of reaction modules,
starter reagents, wash / system liquid. (See Chapter 5.4.1 for
details).

When an analyzer stop is actuated by the system reservoir
running out, all samples currently being processed revert from
the [active] status to the [placed] status. After replenishing the
system reservoir, these samples must be restarted. After
starting, check the status of the samples still to be processed
in the [Daily Lab- Journal].

The pipetting of new samples is stopped or a cycle is not
started if the starter reagent liquid reservoir is empty.

Press the icon to check which reservoir is running out and take
appropriate countermeasures

There is no loss of either reagent or data when the analyzer is
stopped by an empty system reservoir.

Exchanging starter reagents

The chemical substances included in the Starter Reagents can
cause chemical burns when coming in direct contact to the skin.
Before the Starter Reagents are handled or loaded into the
Analyzer the package information for the starter reagents
(MAGLUMI® Starter Kit) is to be read thoroughly and followed

by the user.

The chemical substances included in the Starter Reagents can
cause chemical burns when coming in direct contact to the
skin. Before the Starter Reagents are handled or loaded into
the Analyzer the package information for the starter reagents
(MAGLUMI(“'J Starter Kit) is to be read thoroughly and followed
by the user.

The starter reagents can be exchanged only when the
analyzer is inactive!

Do not spill liquid in this areal!
It is essential to ensure correct connection to starter 1 and
Starter 2.

eThe starter reagents can be exchanged only when the
analyzer is inactive!

e Do not spill liquid in this area!

e It is essential to ensure correct connection to starter 1 and
Starter 2.

Procedure:

Operating I nstructions
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VA

> B>

NOTE

1. Unscrew the screw connection of the starter 1 container
and remove it together with the hose connection.

2. Remove the container and place the full starter 1 container in
the relevant position.

3. Place the screw connection on the container and screw it on.

4. Repeat procedures 1-3 with the starter 2 containers.

5. The hoses of the starter reagents are color-coded. It is
essential to ensure correct container connections.

6. Position the light check solution in the sample rack (Type L)
and program this in the sample load dialog (see chapter 9
[System Test]).

7. Select <System Test> in the main menu to fill the hose system
followed by background and light check measurement. The
[System Test] dialog box appears. Select only the ()
[Chamber Set A or B] option (indicated with a check sign).

8. Change the value from “3" to “10”, and press <OK>, to start
the flushing process followed by background and light check
measurement (see chapter 9 [System Test]).

Starter reagent pooling is not allowed under any
circumstances. (See label in Fig 13.2.2.2-2)

Fig 13.2.2.2-1 “No Starter Pooling” label

Always keep the starter reagent area covered with the supplied
cover to avoid light

In case batch numbers of old and new Starters differ, it is
necessary to recalibrate all integrals.

Please comply with the storage and manufacturer’s directions
included in®the package informati%n for the starter reagent
(MAGLUMI™ Starter 1, & MAGLUMI™ Starter 2).
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13.2.3 Waste Disposal

Disposal must be carried out according to the currently valid
& domestic regulations. Adequate protection must be worn when

disposing of all waste materials.

Before and during operation of the MAGLUMI® Analyzer,
provision should be made for appropriate disposal of the used
reaction modules and liquid waste!

Waste bags for reaction modules
The holder for the waste bag (MAGLUMI® Waste Bag) for used

reaction modules is located on the right side of the analyzer next to
the measuring chamber.

Ensure that the waste bag is correctly fitted in and underneath
the holder; otherwise the analyzer may stop due to jamming of
the following of reaction modules at the edge of the waste bag

When the waste bag is full, it can be removed from the holder and
sealed with the cover provided.

The reaction modules come into contact with potentially
infectious material and must therefore be appropriately

disposed of in the waste bag (MAGLUMI(“'J Waste Bag).

Liquid waste

The two drain connectors for waste 1 and waste 2 for liquid waste
are located on the right side of the analyzer next to the supply
connectors for wash / system liquid (see fig 13.2.2.1-1).

Waste 1 (chemical waste)
Chemical waste comes from the measuring chamber and
contains magnetic particles and starter reagents.

Waste 2 (biological waste)

Biological waste comes from the pipetting system and from the
washer and contains wash / system liquid and liquid from the
reaction modules (patient samples, assay reagents).

The cap of the disposal canisters includes a level monitoring device.
The reaction modules waste is equipped with a counter that must
also be reset when the waste bag has been replaced.

The complete waste status can be viewed via <Waste> icon in

the main menu of the software. (See chapter 5.4.3)

The waste canisters must be cleaned regularly according to
the proper maintenance procedures.
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13.2.4 Light Check Handling

/AN

Light Check reagent contains a lyophilized material that, when mix
with the proper amount and type of water, issues a predetermined
value when run on the MAGLUMI® analyzer. It is required when
running a system test on the analyzer (see chapter 9)

Light Check must be accomplished under three circumstances:

Q) Once daily prior to starting the first measurement series or
(2) Each time a new lot of starter reagents is used or
3) During required maintenance.

The light check unopened and stored at 2-8 °C is valid for the
storage life as written on the packaging.

A prepared Light Check stored at 2-8° C, is valid for 1 week from
the date of preparation.

In any case, the Light Check should be kept away from direct
light. After usage, immediately close the MAGLUMI® Light
Check vial and refrigerate at 2 — 8 °C.

Handling procedure:

1. Remove a Light Check vial from its original package.

2. Carefully open the vial containing the lyophilized material

3. Using only fresh water, defined according to NCCLS guidelines
for laboratory water (Type lll), reconstitute lyophilisate by
pipetting 2ml (+ 20 ul) water, into the original vial.

4. Do not shake, but rotate the vial carefully to mix the solution,
being careful to avoid foam formation. Make sure that lyophilized
material adherent to the caps is also dissolved.

The formation of foam or bubbles in the Light Check vial may
jeopardize the results of the system test and therefore induce
false diagnostics of the functionality of the analyzer.

5. Prior to use, the Light Check vial should stand for a minimum of 5
min. The Light Check should be run at room temperature.

6. Place the MAGLUMI® Light Check vial into the patient rack
ensuring that the bar-coded side is facing the opening of the
patient rack. (See fig 13.2.4-1).

Fig 13.2.4-1: Light Check inserted in a rack

NOTE

For application of the MAGLUMI® System Test see chapter 9.

Please comply with the storage and manufacturer’s directions
included |n the package information for the light check
(MAGLUMI® Light Check)
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14.1 Reagent handling in overview

This chapter is to give the user basic instructions in reagent handling.
This chapter will discuss, in reference, features of the software but
basically refers to the physical handling of reagents and integrals.

The two types of delivered packages are Integrals and kits.

Integrals
consist of a package containing an integral and an IFU CD (or a
written IFU document).

Kits
consist of integrals as described above including any external
substances such as calibrators, or controls.

If special handling problems should arise that are not covered in this
manual, it will be necessary to notify the local customer support center
for assistance.

CAUTION The performance of the diagnostic kit can be compromised by
unsuitable Integral handling before loading, therefore the
package information for the reagent integrals are to be read and
followed thoroughly by the user.

14.2 Reagent Integrals in detail

A reagent integrals is a pre-manufactured set of vials containing
magnetic particles, tracer, buffer, and in most cases calibrator &
diluter, that are set together in such a way as to perform a targeted
reaction for a specific purpose.

14.2.1 Physical Construction of the Integral

All Integrals have the same setup as pictured in the figure below (with
some exceptions).

Fig 14.2.1-1: Integral layout
(to lock the integral) 2.Handle

MAGLUMI® 2000

T U b e A
Prom s sodot
6.1D Tab
(Integral ide
portion of
abel)

5. (Magnetic particle
agitation device)
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1. Entry point for the aspiration of liquid by the analyzer probes
(needles).

2. Handle for inserting and removing the integral from the
reagent area.

3. Barcode of the integral (see below)

4. Readable identification label of the integral

5. Geared form rotating vial for analyzer agitation of the
magnetic particles.

6. Tab for determining the presence of an integral in the
reagent area.

7. Clamp for correct position holding of integrals inside the
reagent area.

14.2.2 RFID Chip of the Integral

The RFID chip of the integral is equipped with all information that the
analyzer requires to properly identify and distinguish each integral as
an individual item.

14.2.2-1 RFID Chip definition

Reagent I

ntegral Dats

Article=No: ozZg Kie=Na: Qo0 Integral Laysur: 7
Haster Curve ID: 2011102314330 Lot —Ho: 026111101 Expiry Date: 2012-10—31
Determinaetians: 100 Remaining Testa: 100
Calibrators Toelesrances
RLU: Concantration:
Units: IV =l
e 11111 1] 1]
1: a9, 48 T To T o
o= 4589, 88 7O 7o TO T

The information contained on the RFID chip of the integral is
identified as follows:

[Art No.:] article number or part number of the assay
(test)
[Integral-No.:] the number of the integral (also known as

the kit number)

[Master Curve ID:] the identification number of the
reference master curve.

[Lot-No.:] the lot number of the integral

[Assay protocol:] the assay file name that is listed in
the software (see chapter 7.2)

The pictured data describes the contents of the integral, storage
information, identification, expiry date, etc. These symbols and
their meanings are described in the IFU of each assay.
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Although the above-mentioned elements are present in almost all
integrals, the constitution (ingredients) will almost certainly not be
the same between different assay types.

It is forbidden in ANY CIRCUMSTANCE to change the
components of one integral to another even if the integral

contains the same lot number

14.3 Loading Reagents
This section informs the user of proper loading of the integrals and is

divided into the following sub-sections:

Integral preparation

Placing integrals on the analyzer
Loading reagents in Combi-assays
Removing integrals from the analyzer
Proper storage of integrals

Integrals may contain either chemical or bio hazardous
materials or both. Gloves must be worn at all times during

reagent handling.

14.3.1 Integral preparation

Before the integral is utilized by the user, it must first be prepared.
The preparation for the integral includes also the pre-storage of the
integral. The instructed markings on the packaging box of the
integrals must be strictly followed.

Failure to follow “on the box” instructions may result in rapid
deterioration of integral life or even immediate expiration of

integral components.

Ensure the integral was stored according to the arrows at the end of
the shipping box. See fig 4.3.1-1 Integral direction markings. The
arrows should always point upward. Never store the integral in a
position other than noted. Never shake an integral. If an integral is to
be used that has been stored improperly, then that integral will
require special attention upon opening.

1. Remove the wished integral from the refrigerator keeping the
integral in an upright position at all times.

2. Open the shipping box containing the integral and remove the
integral.

3. Visually inspect the integral vials for leaking at the membrane
seals or elsewhere. If the vials are leaking from anywhere the
local customer service should be notified immediately.
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4. Visually inspect the integral vials for bubbles. If bubbles are
present the integral cannot be immediately used. The integral
must either set until all bubbles resolve, or the bubbles must be
removed before usage. (If bubbles are removed, it is important
not to cross contaminate vials)

5. Gently rotate the magnetic particle vial to ensure free movement.

6. Carefully remove the sealing flap of each vial by pulling the tab of
the seal across the membrane in a slow fluid motion (pull only the
tab in order to prevent cross-contamination of the reagent
integral vials).

7. Remove all liquid from the surfaces of the membranes to prevent
cross contamination of the reagent integral vials.

14.3.2 Placing integrals on the analyzer

/AN

When placing integrals on the analyzer, the software and
analyzer must be on. If one of these items is switched off, the
inserted integral will not be registered and therefore will not
run.

When placing integrals on the analyzer it is important to ensure that
only the reagent area flap is open. Close the patient area flap before
opening the reagent area flap and ensure all status bar windows are
closed.

1. Open the flap of the reagent area on the analyzer.

2. Place the RF chip side of the integral close to the RF reader
reading area. Hold for more than 2 seconds. The integrals’
information will be read by the RF reader. If correctly, buzzer should
generate a short sound. If incorrectly, it will beep twice. Remove the
integral away from the reading area and try again.

3. Choose an unoccupied lane to insert the integral into.

4. Using a smooth motion, insert the integral into the reagent area
until it rests firmly against the docking pins located in the rear of
the reagent area. When the insertion has been achieved correctly,
the integral will appear in the reagent area dialog (see chapter 12
for details).
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Fig. 14.3.2-1: Introducing an integral
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14.3.3 Particular aspects of loading reagents in combi-assays

When inserting the Reagent Integral of a combi-assay followed
by the assignment of this assay to a sample, three measuring results
can be obtained: those of the two combi-partners and that of the
combi-assay.

14.3.4 Removing integrals from the analyzer

Close the patient area flap before opening the reagent area flap and
ensure all status bar windows are closed.

When removing integrals from the analyzer, the software and
analyzer must be on in order to register the proper removal of the
integral.

The integral to be removed must not be active or have any results
pending (refer to chapter 12 for integral status identification). The
results and/or the performance of the analyzer can be jeopardized if
an active integral is removed.

1. Open the reagent area flap or press the <Reagents> icon in the
software [Main Menul].

2. Insert one finger into the reagent handle or grab the reagent
integral handle with thumb and forefinger and pull firmly and
evenly until the integral is free of the docking station.

3. Carefully remove the integral keeping it in an upright position.

f the | |
4. Discard of the integral in an appropriate manner.
fthe | .

5. Place the integral in an integral tray in an upright position (if
available).

6. Place the integral tray into the refrigerator (see storage
information in the integral IFU).

7. If an integral tray is not available, place the integral into the
refrigerator in a secure upright position.

14.3.5 Proper storage and handling of integrals

The following points should be adhered to in order to ensure a
failure free functionality of the integral in conjunction with the
analyzer.

» Integrals should always be stored in an upright position from 2 to
8° C.

» If integrals have been opened, they must be covered during
storage to prevent evaporation of liquid in the vials.

Operating I nstructions

Page 14-7



Chapter 14

Handling Reagents

> Integrals should never be shaken to prevent the formation of
bubbles inside the vials.

» A waiting time of 30 minutes is required upon integral insertion into
the analyzer to ensure proper mixing of the magnetic particles. A
counter is displayed for this purpose (see chapter 12.2.1.4

[Reagent Integral Area] integral time counter status definitions).

» Integrals should never be inverted.

14.4 Manual loading of integrals

If a RFID chip of an integral cannot be read for some reason (i.e.
defective RFID chip, improper functionality of the RFID reader)

it will be necessary for the user to enter the chip information
manually (integral information is located on the IFU delivered with
the integral).

The detection of a non-readable RFID chip can only be determined
when following the steps in 14.3.2 and the analyzer produces
constantly two beeps upon integral touching, and the word [ERROR]
appears in the reagent loading dialog as the assay name for this
integral.

If the above-mentioned situation should apply, manually enter the
information of the integral indicated by its IFU (If a written IFU is not
present or notify the local customer service headquarters).

Page 14-8
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15.1 Patient sample handling in overview

This chapter instructs the user in basic patient handling instructions.
This chapter will discuss, in reference, features of the software but
basically refers to the physical handling of patient samples and
sample racks.

If special handling problems should arise that are not covered in this
manual, it will be necessary to notify the local customer support center
for assistance.

sample is to be only introduced in the MAGLUMI Diagnostic
System in the sample tubes for the applied racks as defined in
this Operating Instructions.

For maintaining traceability of the diagnostic results, the patient
sample should be handled according to the laboratories quality
system as described in the domestic requirements.

15.2 Sample racks in detail

A sample rack is defined as a device used to store patient samples
(placed in sample tubes) for the duration of usage on the analyzer.
The sample rack (also known as “patient rack” or “rack”) was
designed to hold up to 8 sample tubes (bar-coded or non-bar-coded)
and to be inserted into the analyzer in such a way as to be registered
by the analyzer and support the sample tubes during aspiration of
sample probes.

15.2.1 Physical construction of the sample rack

All sample racks have the same structure as pictured and described
below. The positions are numbered from 1 through 8 with number 1
starting farthest away from the handle (position 1 in the picture is
occupied by a vial of light check).

Fig 15.2.1-1: Sample racks

1. Sample handle 2. Bar-coded position 3. Metal sample tube 4. Clamp to lock the sample
detectors retainers rack into the docking station
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_ o0 of 4 | ks as follows:

1. Handle for inserting and removing the sample rack in/from the
patient area. The Label identifies the rack type.

2. Bar-coded positions for each sample tube position to correctly
recognize the position itself.

3. Clamp for correct position holding of sample tubes inside the
sample racks.

4. Tab for determining the presence of a patient/sample rack in the
patient area.

15.2.2 Barcode layout of the sample rack

The barcodes of the sample rack are placed to verify the actual
position of each bar-coded sample tube. The system functions as
follows:

The user inserts the sample rack into the patient area. Upon insertion
of the sample rack, the barcode reader reads each bar-coded sample
tube and immediately afterwards the position pertaining to this bar-
coded sample tube. After the complete insertion of the sample rack,
the software displays all barcode ID’s in the correct rack position.

Example: A user has bar-coded sample tubes in positions 1-6 (See
fig 15.2.2-1)

Fig 15.2.2-1 Bar-code sample tubes in a rack

Position#6 Position#1

As the user inserts the sample rack into the patient area
the barcode reader recognizes the sample tube & position
of each bar-coded tube. (See fig. 15.2.1-2).
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15.3 Loading samples

/A
/A

Fig 15.2.1-2 Sample station example

Sample Info

From To

L L e O S

The positions 3 & 4 have sample tubes without barcodes
and are therefore not assigned any automatic identification.

To reinforce this feature the software informs the user that
not all positions were read as having a barcode and that
the user must verify these positions.

All positions will contain an ID as read by the barcode
reader except position 3 & 4.

This section informs the user of proper loading of the sample
tubes into the racks and the sample racks into the analyzer and
is described on the following pages.

Mechanical stress to the pipetting needle can provoke material
breakage with the possibility of user injury; therefore ensure
all sample tubes are uncapped before starting the MAGLUMI
Diagnostic System.

The sample racks and the patient samples included in the
Sample Tubes can be potentially infectious and therefore can
deteriorate the health of the user. Gloves must be worn at all
times during sample handling

Page 15-4
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15.3.1 Sample rack preparation

15.3.1.1 Rack Type

15.3.1.2 Dead Volume

VAN
VA

Before the sample rack is utilized, it must first be prepared.
See the preparation sub-topics below:

» Rack Type
» Dead Volume
» Sample Preparation

Now MAGLUMI analyzer using one type of racks.

It is compatible with glass or plastic tubes which inner diameter is
form 12mm and larger.

Also it is compatible with SNIBE bar- coded glass vials (e.g. Light-
Check)

Dead volume of 12mm inner diameter tube is 400ul when standing
in the rack.

The dead volume is the amount of liquid left in the sample tube that
cannot be pipetted by the needle due to mechanical limitations and
calculations. For each specific tube type exist a specific dead
volume level. When an assay is run, the user must have a minimum
of the sample amount needed plus the dead volume amount in order
to run the assay effectively.

Example:

A user wants to run 2 samples of the test “MAGLUMI®T3” in a 12mm
type sample tube.

According to the assay IFU - item 9, the assay requires 40 pl per
sample. The user will have to have a total of 480 pl in the tube in
order to ensure all samples will run without having any sample flags
on the results.

Summary:

Rack = 400 pl dead volume
2 samples X 40ul = 80 ul usable sample volume
Total volume needed 480 pl

In case of plasma gel separator containers, the amount of
sample should be at least 500 pL plus the volume required to
run the test.

Less or missing patient sample liquid will create compromised
diagnostic results. Therefore, a warning message "No liquid
level found" is displayed on the screen of the MAGLUMI
Diagnostic System with an audible signal & the test must be
repeated.
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15.3.1.5 Sample preparation

Due to certain mechanical restrictiong and safety precautions, the
sample to be used on the MAGLUMI™ analyzer must have the
following characteristics:

Either human serum or plasma may be used.

The anticoagulants citrate, EDTA and heparin have been tested
and may be used.

Blood should be collected aseptically by venipuncture, allowed to
clot, and the serum separated from the clot as soon as possible.
Samples having particulate matter, turbidity, lipaemia, or
erythrocyte debris may require clarification by filtration or

by centrifugation before testing.

Grossly haemolyzed or lipaemic samples as well as

samples containing particulate matter or exhibiting obvious
microbial contamination should not be tested.

Check for and remove air bubbles before assaying.

For maintaining safety, the samples must fulfill the requested
installation and operating conditions, air bubble formation or

clotting of the samples should be avoided.

After all criteria have been observed concerning the sample
quality, the samples must be inserted into tubes and then into
sample racks. The following procedure explains in detail the
proper steps for doing so.

1. Insert the sample into a tube of choice provided the tube is
within the specifications listed above.

2. Carefully insert the sample tube into the proper rack as
instructed in the previous pages.

3. If the sample rack is bar-coded, the sample tube should be
inserted so that the barcode is seen through the opening on
the right side of the sample rack. (See figure 15.3.1.5-1
Inserting bar- coded sample tubes).

Note: MAGLUMI 1000 does not include the barcode reader.

Fig. 15.3.1.5-1: Inserting bar-coded sample tubes

5 i
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/N
VAN

Do not rotate bar-coded sample tubes after placement in
sample racks. Rotating tubes when placed in sample racks
may cause damage to the barcode and render the label unfit
for future usage.

The position of the sample is never to be changed after
introduction of the sample rack into the MAGLUMI® Analyzer.

15.3.2 Loading SNIBE External reagents in sample racks

/A

SNIBE external reagents are known as the reagents that are
delivered in vials such as light check, controls, external calibrators,
and cleaning kit vials. An example of these vials is pictured in
figure 15.2.1-1: Sample racks

Most SNIBE delivered vials (as pictured in the figure 15.2.1-1)
are bar-coded; the vials should be inserted so that the barcode is
seen through the opening on the right side of the sample rack.
See figure 15.2.1-1: Sample racks.

Manual entry of these vials should be accomplished according to
chapter 11.

Do not rotate bar-coded vials after placement in sample rack.
Rotating vials when placed in sample racks may cause damage
to the barcode and render the label unfit for future usage.

If the vials have been inserted improperly, remove the
vial and reinsert it in the correct manner.

15.3.3 Placing sample racks on the analyzer

/A

When placing sample racks on the analyzer, the software and
analyzer must be on. If one of these items is switched off, the
inserted sample rack will not be registered and therefore will
not run.

When placing sample racks on the analyzer it is important to
ensure that only the patient area flap is open. Close the reagent
area flap before opening the patient area flap and ensure all
status bar windows are closed.

1. Open the flap of the patient area on the analyzer.

2. Wait for the barcode beam to activate (as shown in figure 15.3.3-
1 introducing a sample rack).

3. Choose an unoccupied lane to insert the sample rack into.
4. Holding the sample rack in an upright position at all times,

set the edge of the sample rack on the edge of the patient
area before an empty track ensuring the guide located on

Operating I nstructions
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the bottom of the sample rack is under the track rail. (See
figure 15.3.3-2 rack insertion 1).

Fig. 15.3.3-1:Laser beam of Barcode reader

I
Ihe barcode beam is
ertifid o I
light,
i

Note: MAGLUMI 1000 does not include the barcode reader.

5. Using a smooth motion, insert the sample rack into the
reagent area until it rests firmly against the docking latch
located in the rear wall of the patient area.

When the insertion has been achieved correctly, the barcode will
beep once signifying a correct reading and the sample rack will
appear in the [Sample Loading] section (see chapter 11 for details).
If the analyzer beeps twice, step 4 & 5 must be repeated.
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Fig. 15.3.3-2 rack insertion 1

15.3.4 Removing Sample racks from the analyzer

VAN

When removing sample racks from the analyzer, the software
and analyzer must be on in order to register the proper removal
of the sample rack.

The sample rack to be removed must not be active (Orange LED).
The results and/or the performance of the analyzer can be
jeopardized if an active sample rack is removed.

1. Open the patient area flap.

2. Grab the handle of the sample rack with thumb and forefinger and
pull firmly and evenly until the sample rack is free of the docking
station.

3. Carefully remove the sample rack keeping it in an upright position.

lfthe sample tubes are empty

4. Discard of the sample tubes in an appropriate manner.

5. Cover and store the patient sample according to laboratory
regulations/specifications.

6. The sample racks may also be placed in an integral tray in
an upright position (if available).

7. If an integral tray is not available, place the sample rack into
the refrigerator in a secure upright position.

The diagnostic procedure of the MAGLUMI Analyzer could be
interrupted by pulling the sample rack before terminating the
analysis therefore never unload rack unless green LED is

glowing.
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16.1 Host Result Management in Overview

In this chapter, we describe the different types of HOST (also called
LIS) setup and how each setup affects the processing of

results. This information is only given from a user standpoint.
Details about special settings or configuration of the HOST
connection are located in documents external from this manual.

The MAGLUMI® system can be set up to communicate with the
Laboratory Information System (LIS) in different configurations.

LIS = Laboratory Information System: is a system used for
computerized management of labs dedicated to chemical-

clinical or®microbiological analysis. This is not a feature of the
N OTE MAGLUMI"” software. The LIS is an external program used in
most clinical institutions for centralized information

processing.

The host program is not Part of the MAGLUMI® Diagnostic
System. Therefore, SNIBE Co., Ltd. cannot guarantee for the
safe cooperation of the MAGLUMI® software and the host
software. There exist no warrantee by SNIBE Co., Ltd. Against
data safety corruption by the host program.

Configuration changes for the LIS are to be accomplished only
by trained authorized personnel for the MAGLUMI® system
For maintaining safety of the diagnostic results, it is necessary
to accomplish a complete qualification test for the host
connection by the user.

16.2 Host Setup in MAGLUMI® software

There are several host options in the MAGLUMI® software. This
section describes the different access possibilities. These definitions
will be needed later in this chapter.

16.2.1 ASTM Setup dialog

When the MAGLUMI® is Host connected, certain settings must be
done from the main program, using the ASTM Setup Dialog present
in <System> <Online> (Fig.16.2-1).
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Protocol

ONene

© ASTM

Automatic Operation

[FEnable autcmatic downloading

[IEnable automatic uploading

OEnable upload GC data

Fig.16.2.1-1: “ASTM Setup Dialog”

Host Configuration

Analyzer ID: Maglumi User

Save

Host ID: Lis
Automatic Upleoad Eesult Type
®All results
OAll no needle error results

OAll no error results

Communications ASTM Delimiters
COM Port: CoM3 v . o
Field Delimiter: ‘
Baud Rate: 9600 hd
Repeat Delimiter: A
Data Bits: _
Component
Stop Bits:
Escape Delimiter: &
Fartity:
Current Status
COM Port Status: (@]
This field allows assigning a unique Analyzer ID to the
Analyzer ID MAGLUMI®
This field allows assigning a specific name to the host (
Host ID .
required).
This field specifies the serial port of the MAGLUMI® PC used fq
COM Port host communication. Host can be connected to any free COI
port, except for COM1, which is used for the connection to th
Analyzer.
Specifies the Baud Rate used for transmissions between
Baud Rate MAGLUMI® and the host any values from 4800 to 19200 can
be chosen. MAGLUMI® and Host have to have matching Baud
Rate speeds.
Delimiters These fields specify the set of delimiters used for transmissiong
Modification is not recommended.

16.2.2 Online icons in the MAGLUMI® software

Online icons can be found in the MAGLUMI® software.

Eﬁj Online ) )
Upload - <Online> used for sending results

from the MAGLUMI® system PC to the LIS (Host).

This icon can be used to upload results in [Journal] and [Valid].
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16.3 Types of possible Host Connections in MAGLUMI® software

Major types of transmission between the Host and MAGLUMI® are
the following:

Host Query All downloadin(g data transferred from LIS to
the MAGLUMI™ system PC are
accomplished automatically when the
samples are loaded.

In addition to this type of communication, there are many variables
that are available. These will be described in user detail in this
chapter.

16.3.1 Host Query

When samples are loaded on the MAGLUMI® and after closing the
flap or within a certain period of time (approximately <1 minute), the
MAGLUMI® automatically sends a query to the Host and the LIS
responds with the job list associated to those loaded samples.

Although the Host Query has many types of possible settings,
the automatic reception of the job list remains the same.

In this configuration it is also possible to request a Query All by
N OTE pressing the <Online> icon (download) from the [Report].

16.3.1.1 How to accept job lists from the LIS using Host Query

1. Load the barcode-labeled patient samples in accordance with
chapter 15.

2. Wait for the job list to appear in the patient sample dialog.

3. Repeat steps 1 and 2 until all patient racks have been loaded.

Patient racks may not be loaded too fast. It must be ensured
that the HOST allows enough time to pass between individual
requests (timeout) so that the system can be kept in operation.
Failure to comply with the above instructions could result in
the loss of patient data.
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16.3.2 How To send results to the LIS

Once the patient samples have been run and results are present, the
user can send results to the Host as follows:

16.3.2.1 Results transmitted with validation on MAGLUMI® as manually sending of results

The results will be validated on the analyzer, and will be sent to the
host manually from the [Valid].

# vald
In this configuration, the <Valid> icon is used in
the [Report] and all results that have been selected will be
transferred to the [Valid]. The selected data will be deleted from the
[Journal].
In the [Valid] the user must press the <Online> icon

Online

(Uploading) to send all results to the Host. The

transfer is completed when the status reads [Finished].

16.3.2.2 Results transmitted without validation on MAGLUMI® as manually sending of results

The results can not be validated on the analyzer but will instead be
sent to the host manually for their validations. In this configuration,

an <Online> icon

Eﬂ'gJ Online

(Uploading) appears in the

[Journal] (as pictured in fig. 16.3.2-1 manually uploading from
[Report]).

Fig. 16.3.2.2-1 manually uploading from [Report]

Sort Criterion: Chronologieal

SesrchKay:

SamplelD Assay Cil.

Recalc. | l L\Eﬁj Online g

RLU

Records. : a
\9 Sort ‘ l EJ Today Rpt. l
CWV(90) Concentration Flag
Delete H ‘;{ Walid ” Prink l EE Remeasure l
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16.3.2.3 Results transmitted without validation on MAGLUMI® as an automatic sending of

results

The results can not be validated on the analyzer but will instead
be sent to the host automatically for their validations.

[@ Start l[l"‘ SystemTest ] &, Patiitea ][l I Process ['3 pefinitions ][B System [__f Report ] (T
Protocsl Host Configu
© Nene Analyzer ID: Haglumi User
QasTi Host 1D: L
q Made tomatic Operatic utomatic Upload Result Iype
b
(@ o |
2 Communications ASTM Delimiters
COM Port:
Field Delimiter:
h el Baud Rate:
Repeat Delimiter:
Data Bits:
Componen 1
Lan, Stop Bizs: .
E T2 Ezcape Delimicter: &
Partity:
— Cur: Status
COM Port Status: L]
MAGLUMI || p
‘ 600  (Snibe - | || O
Login Suscyssl | COf Snaver () PIE Suatw: @ @
) [CJEnable automatic uploading: ) .
Click the to mark a “v” on this option

to enable automatic uploading test results without validation.
If the user enable automatic uploading, there are 3 options for it :

[All results]
automatic uploading all results anyway, including
those with flag of machine error, pipetting error, etc.

[All no needle error results]
automatic uploading all results, except those with
flag of needle error.

[All no error results]
automatic uploading all results, except those with flag
of machine error

Check the results on the Host, if any results are not transmitted
correctly, manually transfer them again according to chapter
16.3.3.2
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16.4 MAGLUMI® software communication format

MAGLUMI® software use ASTM E1394 protocol for communication.
Directory \online\log records all the communications between the

software and LIS.

The content of the communication between MAGLUMI® software and

LIS is as following:

16.4.1 Inquiry Reagent Information

Once the sample rack is inserted in to the sample area, after the
barcode reader reads the barcode labeled on the sample tube,
MAGLUMI® software will inquiry the LIS host for the assay need to be

performed for the sample.

Communication content:

--><ENQ>
<--<ACK>
--><STX>

<--<ACK>

L|1|N<CR>
<--<ACK>
--><ETX>
<--<ACK>
--><EOT>
<--<ACK>

~->H|\&| |PSWD | Maglumi 600| | | | |Lis| | P|E1394-97|20100323<CR>
Q|1]|71234567||ALL| ||| ||O<CR>

Symbol meaning:

Letter means ASCII
--> send
<-- receive
<ENQ> enquiry 0x05
<ACK> answer confirm 0x06
<STX> text start 0x02
<ETX> text ends 0x03
<CR> home 0x0D
<EOT> transmitting end 0x04

Here:

H|\"&| |PSWD|Maglumi 600] | | | |Lis| |P|E1394-97|20100323<CR>
Q|1]71234567]| |ALL|||]]]||O<CR>
L|1|N<CR>

This is a message which ASTM E1397 enquiry the assay needs to be
performed for the sample. Here we take sample ID 1234567 for

example.

Operating I nstructions
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16.4.2 LIS return the assay information

<--<ENQ>
--><ACK>
<--<STX>

--><ACK>

<--H|\"&| |PSWD|Maglumi 600] | | | |Lis| |P|E1394-97|20100319<CR>
P|1<CR>
0|1|1234567| | A" CA125|R<CR>
0]2]1234567| | *"*CA153|R<CR>
0|3|1234567| | **CYFRA211|R<CR>
0]4]1234567| | *"*FT3|R<CR>
0|5|1234567| | **FT4|R<CR>
0|6|1234567| | **T3|R<CR>
0]7]1234567| | ***TG|R<CR>
0|8|1234567| | "*"TGA|R<CR>
L|1|N<CR>

--><ACK>

<--<ETX>

--><ACK>

<--<EOT>

--><ACK>

Letter meaning as the above

Here:

H|\"&| |PSWD|Maglumi 600 | | | |Lis| | P|E1394-97 | 20100319<CR>
P|1<CR>
0|1]1234567| | AAACA125|R<CR>
0]2]1234567| | MACA153 |R<CR>
0|3]1234567| | "AACYFRA211|R<CR>
0|4]1234567| | AAAFT3|R<CR>
0|5|1234567 | | MAAFT4|R<CR>
0|6]1234567| | AAAT3|R<CR>
0|7|1234567 | | \AATG | R<CR>
0|8]1234567| | "*ATGA|R<CR>
L]1|N<CR>

This is a message which is returned by ASTM E1394 LIS includes the
relative assay need to be performed for the sample. Here sample ID
1234567 will be performed assay: CA125, CA153, CYFRA211, FT3,
FT4, T3, TG and TGA.
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16.4.3 Sending test results

--><ENQ>

<--<ACK>

--><STX>

<--<ACK>

-->H|\*&| |PSWD|Maglumi 600] | | | | Lis| |[P|E1394-97|20100326<CR>
P|1<CR>

011234567 | | *"CYFRA211<CR>
R|1|AACYFRA211|0||0Oto 7|[N]|]||||]120100326172956<CR>
L|1|N<CR>

<--<ACK>

--><ETX>

<--<ACK>

--><EQT>

<--<ACK>

Letter meaning as above,

Here:

H|\"&| |PSWD|Maglumi 600| | | | |Lis| | P|E1394-97 | 20100326<CR>
P|1<CR>

0|1]1234567| | AACYFRA211<CR>

R|1|AMACYFRA211|0]|0to 7|N||||]]20100326172956<CR>
L|1|N<CR>

This is a message which ASTM E1394 sending the test results to LIS.
Here sample ID 1234567 performed assay CYFRA211 test result is
sent to LIS.
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Chapter 1 7

Quality Control

17.1 Quality Control in overview 2
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17.1 Quality Control in overview

To comply with statutory requirements, analytical results should be
subjected to an internal laboratory and external quality control.

The results of all control values that have been defined in the “Control”
section of the MAGLUMI® software (see chapter 7.3) are transferred
to the QC software.

[QC] icon ’
@ Report

Press the icon “ “in the main menu, then select sub-function

g ow
icon to show the QC Levey-Jennings (L-J) chart for the assay
with valid QC results. See the below figue 17.1.1-1.

Figue 17.1.1-1 QC Levey-Jennings (L-J) chart

Quality Control Nateraals Tear of G 013 ¥ Month of o o1 =
Select Assay: w
Aszay Nethod: Unit: G
Trgeert.
Q: Search
9 10 11 12 13 14 15 1 1 18 19 20 n 22 b= -1 25 26 2 2! 29 jo 3
Test Date Value Target Value Measure Value Target 50 Measure 50

Ak aetm

< >
= L £ =
MAGLUMI rj c i
600  Snibe — || @O
Login Susenss | 0l Stane; T S @ @

At the top section of [QC] diaglog box:
(Select Assay) check the list for assay selection

(Year of QC) select the year of QC results performed
(Year of Month) select the month of QC results performed

(Quality Control Materials) select the quality control material
of QC results, which is allowed
for mutil-selection, displaying
different serial QC data in L-J
chart accordingly.

Note : The QC results should be VALIDATED in the [Report-Journal]
before impletment in the L-J chart.
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Huality Centrel Matcrials
MFT3

Yoar of G

Bslect Agzav:

[Save]

[Add]
[Delete]

[Print]

At the bottom section of [QC] diaglog box:
to save setting after manually input or

modify QC data

2I12

v

Figue 17.1.1-2 QC results and L-J chart

Month of Q0:

FT3 <MK B = mnFEag:

delete one result from L-J chart

manually input or modify QC data

to print out the QC results and L-J chart

Acgzy Method: CLIA Cnit: pg/ml
1252
0—!—-..—&’}“\-.
=357
7 5 + A A T 1 [l 17 B = [ 1= 5] MmeooFl FFOOFR 74 FF anooF
T=st Cate Walie Terget Yaloe M eaziure walue Target 50 MeasLre S0
2010-02-22 9.72 0.72 272 018 1.65
6.07
2010-02-16 2.2 2.2 220 0.08 3.64
2010-02-17 2.2
2010-02-18 2.189
2010-02-19 2196 P 5
2010-02-200  2.22
2010-02-21 2.21 =
- « o b=
= 2 =
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Chapter 1 8

Care and Maintenance

18.1 Care and MainteNaNCe iN OVEIVIEW ......c.ciiuiiiieiiiiiiieiiieeee ettt e e sttt e s sibre e e s sbre e e s snne e e e snnreeesannreees 2
18.2 Daily MaintenanCe iNStIUCTIONS ....cciiii it e e et r e e s e e e e e e s e sab e e e e e e s e s snnrnreeeeeeseaanns 3
18.3 Weekly MaintenanCe iINSIIUCTIONS .....ccii it e e e s e e e e e s e s e e e e e e e e enanes 4
18.4 Monthly MaintenanCe iINSITUCTIONS .......cocuviiiiiii e e e e e e e e e e s e reree e e e e enanes 6
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18.1 Care and Maintenance in overview

> B B

In order to ensure reliable and constant reproducibility, the

regular maintenance must be carried out on the MAGLUMI®
Analyzer.

The MAGLUMI® Maintenance instructions are listed in this chapter
and are divided into four parts:

1. Daily maintenance

2. Weekly maintenance
3. Monthly Maintenance
4. Assay Specific

“Monthly” maintenance already includes “Weekly” and “Daily”
maintenances, which are thereby automatically carried out when
accomplishing the monthly maintenance. The same rule applies for
“Weekly” to “Daily” maintenance.

All instructions should be read through before the analyzer is started.

The complexity of the MAGLUMI® Diagnostic System guarantees
reliable results but assumes a high knowledge and technical
understanding to perform certain service and maintenance
actions which are reserved to well trained persons authorized by
SNIBE Co., Ltd.

For maintaining safety of the MAGLUMI® Diagnostic System, the
user is only allowed to accomplish maintenance and service
actions as described in this Operating Instruction.

It is necessary to distinguish between daily, weekly and monthly
maintenance, which is completed with function testing of the

analyzer and then logged in the MAGLUMI® maintenance
schedule.

You will find a detailed description of the maintenance work at
the end of these operating instructions.

Proper protection must be worn at all times while performing
maintenance due to chemical/biological hazards.

The used reaction modules and the waste liquids may contain
potentially infectious material; therefore, these liguids and the
installed MAGLUMI® Waste Bags are to be disposed
according to the domestic requirements.

Contaminations of the MAGLUMI® Diagnostic System can
jeopardize diagnostic results. This Operating Instruction
contains detailed cleaning instructions and a definition of the
cleaning regiment, which is to be followed conscientiously.

Page 18-2
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/A

For maintaining safety, the MAGLUMI® Diagnostic System may
only be run with consumables (cuvettes, wash buffer, system
liquid, containers and waste bags) approved by SNIBE Co.,
Ltd.

18.2 Daily Maintenance instructions

The daily maintenance is to be performed as titled, daily. It is
recommended to perform the daily maintenance either before or
after daily usage.

Also required daily (recommended at the end of the working day)
is the saving of the database.

Required equipment:

200 ml commercial hypochloride or bleach
MAGLUMI® Wash/System Liquid concentrate

Required time:
It should take a maximum estimated time of 45 minutes for the
completion of the daily maintenance.

Preparation:

Wash/System Liquid must be prepared a minimum of 6 hours prior
to usage. See chapter 13 for preparation instructions.

Failure to prepare Wash/System Liquid a minimum of 6 hours
prior to usage can result in degassing of the system and
therefore jeopardize test results.

Procedure:

1. Clean the instrument covers if necessary using a lint-free cloth
and normal water.

2. Visually check the condition of the pipettor needles (if any

black coating is missing on the needle tip, contact the local

service center immediately).

Check the position of the needles in accordance with chapter 6.1.5.

Empty the waste tank and preferably add 200 ml of commercial

hypochloride or bleach.

Replace the reaction module waste bag if necessary.

Check system liquids

Check Starter levels and replace them if not sufficient for a

daily work routine (see chapter 13.2.2.2).

8. Check Wash/System Liquid level and if necessary add a
solution prepared at least 6 hours prior to use (see chapter
13.2.2.1).

9. Start system test in accordance with chapter 9.

P w

No g
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18.3 Weekly Maintenance instructions

The weekly maintenance is to be performed on a weekly basis.
Due to the time involved, it is recommended to perform the weekly
maintenance at the end of each working week.

Also required daily (recommended at the end of the working day)
is the saving of the database (see chapter 4.3.5 for details).

Required equipment:

200 ml commercial hypochloride or bleach
MAGLUMI® Wash/System Liquid concentrate

MAGLUMI® Starter Reagent

Fresh water, defined according to NCCLS guidelines for
laboratory water (Type IlI),

0.5% diluted Hypochloride solution

Lint free cloth

Required time:
It should take a maximum estimated time of 90 minutes for the
completion of the weekly maintenance.

Preparation:

Dilute 0.5% active hypochloride to 99.5% of fresh water, defined
according to NCCLS guidelines for laboratory water (Type lll).

Wash/System Liquid must be prepared a minimum of 6 hours
prior to usage. See chapter 13 for preparation instructions.

prior to usage can result in degassing of the system and

Failure to prepare Wash/System Liquid a minimum of 6 hours
A therefore jeopardize test results

Procedure:

1. Switch off the system
a. Exit the MAGLUMI® software
b. Close all programs on the PC
c. Turn off the PC & Monitor
d. Turn off the analyzer

2. Cleaning the system

a. Clean external portions of instrument covers with a solution
of diluted hypochloride of 0.5%.

b. Clean the exterior parts of the two needles with a lightly
damped cloth of distilled water, taking great care not to
bend the needles.

c. Visually check the condition of the pipettor needles (if any
black coating is missing on the needle tip, contact the local
service center immediately).

d. Clean the touch screen monitor with a lightly damped cloth of
distilled water & wipe dry with a clean dry lint free cloth.
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e. Empty the waste tank and preferably add 200 ml of
commercial hypochlorite or bleach.
f. Replace the reaction module waste bag if necessary

3. Check system liquids
a. Check Starter levels and replace them if not sufficient. (see
chapter 13.2.2.2).
b. Check Wash/System Liquid level and if necessary add a
solution prepared at least 6 hours prior to use (see chapter
13.2.2.1).

4. Switch on the system
a. Switch on the PC system in accordance with chapter 4.2.
b. Start the MAGLUMI® software & system in accordance with
chapter 4.
c. Check the position of the needles in accordance with chapter
6.1.5.

5. Pre-prime the system using the tables listed below and according
to chapter 9, if system liquids were replaced.

Fig 18.3-1: Pre-priming table for replacing system Liquid
Section Type Values
Cycles Pipettor 10

Washer 10
Chamber Set A 0
Reaction modules BGW 0
LC-le 0
LC-ri 0

Fig 18.3-2: Pre-priming table for replacing starter reagent

Section Type Values

Cycles Pipettor 0
Washer 0
Chamber Set A 10

Reaction modules BGW 0
LC-le 0

6. Start system test in accordance with chapter 9.

If both liquid supplies were replaced, the values in the tables above must be combined.

Operating I nstructions
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18.4 Monthly Maintenance instructions

The monthly maintenance is to be performed on a monthly basis.
Due to the time involved, the monthly maintenance should be
performed at regular intervals according to the working habits of the
customer. Also required daily (recommended at the end of the
working day) is the saving of the database (see chapter 4.3.5 for
details).

Required equipment:

200 ml commercial hypochloride or bleach

MAGLUMI® Wash/System Liquid concentrate

MAGLUMI® Starter Reagent

MAGLUMI® System tubing cleaning solution

Fresh water, defined according to NCCLS guidelines

for laboratory water (Type IlI),

1 system liquid container with 0.5% diluted active
Hypochloride solution Example: a 7% solution of active
chlorine must be diluted 1:14 with distilled water (circa 70 ml/
1000 ml).

1 system liquid container with water (water quality must be
according to NCCLS guidelines for laboratory water (Type IIl)
Lint free cloth

2 empty starter reagent containers

Alcohol

Preparation:

Wash/System Liquid must be prepared a minimum of 6 hours prior to
usage. See chapter 13 for preparation instructions.

Failure to prepare Wash/System Liquid a minimum of 6 hours
& prior to usage can result in degassing of the system and

therefore jeopardize test results

Procedure:

1. Switch off the system
a. Exit the MAGLUMI® software
b. Close all programs on the PC
c. Turn off the PC & Monitor
d. Turn off the analyzer

2. Cleaning the system

a. Clean external portions of instrument covers with a
solution of diluted hypochloride of 0.5%.

b. Clean the exterior parts of the two needles with a cloth
damped with alcohol, taking great care not to bend
the needles.

c. Visually check the condition of the pipettor needles (if
any black coating is missing on the needle tip, contact
the local service center immediately).

d. Clean the touch screen monitor with a lightly damped
cloth of distilled water & wipe dry with a clean dry lint
free cloth.

e. Empty the waste tank and preferably add 200 mL of
commercial hypochlorite or bleach.

Page 18-6 Operating I nstructions



Chapter 18

Care and maintenance

f. Replace the reaction module waste bag if necessary.

3. Switch on the system

a. Switch on the PC system in accordance with chapter 4.2.

b. Start the MAGLUMI® software & system in accordance
with chapter 4.

c. Check the position of the needles in accordance with
chapter 6.1.5.

4. Decontamination and fluidic cleaning

a. Rinse and fill two empty starter reagent containers with
distilled H,O, preferably at 35° - 40°C.

b. Replace the starters with the two bottles of distilled H,O.

c. Replace the Wash/System Liquid tank with a
hypochloride solution as listed under required
equipment.

d. Execute “System Test” selecting the values at least
equal to the following (see 18.4-1):

Fig. 18.4-1: Decontamination Priming Table
Section Type Values
Cycles Pipettor 10

Washer 10
Chamber Set A 10
Reaction modules BGW 0
LC-le 0

e. Replace the hypochlorite solution system liquid tank
with another system liquid tank containing distilled H,O.

4. Perform the System tubing cleaning procedure

a. Prepare the kit integral with Maglumi System tubing
cleaning solution

b. Insert the cleaning kit to the analyzer and run the <Wash
Pipe > function in the User software.( refer to Chapter
6.6)

Operating I nstructions
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19.1 System warnings and messages in overview

The software manages all system and error messages in a list,
which is stored in the system database.
With this list the service technician and the interested user are given
the possibility, to obtain a general survey of all system messages

during a certain period. This narrows the possibilities of conclusions
of Error occurrences and their removal.

The actual system and error messages are shown in the lower left
hand corner of the main menu. A [Message Box] can be obtained
by a click in this dialog box.

Fig. 19.1-1: Access to Dialog box [Message Box]

MAGLUMI Snib
600 LMne
Fig. 19.1-2: Dialog box [Message Box]
Nezzage Box
Sort Criterion
WL oK DateTime \f‘,} Sort Mo 1231
| Date/Time Code Description ; o
Help | 04-26 20:00:47 0OF010001  Cnline COM Port can not open!
| 04-26 20:00:28 0F010001 Online COM Port can not open! [—
04-26 19:59:53 QF010001  Onling COM Port can not open! o
E | 04-26 19:59:32 0F010001 Online COM Port can not open!
| 04-26 19:58:58 0OF010001  Cnline COM Port can not open! fr—
| 04-26 13;37:04 0OF010001 Cnline COM Port can not open! o
- | 04-10 15:34:13 0OF010001  Cnline COM Port can not open! L
Print | 04-1011:42;54 0F010001 Online COM Port can not open!
| 04-09 09:55:50 0OF010001 Online COM Port can not open! °
| 04-08 11:25:21 0OF010001  Cnline COM Port can not open! —_—
| 04-08 09:28:33 QF010001 Cnline COM Port can not open!
| 04-07 08:36:22 O0F010001  Online COM Part can not open! o
| 04-06 15;30:51 OF010001  Cnline COM Port can not open! —
| 04-06 15:06:31 0OF010001 Online COM Port can not open!
| 04-06 14:53:09 0OF010001  Online COM Part can not open! | o

All system and error messages will be listed in this dialog box. The
messages are in a list format in which each entry contains one
message.

Page 19-2
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Pressing this icon exits this dialog and | 19.1.2 <Message Box>
& returns to the main menu. dialog, <OK> in detail
This function is not implemented.
@ Help
When pressing this button, the user 19.1.3 <Message Box>
View can view the details of the system dialog <View> in detai
message.
- This icon is used for printing system 19.1.4 <Message
Prink messages. Box > dialog <Print> in
detail
This icon is used for deleting a 19.1.5 <Message
b Delete ‘ selected system message from the Box > dialog <Delete>
databank of the MAGLUMI® software. | in detalil
This icon is an access button to enter | 19.1.6 <Message Box >
\E} Sark the desired sorting classification. dialog <Sort> in detail

can move item by item in search of a
message.

By using the arrows, the user can
o o move page by page in search of a
message.
‘ o ‘ u By using the arrows, the user

[No.: x] Amount of total system and error messages in the list.
For example: [No.: 1230] in Fig. 19.1-1 means the list contains 1230
messages in total.

Each entry contains the following information (from left to right):

04-12 10:33:16 O0F010001  Online COM Port can not open!
04-1015:38:13 O0F010001  Online COM Port can not open!

[Date/Time] Date and time of the occurring message.
[Code] Error code
[Description] Description of the message.

19.1.1 <Message Box > dialog, <OK> in detail

Pressing the icon |.... ... frOM the <Message Box > dialog
exits the dialog and returns to the main menu dialog. This icon
serves only as an exit button.
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19.1.2 <Message Box > dialog, <View> in detalil

E Yigw
The icon allows the user to view the details of the

selected message in the <Message Box >. The “Detailed Log View”
dialog will open when this icon is pressed. (See Fig. 19.3.1-1:
Detailed Log View)

Fig. 19.1.2-1: Detailed Log View

Detailed Log Yiew

Diate: 2010-04-14
Qg oK Code: OF010001
Time: 08:45:38
Description

nline oM Port can nok open!

‘ @ Help ‘

This dialog box is closed by clicking <OK> and returns automatically
to the dialog box [Message Box].
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19.1.3 <Message Box > dialog, <Print> in detail

The “Printout Selection Dialog” is accessed by pressing the icon

‘ Prink ‘

. In the “Printout Selection Dialog”, the user has
the choice of which system and / or error messages can be selected
and printed.

Fig. 19.1.3-1: Printout Selection Dialog

Printout 5election Dialog

Ql'g (]9

@ Cancel

@ =

Sork Criberion Segmenk

(%) Tagged

O al

{:!' Fram ., Ta
Frarm:

To:

This dialog box is user restricted and is open only to the “Segment”
section.
The user may select one of three options here:

Tagged
All
From...To

Tagged

System and error messages are marked by “tagging“and can be
printed as such. The “tagging” is accomplished by selecting an item
in the dialog box [Message Box] per mouse click, and then pressing
the key “F7”. The “tagging“can also be erased by pressing the “F7”
again.

Messages that are “tagged” are identified with the symbols “ *”
found at the end of the selected entry.

All
When the selection “All” is selected, the complete message list will
be printed.

From...To

When the selection “From...To" is selected the user must then
enter the error codes from the wanted beginning to the last error
code wanted.

The selection “From...To” is only functional when the sort criteria are
set by “Error Code” & “Ascending”. See section 19.1.6.

Operating I nstructions

Page 19-5



Chapter 19

System Warnings and Messages

Pressing the “OK” icon confirms the selection and starts the printing.
Pressing the “Cancel” icon exits the dialog without printing.

19.1.4 <Message Box > dialog, <Delete> in detail

The “Selection Dialog” is accessed by pressing the

icon.

One can define in the section “Segment” which messages should
be deleted. This area corresponds to that of the dialog box [Printout
Selection Dialog].

Fig. 19.1.4-1: Selection Dialog

Printout Selection Dialog

@ Cancel

@ Help

Sork Criterion Seqgment

(%) Tagged

Cal

{JFrom .. To
Frann:

To

This dialog box is user restricted and is open only to the “Segment”
section.
The user may select one of three options here:

Tagged
All
From...To

Tagged

System and error messages are marked by “tagging“ and can be
deleted as such. The “tagging"“ is accomplished by selecting an
item

in the dialog box [Message Box] per mouse click, and then
pressing the key “F7”. The “tagging” can also be erased by pressing
the “F7” again.

Messages that are “tagged“are identified with the symbols “» / «*
found at the beginning and the end of the selected entry

All
When the selection “All” is selected, the complete message list will
be deleted.

From...To

Page 19-6
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When the selection “From...To” is selected the user must then enter
the error codes from the wanted beginning to the last error
code wanted.

The selection “From...To" is only functional when the sort criteria
are set by “Error Code” & “Ascending”. See section 19.1.6.

Pressing the “OK” icon confirms the selection and executes deletion.
Pressing the “Cancel” icon exits the dialog without deleting any items.

Operating I nstructions
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19.1.5 <Message Box > dialog, <Sort> in detail

The i

] * Sort

con

allows the user to arrange the order of the

complete messages in the <Message Box>. The “Sort Criterion” dialog
will open when this icon is pressed. (See Fig. 19.1.6-1: Sort Criterion)

Sort Criter

Fig. 19.1.5-1: Sort Criterion

100

—

ng K

@ Zancel

Sort Criterion

(%) Date/Time

() Error Code

Crder
) Ascending
@
(%) Descending
<OK> Exits the dialog and accepts the changes
made
<Cancel> Exits the dialog without accepting any
changes

Date/Time  Date and time of the occurring message.

Error Code Sorts the message box according to
message error code

Qrder;

Ascending arranges the chosen “Sort Criterion” by
placing the earliest message box entries
numerically from top to bottom (date or
error code)

Descending arranges the chosen “Sort Criterion” by

placing the earliest message box entries
numerically from bottom to top (date or
error code)
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19.2 Emergency stop of the analyzer

An emergency stop of the analyzer may be accomplished in two
ways:

Automatic The system stops arun due to a mechanjcal error,
o After the occurrence of a mechanical error, the
analyzer is automatically stopped in its momentary
activity and indicates an error message on the
screen. This informs the user which error and at
which component in the analyzer this error has
occurred to produce an emergency stop.

o The user has noticed a mistake, or improper
handling, or a life-threatening situation has or is
about to occur and has pressed the [STOP] button
located in the bottom task bar of the software.

S|E - _ e

MAE&IE'IMI Snibe

Both situations are handled in the same manner except when
stopping the analyzer manually, an error message will not appear,
the software will show the [Machine is Halted] dialog.

After confirming an error message with <OK> (automatic stop only)
another dialog box opens [Machine is halted!].

_ Abb. 19.2-1: Dialog box [Machine is halted!]
Machine is Halted

[T Incubator ["|Back Transport
[]washer Loader ["]chamber Transport
[] washer Transport [T ] chamber Lift

[ Washer Lift [¥]Pipettor

[] Pusher [T wash Soak

[] sample Loader

SampleArm can not be initialized on verticall (2013-01-08 17:56:08)

Low Level Command:

oy Ly )
3913 Break ‘ ‘.3&;1 Continue ‘

‘ -ﬁ 1 send ‘
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[Sample Loader]

[Incubator]

[Washer Loader]

[Washer Transport]

[Washer Lift]

[Pusher]

[Back Transport]

[Chamber Transport]

[Chamber Lift]

[Pipettor]

[Low Level Command]

[Send]

[Break]

[Continue]

initializes the pronged pusher to transport
the reaction modules from incubator to the
Washer

initializes the incubator

initializes the rod to transport the reaction
module from the incubator into the washer
channel.

initializes the toothed rod for transporting
the reaction modules through the washer
channel.

initializes the washer sub-component with
injection and suction needles for washing
the reaction modules with system liquid.

initializes the component used to transport
the reaction modules in the back transport
channel (Two-step-Assay) or into the
measure chamber.

initializes the pronged pusher used to
transport the reaction modules in the right
Pipetting position and incubator (Two step-
Assay).

initializes the gears for transporting the
reaction modules into the measure
chamber.

initializes the measuring chamber sub-
component with injection and suction
needles for the starter reagent in the
measure chamber.

initializes the pipettor system

field for entering predefined commands for
controlling the individual components. Only
to be used by service technicians.

icon used for initializing one of the chosen
components listed above. The chosen
component is displayed with a check ()
(Multiple choices are possible but only one
component will be initialized at a time).

when this icon is pressed, all functions of
the analyzer will be interrupted. An
initialization and clearing of the system will
start.

icon for continuing analyzer operations
after an error message has appeared.
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Before pressing <Continue>, it is important that the pipettor is
N OT E always initialized. Mark the pipettor and press [Send], afterwards
press [Continue].

How fo:
1. Anerror has occurred on the analyzer and a message is shown.

2. Refer to the troubleshooting table for the error code and its
solution.

3.  Press “OK” to confirm the acknowledgement of the error.
4. Follow the suggestions listed in the troubleshooting table.
5. Check the assembly to initialize.

6. Press“Send”

7. Repeat steps 5 & 6 if necessary.

8. Check the “Pipettor” assembly.

9. Press“Send”

10. Press “Continue”

Active tests that were currently in progress on the analyzer at
the time of a [Break] will be discarded and reset in the daily
lab-journal in the status [placed].!

If the red [STOP] button is pressed in the main menu, the
dialog box [EMERGENCY STOP] is opened. Which (after
confirming the safety request with <Yes>) leads to an
operation halt on the analyzer and automatically the dialog box
[Machine is halted] will be opened.

Before pressing <Continue>, it is important that the pipettor is
initialized. Mark the pipettor and press [Send], afterwards
CAUTION press [Continue].

Operating I nstructions Page 19-11
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19.3 Messages, problems, and corrective action on the MAGLUMI® Analyzer

The following items are listed to help the user apply simple
troubleshooting procedures on the MAGLUMI® system.

19.3.1 Common problems, and corrective action on the MAGLUMI® Analyzer

Situation 1. The analyzer has been switched on and the
message appears.

Resolution 1: Press the “Enter” key on the keyboard or select
the “OK” icon. This is a normal message when
first starting the analyzer.

Situation 2: The analyzer is in initialization/operation and the
message appears but no power shortage has
occurred.

Resolution 2: Press the “Enter” key on the keyboard or select
the “OK” icon.

If tests are currently being run, the analyzer
will continue without any interruption.

If an initialization was in progress, the
analyzer will restart the initialization.

Situation 3: The analyzer is in initialization/operation and the
message appears continuously but no power
shortage has occurred.

Resolution 3: Contact Service support immediately. A
connection problem between PC and analyzer
exists.

Situation 1. The analyzer priming has been started and a
“Chamber Flooding” or “Washer Flooding”
message appears.

Resolution 1: Press the “Enter” key on the keyboard or select
the “OK” icon to confirm that the message has
been seen and wait until the end of the priming
to resolve the problem. The element that
produced the flooding will not continue to prime
but the problem must be resolved before
normal operations can continue.

.o H H H H H ”

Situation 1. The “system test” icon has been pressed during
a run and the above message appears.

Resolution 1: Press the “Enter” key on the keyboard or select
the “OK” icon to confirm that the message has
been seen and wait until the end of the run. To
start a priming or system test.
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The “system test” icon has been pressed while
the analyzer is inactive and the above message
appears. Sometimes the analyzer switches from
inactive to active for no apparent reason. This
does not however affect the functionality of the
analyzer.

Press the “Enter” key on the keyboard or select
the “OK” icon to confirm that the message has

Process

been seen. Press the icon
“Process” and then press the “Init”

icon. Wait until the end of the

initialization and afterwards priming can be
started.

19.3.2 “System Test” <BGW> Troubleshooting on the MAGLUMI® Analyzer

The system test troubleshooting is to help the user determine
the possible problems and resolutions for analyzers whose
results fall outside of the given specifications.

The purpose of the BGW is to test the functionality of the
washer and the low limit of the measurement chamber.

When troubleshooting the BGW, the washer must always be
checked first. Normally when the measurement chamber has
a problem, the error will be observed in both the BGW & LC's.
If the background results should fall outside of the

specifications of:

200-1200 RLU’s and <10% CV’s (mean)
Referring to the table below; it is important to troubleshoot the
steps in the numerical order listed.

Problem area

Possible problems

Reasons

Solutions

General

1.First value of a run always
low (200-1200 RLU's)

No chamber priming
accomplished  after
analyzer power on or
initialization

Starter pump leakage

Always prime the system liquid{
after turning on analyzer power.
If the system has not been
turned off but the problem still
exist contact local technical
support for starter pump
problems.

Problem area

Possible problems

Reasons

Solutions

Washer

1.Blocked needles

Clogged washer needles due
to heavy usage of the
analyzer

Cleaning the needles manually
and afterwards restart the system
test.

2.Fresh or old Wash/System
liquid

Bad washer buffer or gases in
the washer buffer

Refer to the IFU for “MAGLUMI®
Wash/System liquid” for proper
handling procedures and lifecycle
of svstem liauids

3.Aspiration tubes worn

Poor suction speed of the
washer needles

If points 1 & 2 are ok, contact local
technical support.

4. Washer lift out of
adjustment

Washer lift may not be
adjusted properly

If points 1 & 2 are ok, contact local
technical support.

Operating I nstructions
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Problem area

Possible problems

Reasons

Solutions

Meas. chamber

1.Starter 1 & starter 2
reagents are in the wrong
positions. (Low RLU values
[200-1200])

IFU procedures not followed
correctly

Exchange starter reagent bottles 1
& 2 and prime the chamber set A
according to chapter 18 “fig. 18.4-1
Decontamination Priming Table”

2.Defective or dirty starter
reagent pumps

Broken part or insufficient
maintenance

Clear the pumps according to
technical suggestions

3.Foreign light entering
the measurement
chamber (causing High

CV’s)

Measurement chamber cover
broken or not installed

properly

Contact local technical support

4.Defective PMT/Blue
LED

Possible system flooding

Contact local technical support

19.3.3 “System Test” <LC> Troubleshooting on the MAGLUMI® Analyzer

The system test troubleshooting is to help the user
determine the possible problems and resolutions for
analyzers whose results fall outside of the given
specifications.

The purpose of the LC-le is to test the precision of the left
pipetting needle and the functionality of the measurement
chamber in a normal working range.

When troubleshooting the LC, the Wash/System liquid
must always be checked first. Normally when the
measurement chamber has a problem, the error will be
observed in both the BGW & LC.
If the light check results should fall outside of the
specifications of:

400000-650000 RLU'’s and < 3% CV’s (mean)
Referring to the table below; it is important to troubleshoot
the steps in the numerical order listed.

Problem area

Possible problems

Reasons

Solutions

Pipetting system

1. Blocked or dirty
pipettor needles

Clogged pipettor needles due
to heavy wusage of the
analyzer.

Cleaning the needles manually
and afterwards restart the system
test.

2. Fresh Wash/System
liquid

Gases in the system liquid
causing air bubbles in the
tubing therefore creating
imprecise pipetting

Refer to the IFU for “MAGLUMI®
Wash/System liquid” for proper
handling procedures and lifecycle
of system liquids.

3. Defective 2-way
valves

Poor performance of a
possible old valve

If points 1 & 2 are ok, contact
technical support.

4. Defective diluter
syringes

Poor performance of a
possible old or worn syringe
(i.e. scratched inner space,
crystallization build-up)

If points 1 & 2 are ok, contact
technical support.
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Problem area | Possible problems Reasons Solutions
Exchange starter reagent
bottles 1
1. Starter 1 & starter 2 & 2 (see IFU) and
reagents are in the wrong | FU procedures not | prime the chamber set
positions. (Low RLU values | followed correctly A according to chapter
[200-1200]) 18 *fig. 18.4-1 .
Decontamination Priming
Table”

Meas. chamber

2.Defective or
reagent pumps

dirty starter

Broken part or insufficient
maintenance

Clear the pumps according
to technical suggestions

3.Improper injection of the
starter reagent (causing High
CV's)

Crystallization build-up of
reagent in the measure
chamber

Clear the measure chamber
according to technical
suggestions.

4.Foreign
measurement
(causing High CV'’s)

light entering the
chamber

Measurement chamber
cover broken or not
installed properly

Contact local technical support

5.Defective PMT/Blue
LED

Possible system flooding

Contact local technical support

Operating I nstructions
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19.3.4 Sample result Troubleshooting on the MAGLUMI® Analyzer

Problem area

Possible problems

Reasons

Solutions

High CV values

1. Serum or reagents
contain froth or
particulates

Incorrect handling

Visual inspection & eliminate froth

or wait until froth has subsided

2. Wrong type of Patient
sample tube has been
inserted into the rack
and therefore the
needle touches the
vial wall

Incorrect handling

Place correct sample tubes into the

rack. (See Chapter 3.2.1)

3. Leaks in pipettor
tubing system

Visual inspection of pipettor
tubes during operation, check
system liquid container for
availability of fluids, check
pipettor needles during
washing to ensure that no
froth is present and no
droplets are on the needles
after washing

Check valves and fittings for
evidence of leakage.

Change system liquid if empty.
Check needle positions to
ensure proper washing.

Prime the system.

5.Particles/Air in system
liquids

Foam or gassing in system
tubing due to insufficient liquid
or fresh liquid.

. When system liquid has not set

Check reaction modules for
bubbles after wash aspiration
Check syringes during
operation for air bubbles

at least 6 hours prior to usage
this can result in gassing in the
pipettor system as well as the
wash system of the analyzer.

4.Defective diluter
syringe

Call for help

5.Damaged pipette
needle tip

Droplets on pipette tips, visual
inspection

Call local technical support to
replace pipetting needle

Problem area

Possible problems

Reasons

Solutions

High carry over

1. Damaged or dirty
pipette needle tips

High CV in light check,
droplets on pipette needle
tips

After a positive visual inspection,

call local technical support to
replace pipetting needles

2. Insufficient pipettor
washing

Check pipettor coordinates at
the wash station.

Retrain needle positions to
ensure proper washing (see
chapter 6 section 6.1.5)

3.Insufficient aspiration
of wash needles

Poor suction speed of the
washer needles

Visual inspection of wash
needles during operation (if
possible) that all liquid is
aspirated before the reaction
module moves to the next
position,

Check system liquid container
for availability of fluids

Perform User maintenancsg
(Daily, Weekly, or Monthly
which ever may pertain)

Notify local technical support
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Problem

Possible causes

Symptoms Solutions

No rinsing

Rinsing pump failed

Call local technical support for

No rinsing. No pump sounds :
assistance

High CV, low values

Bad liquid level detection
Serum or reagents contair
froth or particulates

Eliminate froth or wait until
froth has subsided

If no froth is present call local
technical support for
assistance

Visual inspection

Low RLU values on
first result of arun

First value of a run always
low (300-600 RLU'Ss)

Check for low starter or air in
the starter lines and contact
local technical support for
starter pump problems

Starter pump system
leakage

Washer flooding

Washer aspiration pump
problems

Clogged needles

Back transport missed a
step when transporting
cuvettes

Aspiration tubes worn.

Call local technical support for

Visual inspection .
assistance

19.3.5 Common Error messages and solutions on the MAGLUMI® Analyzer

Error

Solution

Open loop in motor control

Mechanical block of the pipettor arms. Confirm with "OK" --> Mark the pipettor -->
"SEND" -->"CONTINUE" (See process on page 19-10)

No cuvette available

Check: Are there 3 cuvettes in the back of the stacker? If yes ==> "MARK" the stacker
and "SEND". After the stacker initialization has finished, "MARK" the cuv. loader =>
"SEND" => PIPETTOR => “SEND” => "CONTINUE".

No cuvette transported

Check: Are there 2 cuvettes in the inc. loader or has a cuvette "fallen down". The inc.
loader remains with the tip in the incubator. Solution: "MARK" the inc. loader => "SEND"
2 times => PIPETTOR => “SEND” => "CONTINUE".(See process on page 19-10)

"System-test" not possible.
Message: " Machine is
active" even though the
status is "finished"

From the main menu press the icon “Process”

Under the [Process Functions] press the icon “Init”

Answer “YES” to the next dialog

After the initialization has finished, enter the “System Test” dialog

Flooding washer during
system-test

Control of the washer tubes: Do they aspirate during the wash cycles? The left (straight)
needle aspirates the serum, (check for needle blockage!!!).

No barcode beam

From the main menu press the icon “Process”

Under the [Process Functions] press the icon "LOW LEVEL COMMAND"
Type: "2A 48" (2A space 48)

Press "SEND"

Press "OK"

Integral still in use

The integral was removed; even tough the analyzer is still using it.
Reinsert the integral, it will appear as "Error”, but the pipettor will continue to
aspirate from this integral.
After all assays are finished and results are posted in the daily journal, remove the
integral and reinsert it.
It will then appear correctly with the proper number of remaining tests.

Operating I nstructions
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19.4 Error messages and recovery action

Sample Loader

Message Message text Description Reasons Recovery action
number
A mechanical error |1. Mark “Sample Loader” in
The Sample Loader is [prevents the Sample |the [Machine is Halted!] dialog
Sample Loader| able to move forward [Loader from moving, or |box then press [Send] and
to the incubator or has [the Sample Loader has |afterwards [Continue].
0131401 |forward move not .
possible" made forward move and no_t been  properly (2. If_the pr(_)blem recurring,
cannot complete its full |adjusted, or the |technical engineer should be
movement. sensor of the Sample |called to check the mechanical
Loader doesn’t work parts and sensor
1. Mark “Sample Loader” in
A mechanical error |the [Machine is Halted!] dialog
Sample Loader|The Sample Loader is prevdent? the Sample bfcix thedn press [Send] and
010302 |backward move not(not able to move back Loader from moving, afterwards [Continue] .
possible" to its initial position. or the sensor of th’e 2. If_the pr(_)blem recurring,
Sample Loader doesn’t |technical engineer should be
work called to check the mechanical
parts and sensor
1. Mark “Sample Loader” in
A mechanical error |the [Machine is Halted!] dialog
prevents the Sample |box then press [Send] and
010303 Sample Loader not :Ste rizr\?ep(;etlc_)oziatgeirntil?aﬁ Loader from moving , afterwards [Continue]
initialized" position or the sensor of the |2. If the problem recurring,
Sample Loader doesn’t |technical engineer should be
work called to check the mechanical
parts and sensor
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Washer Loader

Message Message text Description Reasons Recovery action
number
1. Remove the main cover and
visually check for obstructions
The washer loader is |Either a mechanical |[i.e.incubator in a false position,
not able to move |error prevents the |extended washer loader rod
Washer loader NI .
031301 lforward move not forward or has moved washer loader from [(not able_to find its limit switch),
ossible forward and cannot |moving, or the washer [false adjustments. 2. Remove
P complete its full [loader has not been |[the washer loader rod and
movement properly adjusted. clean the rod holes with a small
piece of wire, or compressed
air.
1. Remove the main cover and
visually check for obstructions
The washer loader is [Either a mechanical [i.e.incubator in a false position,
not able to move |error prevents the |extended washer loader rod
Washer Ioaderb kward or h d h load f bl find its limi itch
031302 |backward move not|22ckward or has moved |washer loader from (not a e to find its limit switc ),
ossible backward and cannot |moving or the washer |false adjustments. 2. Remove
P complete its full [loader cannot find its [the washer loader rod and
movement init/limit hole. clean the rod holes with a small
piece of wire, or compressed
air.
This subassembly was 1. Manually move the rod to
. ensure that the washer loader
most  likely  moved )
The washer loader has can be easily moved.
Washer loader not L manually an must be w
031303 |. ..~ not moved to its initial |. .. 2. Mark “washer loader” in the
initialized initialized before

position

starting
functions

analyzer

[Machine is Halted!] dialog
box then press [Send] and
afterwards [Continue].

Operating I nstructions
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Incubator
Message Message text Description Reasons Recovery action
number
1. Clean the guide tracks with
The incubator has not alcohol and a clean cloth.
. made the required Afterwards lubricate the guide
031102 Incubator regulation movements (i:ln the Incubator forward tracks with a very light coat of
front ; . movements are too slow :
predetermined time. Vaseline.
(System cycles) 2. Adjust the belt and
positions
1. Clean the guide tracks with
The incubator has not alcohol and a clean cloth.
. made the required Afterwards lubricate the guide
031103 Incubator regulation movements ?n the Incubator backward tracks with a very light coat of
back ; . movements are too slow .
predetermined time. Vaseline.
(System cycles) 2. Adjust the belt and
positions
The incubator is not The incubator has been Remove the main cover and
able to move forward |moved manually and does |visually check for
031104 Incubator front move |or has made a forward |[not recognize its current  |obstructions i.e. extended
not possible move but cannot position or has some type |washer loader rod, fallen
complete its full of obstruction prohibiting it |reaction modules, false
movement. from moving forward. adjustments.
The incubator is not Remove the main cover
able to move back or The incubator has been| and Vvisually check for
031105 Incubator back move |has made a backward | moved manually and does| obstructions i.e. extended
not possible move and cannot not recognize its current| washer loader rod, fallen
complete its required position. reaction modules, false
movement. adjustments.
The incubator has not |This subassembly was Mark “incubator" in the
moved to its initial most likely moved [Machine is Halted!] dialog
031101 |Incubator not initialized |position manually and must be box then press [Send] and
initialized before starting  |afterwards [Continue].
analyzer functions
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Washer transport

Message Message text Description Reasons Recovery action
number
This error can be due to a |* Check the washer channel
faulty / incorrectly adjusted |for;
reaction module detection |1. Reaction modules that
sensor located near the have collided with each other,
entrance to the measure |2. Proper positioning of the
chamber (this is only transport rod and the
The washer transport is [possible during reaction [pressure bearings
not able to move module clearing). In this |3. Pusher obstructing the
Washer transport .
forward or has moved [case two reaction modules [washer channel
030102 |forward move not ) . . .
. forward and cannot collide with another. Itis  [4. Improper washer lift
possible . : . L
complete its full also possible that there is  [positioning
movement another type of blockage in|5. Loose reflex sensor for the
the washer channel i.e. the |transport rod
width of the washer 6. Stepper card jumpers are
channel is not properly correctly set
adjusted or the washer * Correct all deficiencies and
transport rod itself is not  |refer to relative chapter
properly adjusted. sections
The washer transport i This error is most likely See recovery action for
not(aabfzastc?mo?/espo S |due to a faulty drive motor | error “030102” NOTE:
Washer transport or a faulty reaction module | When the adjustment of the
backward or has moved ; ; . h
030103 |backward move not that is eventually wider transport rod is too tight, the
; backward and cannot - '
possible complete its full the_m the space of the rod will not be able to
movement. adjusted washer channel. | transport two cuvettes at the
same time.
The initial position (sensor)
may be improperly Mark "washer transport”in
Washer transport not The washer transport adjusted. This element the [Machine is Halted!]
030101 | ..~ has not moved to its s .
initialized initial position must be initialized before | dialog box then press [Send]
P ' continuing with the and afterwards [Continue].
progress of the analyzer.
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Washer lift
Message Message text Description Reasons Recovery action
number
Remove the washer lift and
check to ensure that the
The washer lift has not |The washer lift up- spring retainer is lubricated
: : made the required movements are too slow. |and free of dirt particles.
030202 \lj\/asher lit regulation movements in the Probably due to the spring |* Check the hall sensor to
P predetermined time. retainer. (The left side of |ensure that it is close enough
(System cycles) the washer lift) to the washer lift. (This
ensures a proper triggering of
the magnet to the hall sensor)
The washer lift has not |The washer lift down-
Washer lift requlation made the required movements are too slow.
030203 down 9 movements in the Probably due to the spring See Error 030202
predetermined time. retainer. (The left side of
(System cycles) the washer lift)
The washer lift is not Check for;
able to move downward |There is either a 1. Obstructions in the washer
Washer lift down move |°" has moved down and [mechanical error or an 2. Improper adjustments in
030204 not possible cannot complete its full |obstruction present or the [the service program
P movement or has over |washer cannot detectits  |3. Proper encoder chosen in
extended its downward [initial position. globals. Or Call for technical
movement. assistance
* Check for;
1. Obstructions in the washer
2. Improper adjustments in
The washer lift is not . the service program
This error usually occurs .
able to move upward or e 3. Proper encoder chosen in
. has moved up and when the _vvfa_sher “f.t IS globals
030205 Washer lift up move cannot complete its full above its initial position but 4. Defective WMP card
not possible P still tries to ascend to the ' g
movement or has over |; . - 5. the washer lift fits correctly
. init position. (The washer |
extended its upward . into the motor gears
has lost its step count)
movement. 6. a loose motor that does not
transport the lift properly. Or
Call for technical
assistance
This subassembly was Mark "washer lift" in the
Washer lift not The washer lift has not |most likely moved [Machine is Halted!] dialog
030201 initialized moved to its initial manually and must be box then press [Send] and
position. initialized before starting  |afterwards [Continue].
analyzer functions.
In this error it is necessary to
The washer lift has Most likely the washer lift  [turn the analyzer off,
Wash module moving |some tvoe of guide is not able to move |manually push the washer lift
030202 u 9 obstruc);i%n and is not freely or the motor gear is [down, and restart the
P able to move u not properly aligned with  |analyzer. If the error has not
P: the lift gear. been corrected, call for
technical assistance.
In this error it is necessary to
The washer lift has Most likely the washer lift  [turn the analyzer off,
Wash module movina |some tvoe of guide is not able to move |manually push the washer lift
030203 9 yp freely or the motor gear is [down, and restart the

down

obstruction and is not
able to move down.

not properly aligned with
the lift gear.

analyzer. If the error has not
been corrected, call for
technical assistance.
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Pusher
Message Message text Description Reasons Recovery action
number
1. Check the retainer clip on the
The pusher has not The pusher movements |[pusher belt to ensure proper
Pusher regulation made the required are too slow. There is installation. _
020202 movements in the probably some type of 2. Check the guide track for

front

predetermined time.
(System cycles)

hindrance in the
movement.

cleanliness. After cleaning,
lubricate with a light coat of
silicon spray.

020203

Pusher regulation
back

The pusher has not
made the required
movements in the
predetermined time.
(System cycles)

The pusher movements
are too slow. There is

probably some type of
hindrance in the
movement.

1. Check the retainer clip on the
pusher belt to ensure proper
installation.

2. Check the guide track for
cleanliness. After cleaning,
lubricate with a light coat of
silicon spray.

020204

Pusher move
forward not possible

The pusher is not able
to move forward or has
moved forward and
cannot complete its full
movement.

This occurs when an
obstruction is present i.e.
the chamber transport
has not been initialized or
the tension retaining clip
for the pusher belt (found
on the underside of the
pusher) is located in the
wrong position. If this is
s0, this error will be
displayed at the earliest
during initialization, or a
reaction module has
missed a step in the
washer transport.

Visually check the movements
of the reaction modules from
washer transport to pusher. In
most cases this is not a problem
from the pusher but the washer
transport. If it is noticed that the
washer transport has missed a
step by transporting reaction
modules it will be necessary to
adjust the washer transport.
Flooding in the washer channel
without the

"washer flooding" error is
usually a common outcome of thig
problem. It may also be possible
that the previously mentioned
retaining clip on the pusher must
be adjusted.

020205

Pusher move
backward not
possible

The pusher is not able
to move backward or
has moved backward
and cannot complete its
full movement.

This occurs when an
obstruction is present i.e.
the chamber transport
has not been initialized or
the tension retaining clip
for the pusher belt (found
on the underside of the
pusher) is located in the
wrong position. If this is
s0, this error will be
displayed at the earliest
during initialization, or a
reaction module has
missed a step in the
washer transport.

Visually check the movements of
the reaction modules from
washer transport to pusher. In
most cases this is not a problem
from the pusher but the washer
transport. If it is noticed that the
washer transport has missed a
step by transporting reaction
modules it will be necessary to
adjust the washer transport.
Flooding in the washer channel
without the "washer flooding"
error is usually a common
outcome of this problem. It may
also be possible that the
previously mentioned retaining
clip must be adjusted.

020201

Pusher not initialized

The pusher has not
moved to its initial
position.

This occurs when an
obstruction is present
i.e. the tension retaining
clip for the pusher belt
(found on the underside
of the pusher) is located
in the wrong position or
a reaction module may
be lodged between the
washer channel and the

Mark "pusher" in the [Machine is
Halted!] dialog box then press
[Send] and afterwards
[Continue].

pusher.
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Back transport

Message Message text Description Reasons Recovery action
number
Either a mechanical error
prevents the incubator
The back transport is |loader from moving or the [A technician is needed to
not able to move |incubator loader has not |check for the proper function
030302 Backtrans move forward or has moved been_properly adjus_te_d in |of the reflex sensor located
forward not possible  [forward and cannot |"service". Note: Thisis a |under the back transport or
complete its full [common message for for play between the motor
movement. the reflex sensor or and the geared rod.

initialization holes of the
transport rod.

Backtrans move

030303 backward not possible

The back transport is
not able to move
backward or has
moved backward and
cannot complete its full
movement.

Either a mechanical error
prevents the incubator
loader from moving or the
incubator loader has not
been properly adjusted in
"service". Note: This is a
common message for
the reflex sensor or
initialization holes of the
transport rod.

A technician is needed to
check for the proper function
of the reflex sensor located
under the back transport or
for play between the motor
and the geared rod.

Backtrans not

The back transport is

This subassembly was
most likely moved

Mark  "stacker" in the
[Machine is Halted!] dialog

030301 initialized not gble to find its initial mg.nqally and must be box then press [Send] and
position. initialized before starting .
. afterwards [Continue].
analyzer functions.
Measurement chamber Transport
Message Message text Description Reasons Recovery action
number
Carefully remove the
. . |measurement chamber cover
This is due to a mechanical .
. and visually check for
Chamber transport The chamber transport F"??”PC“F’” oran obstructions i.e. jammed
040102 initialization has not taken "

move not possible

is not able to rotate.

place. Or the relative sense
is defective.

reaction modules, evidence of
crystallization (this can be
seen as a white powder-like
substance).

Chamber transport

040101 not initialized

The chamber transport
has not moved to its
initial position.

This subassembly was
most likely moved
manually and must be
initialized before starting
analyzer functions.

Mark "chamber transport” in
the [Machine is Halted!]
dialog box then press [Send]
and afterwards [Continue].
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Measurement chamber

Message Message text Description Reasons Recovery action
number
Carefully remove the
The chamber lift-up measurement chamber cover
The chamber lift has not | movements are too slow. |[and visually check for
Chamber lift requlation made the required Probably due to a previous | evidence of crystallization
040202 u 9 movements in the flooding of the either on the chamber lift
P predetermined time. measurement chamber or | guide or the chamber lift
Time frame) the chamber transport rod |transport rod (this can be
is not correctly aligned. seen as a white powder-like
substance).
Carefully remove the
The chamber lift-down measurement chamber cover
The chamber lift has not | movements are too slow. |and visually check for
Chamber lift requlation made the required Probably due to a previous | evidence of crystallization
040203 g movements in the flooding of the either on the chamber lift
down ; ; : .
predetermined time. measurement chamber or | guide or the chamber lift
(Time frame) the chamber lift transport | transport rod (this can be
rod is not correctly aligned. | seen as a white powder-like
substance).
Carefully remove the
measurement chamber cover
and visually check for
The chamber lift-up evidence of crystallization
The chamber liftis not | movements are blocked. |either on the chamber lift
able to move upward or | Probably due to a previous | guide or the chamber lift
. has moved up and flooding of the transport rod (this can be
Chamber lift move up . . .
040204 . cannot complete its full [ measurement chamber seen as a white powder-like
not possible : . . )
movement or has over |which produces a clogging | substance). It is also possible
extended its upward behind the lift guide or the |that the chamber lift shots
movement. chamber transport rod is | have come out of their track,
not correctly aligned. or the reflex sensor (located
on the underside of the
measurement chamber) is
defect.
Carefully remove the
measurement chamber cover
. and visually check for
-Ir;lkg)?/grmaenr:tt; e;rl:gﬁ[)?gg}l(r; d evidence of crystallization
The chamber lift is not Possibly due 1o a revioiJs either on the chamber lift
able to move downward 1Dly P guide or the chamber lift
flooding of the :
N . or has moved down and transport rod (this can be
Chamber lift move . measurement chamber or . .
040205 S cannot complete its full seen as a white powder-like
down not possible the chamber transport rod . )
movement or has over |. ; substance). It is also possible
. is not correctly aligned or a ;
extended its downward . e that the chamber lift shots
movement reaction module is jammed have come out of their track
) in the measure chamber ’
canal or the reflex sensor (located
' on the underside of the
measurement chamber) is
defect.
. This s_ubassembly was Mark "chamber Lift" in the
. The chamber lift has not | most likely moved o .
Chamber lift not e [Machine is Halted!] dialog
040201 |-~ moved to its initial manually and must be
initialized L L - box then press [Send] and
position. initialized before starting -
: afterwards [Continue].
analyzer functions.
At the expected time of
measuring there was no
cuvette detected in the . .
. It is necessary to adjust the
measurement chamber | This is a problem of the S .
. P minimum cuvette value. This
040206 |No cuvette in chamber |or a cuvette has passed | minimum cuvette value .
- " can only be accomplished by
through the found in "globals". .
a technician.
measurement chamber
without being
recognized.
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Cuvette not moved out

A cuvette has entered
the measurement
chamber and because
of some type of
obstruction, it cannot

This error is possibly due
to a previous flooding of
the measurement

Mark "chamber transport” in
the [Machine is Halted!]
dialog box then press [Send]

040207 exit the measurement - . |repeat this so long until the
from chamber chamber. Note: This champer,_ which results in cuvette completely exits the
o the misalignment of the
message is in measurement chamber, then
. . . chamber transport rods. .
conjunction with press [Continue].
"chamber transport
move not possible".
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Bumps
Message Message text Description Reasons Recovery action
number
This usually indicates one
of the following:
1. One or more washer
needles are
clogged. Check the washer for liquid
2.The Alitea tubes (found |drops between the injection
Wash Soak not soak fFuid has been detected |°" the peristaltic pump) [and aspiration- needles.
normally. Please between the suction and have been worn down |Remove any liquid that may
030701 |shut down power prime needles on at and need to be replaced. be present. Press [Continue],
and observe least one of the three | 3-_.The  washer suction |it may be necessary to repeat
: position is adjusted too [this procedure several times.
problem carefully ~ |Pairs of wash needles. | jo, and cannot If this message persists,
aspirate the fluid in the [please contact technical
appropriate time frame. assistance.
4. A washer tube may
have been bent during
installation and has
retained this position
Carefully remove the
measurement chamber cover
and visually check for
flooding or evidence of
crystallization on the
chamber-flooding sensor
(this can be seen as a white
This error indicates either a hard-like substance).
Fluid has been detected |clogged aspiration tube in cglﬁgciir;;cgff?r:epgé%?rene
between the suction the measurement chamber A
040501 Soak chamber not needle and the fluid or the aspiration tube has tube to the aspiration needle
soak normally sensing rod in the not been connected as well as possible leaks in
measurement chamber |correctly or waste pump the tUbe.' It. may also pe that
defection. the aspiration needle is _
clogged. If this problem is
found, the needle must be
removed and cleaned (1%
hypo chloride solution is
recommended for cleaning).
After cleaning, dry the
inside of the tube with
compressed air
Disconnect one cable on 1st
1. One washer needles are washer needles. Return to
Washlnj_1 not inject | clogged. system test and mark only
normally. Please Fluid has been de'tected 2. A washer tube may have the w_asher (BGW, LC-Le, &
030401 |shut down power be_tween the suction and been bent during LC-Ri should _be set to 0).
dles on 1st . . Check to see if all washer
and observe prime nee installation and has L
wash needles. : . o needles are aspirating
problem carefully retained this position correctly. If this is not the
3. Wash pump is defective. . .
case, notify technical
assistance.
Disconnect one cable on 2nd
1. One washer needles are washer needles. Return to
Washlnj_2 not inject | clogged. system test and mark only
normally. Please l;lwd has bheen de.tectedd 2. A washer tube may have the w_asEerlijt()SW, LC-Le, &
030501 [shut down power etween the suction an been bent during LC-Ri should be set to 0).

and observe
problem carefully

prime needles on 2nd
wash needles.

installation and has
retained this position
3. Wash pump is defective

Check to see if all washer
needles are aspirating
correctly. If this is not the
case, notify technical
assistance.
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Disconnect one cable on 3rd
1. One washer needles are washer needles. Return to
Washinj_3 not injectf|yid has been detected |clogged. fg:tvevr;sthe;t ggngxailéfﬂy &
normally. Please|between the suction and|2. A washer tube may have LG-Ri should be set to 0)’
030601 |shut down power|prime needles on at been bent during Check to see if all washer
and observe|least one of the three installation and has needles are aspirating
problem carefully pairs of wash needles. |retained this position correctly. If this is not the
3. Wash pump is defective case, notify technical
assistance.
Start_1 not inject
normally, please . . .
040301 |shut down power Starter reagent 1 is not Starter reagent 1 pump is Call for technical
inject normally. defective. assistance
and observe
problem carefully
040401 |Start_2 not inject Starter reagent 2 is not
normally, please inject normally. . .
shut dozvnp ower Starter reagent 2 pump is Call for technical
P defective. assistance
and observe
problem carefully
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Pipettor
Message Message text Description Reasons Recovery action
number
The horizontal outer ga?ggc:ud:ztsfcct)r the Call for technical
020101 |[track of Sample Arm inFi)tiaI ogition in the assistance
can not be initialized alp
horizontal outer track
The outer of gﬂf:rdt(ra;:lz 2ce)trIezrcr)nnitnaLl Call for technical
020102 |SampleArm can not that the position did not assistance
be moved clockwise P .
change when moving
The outer of encoder of horizontal
020103 SampleArm can not outer track determine Call for technical
be moved counter- that the position did not assistance
clockwise change when moving
The horizontal inner C?)girt]ioc:ndgft?rcutathe el Call for technical
020117 track of SampleArm Eorizontal inner track assistance
can not be initialized
optocoupler
. encoder of horizontal
The inner of . .
be moved clockwise P .
change when moving
The inner of encoder of horizontal
020119 SampleArm can not outer ring determine Call for technical
be moved counter- that the position did not assistance
clockwise change when moving
SampleArm can not Call for technical
020133 |be . initialized on Resistance or jam assistance
vertical
SampleArm can not . . Call for technical
020134 be moved down Resistance or jam assistance
SampleArm can not . . Call for technical
020135 be moved up Resistance or jam assistance
The Inject pump of .
020149 [SampleArm can not CaIL;(; ;te;nhcrgcal
be initialized
SampleArm can not Call for technical
020165 detect liquid assistance
SampleArm detect Call for technical
020181 blood clot assistance
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1 Coordinates

After installment of the analyzer and computer, the pipettors’ plane
position and the maximum position should be coordinated at first.

1.1 Preparation for coordinate

Using two reaction modules fill 75ul of wate.and then these two
cuvettes respectively place to first slot of incubator and one position
in front of the right pipetting position

For Maglumi 600,using three tubes filled with 100ul of water should
be respectively placed at the track#1, 1st and 8th position sample
area in, track#2,8th position in sample area.

For Maglumi 800,using three tubes filled with 100ul of water should
be respectively placed at the track#1, 1st and 8th position sample
area in, track#5,8th position in sample area.

Fill the 1st vial (the position of magnetic particle) of the reagent kit
used to Coordinate with 200ul water, while the 2nd vial (the position
of low calibrator) with 200ul water, the 4th vial (the position of
displacer) with 500l water and the 7th vial (the position of diluter)
with 1000ul water.

Then slide the reagent kit into the track#1 of Reagent Area.

Switch on to start the analyzer. Turn on the PC system. Double click
the [Maglumi Service] icon on the desktop, if the connection between
the PC and the analyzer is OK,entered password (snibe923),the
[Maglumi Service] Interface will be shown as below Fig 1.1-1

Fig. 1.1-1: [MAGLUMI Service] dialog

Maglumi 600 Service
Pipettor Misc.
Coordinates Wash l l LLD ] Initilize LowlLevel [ Globals ] [ Macro l
Transport |
Chamb Tmns
Wash Lift
r} A
Chamb Lift
Incubator
Backup/Restore l | Language | l Default l [ About ] [ Path ] @)Qu'ﬂ:
Time Transfor Message n
16:14:44 <--B2 03 04 AS A2 B2
16:14:44 «<--B2 08 06 02 01 FFO1 00 00 F3 B2
16:14:44 —-=B2 03 06 AS A0 B2 1N
COM Status: D) PLC Status: D)
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Press <Initialize> button on the top center of the dialog to execute

initialization of the plane assembilies.

When the initialization finishes, press <Incubator> button to open the

[Incubator] dialog. Select

@ =

icon, back to the [Maglumi Service] interface . Click

\Samole Load _
- button to open [Sample Loader] dialog.

Fig. 1.1-2: [Sample Loader] dialog

-

Sample Loader

@ ~
9 Cancel
@ Help

Initialize

| |Wiriteparam

Pararmeter:
Freguency 35
Target Pos
Changed
(7 Incubator 50
(7 Back Trans S000
[» (@ Both
Teach Sample Loader
Stepsize
5 Steps moved

Current

50

9000

in the [target position], click

Click <both> icon, one reaction module will be moved to the first

pipetting position

Click <OK> icon, back to the [Maglumi Service] dialog

Page 20-3
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1.2 Procedures of Coordinates

. [ coordinat
Click the upper left corner LE button of [Maglumi 600
Service] interface to open [Needles Adjust] dialog.

Fig. 1.2-1: [Needles Adjust] dialog

Needles Adjust

Z-Dispense

E...E...E

©)

Detect

Id-

1.3 Adjustment of reference position

Click - button on upper right corner of the [Needles

Adjust] interface to open [Ref. Adjust] dialog.
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Fig. 1.3-1: [Ref. Adjust] dialog
Ref, Adjust
@ ok Select Motion Trace of Ref Pos Parameter Value
Changed Current
= | (7)) Motion Trace 1 -
W = M
@ Cancel Z-Max
(Z) Motion Trace 2 ¥
® -
—_— Adjust Ref,
I_l.'l-'u'riteparam Tiny Mave
Stepsize Arm Outside: 0 o
Clearparam
ottt SR < SRS
Liquid Detect Status -
Vertical: . *

Select <Motion Track1>In the field of [Select Motion
Track ] of reference position .To set the stepsize-bar can adjust

value of the stepsize. Set bigger stepsize firstly, then press the
icon to move the pipettor needle downward. When the needle gets

close to the target posision, set stepsize smaller, and then click the
Clockwise direction icon of outside arm, click the
Counterclockwise direction icon of outside arm, click the
Clockwise direction of inside arm , click the couterclockwise

direction of inside arm. making the needle tip just above the

center point of reference position, Then press @ and -
icon to make the needle tip higher than the reference position center

|Wr|te aram
point by 0.5mm. Save the parameters with icon, then

press <OK> to exit.
And then adjust the Motion Track 2 as the way of Motion

Trackl, click |'-_J_| to exit the interface.

A Ensure that Motion Trackland Motion Track2
adjust the same reference position.

Operating instructions
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Requirement:
1. Needle tip should be located in the center point of the

reference position ,which is located on the protection board
of reagent area.

Reference Position

2. The Needle tip higher than the reference position center
point by 0.5mm

After adjust the pipetting needle, click icon to exit the

interface.
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1.4 Adjustment of pipetting needle

Needles Adjust

Z-Dispense

: 2 Inject
2838 | 8

0000

o000 :: Detect
eooe b4 4

eo00 b4+

soce | oo 43 e |

Click the NAVAVAVATAY icon in the right side of [Needles
Adjust]interface to open the [Right Pipetting Position
Adjust]dialog

Fig. 1.4-1: [Right Pipetting Position Adjust] dialog
Right Pipetting Position Adjust

Select Position Select Sampling Time Select Area
@ als First Sampling Position of 1
™) Needle Second Sampling after Incub Position of &
é Cancel Second Sampling after Wash Position of Mix
Parameter Value
] Changed Current
Hel
Z-Max
¥z
—
| {riteparam 7
Adjust Pipetting Area
Tiny Move
Clearparam
Stepsize Arm Outside: o o
Liquid Detect Status --lll|||"“"“ e o ‘o
5
Vertical: ’ f
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1.4.1 Adjustment of< First Sampling> position

Select First Sampling in the field of [Select Sampling Time]
Select the Position of 1 in the field of [Select Areal].

Fig. 1.4.1-1: [Right Pipetting Position Adjust] ( First Sampling, Position of 1)

-

Right Pipetting Position Adjust

@ -

e Cancel
@~

|Writeparam

Clearparam

Liquid Detect Status

Select Position

@ Needle

Parameter Value

Changed
X 513
= -1974
i a

Adjust Pipetting Area

Stepsize

5

Select Sampling Time Select Area

= @ First Sampling = @ Position of 1

(7) Second Sampling after Incub () Position of &

() Second Sampling after Wash Position of Mix

Current
513
-1974
-2465

Tiny Move

Arm Cutside:

Arm Inside:

Vertical:

L0

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon to downward the pipettor. When the
pipettor get close to the reaction module , set stepsize smaller. Then

click the Clockwise direction icon of outside arm, click the

Counterclockwise direction icon of outside arm, click the

Clockwise direction icon of inside arm , click the couterclockwise

direction icon of inside arm. Make the needle tip just above the

target position, click upward icon, downward icon to make

the needle tip reaches the Z,.x in module. Save the parameters with

- ij:}Vriteparam .
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Requirements:
1. Plane position: The edge of the needle should be aligned
with the corner of the reaction module cavity.

Top view
The edge of the needie should be aligned
with the comer of the reaction module cavity He —

2. Zmax in module: click @ and II| icon to adjust the pipettor
needle. When the needle tip reaches the liquid level, the LLD’light

—

would be on, then press icon to save the parameters.

Select Position of 6 in [Select Area]
Fig. 1.4.1-2: [Right Pipetting Position Adjust] (First Sampling, Position of 6 )

Right Pipetting Position Adjust

Select Position Select Sampling Time Select Area
@ oK & @ First Sampling () Position of 1
@) Needle (7 Second Sampling after Incub B @ Position of &
e Cancel () Second Sampling after Wash Position of Mix

Parameter Value

P — Changed Current
@ x 784 734
Y: -3365 -3365
—_—
I_I_}Hriteparam 7: 0 -2464

Adjust Pipetting Area
Tiny Move

Clearparam
Stepsize Arm Outside:

Liquid Detect Status -lIl""""III Arm Inside: 0

5
Vertical:

*ele]

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon E to downward the pipettor. when the
pipettor get close to the reaction module , set stepsize smaller. Then

click the Clockwise direction |§|icon of outside arm, click the

Counterclockwise direction @ icon of outside arm, click the
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Clockwise direction|§| icon of inside arm , click the couterclockwise
direction @ icon of inside arm. Make the needle tip just above the

target position, click upward Eicon, downward @icon to make
the needle tip reaches the Z,.x in module. Save the parameters with

. fWriteparam .

Requirements:
1.Plane position: The edge of the needle should be aligned with the
corner of the reaction module cavity.

Top view
The eage of the neede should be aligned
with the comer of the reaction module cavity - —

2. Zmax in module: click E and E icon to adjust the pipettor
needle. When the needle tip reaches the liquid level, the LLD’light

—F

lﬁ_lj\-‘riteparam

would be on, then press icon to save the parameters.
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1.4.2 Adjustment of Second Sampling after Incubate

Select Second Sampling after Incubate in the field of
[Select Sampling Time]
select the Position of 1 in the field of [Select Area]

Fig. 1.4.2-1: [Right Pipetting Position Adjust]( Second Sampling after Incubate, Position of 1)
Right Pipetting Position Adjust

Select Position Select Sampling Time Select Area
@ oK () First Sampling I (@ Position of 1
@ Meedle & @ Second Sampling after Incub () Position of &
@ Cancel () Second Sampling after Wash Position of Mix

Parameter Value
Changed Current

Hel
@ = X: 506 508
= -1957 -1957

|Writeparam 7 0 -2480

Adjust Pipetting Area
Tiny Move

Clearparam

Stepsize Arm Cutside:

Liquid Detect Status --lll|""“"" L Q

5
Vertical:

*ele]

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon E to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction icon of outside arm, click the
Counterclockwise direction icon of outside arm, click the
Clockwise direction icon of inside arm , click the couterclockwise

direction icon of inside arm. Make the needle tip just above the

target position, click upward @icon, downward Eicon to make
the needle tip reaches the Z,.x in module. Save the parameters with

- !r;}\friteparam )

Requirements:
1.Plane position: The edge of the needle should be aligned with the
corner of the reaction module cavity.
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Top view
The edge of the needie should be aligned
with the comer of the reaction module cavity s —

w
-~
w
~

2. Zmax in module: click E and E icon to adjust the pipettor
needle. When the needle tip reaches the liquid level, the LLD’light

e

would be on, then press icon to save the parameters.

Select the Position of 6 in the field of [Select Area]

Fig. 1.4.2-2: [Right Pipetting Position Adjust]( Second Sampling after Incubate, Position of 6

Right Pipetting Position Adjust

@OK

e Cancel
@ Help

"
|_|_§14'riteparam

Clearparam

Liquid Detect Status

Select Position Select Sampling Time Select Area
() First Sampling () Position of 1
@) Needle I @ Second Sampling after Incub > @ Position of 6
(") Second Sampling after Wash Position of Mix

Parameter Value

Changed Current
X 779 7
¥: -3350 -3350
it 0 -2458
Adjust Pipetting Area
Tiny Mowe
Stepsize Arm Outside: o o
g 11 s | €| |4
5

Vertical: ‘ t

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon @ to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction |§|icon of outside arm, click the
Counterclockwise direction @ icon of outside arm, click the
Clockwise direction|§| icon of inside arm , click the couterclockwise

direction @ icon of inside arm. Make the needle tip just above the
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target position, click upward Eicon, downward Eicon to make
the needle tip reaches the Z,.x in module. Save the parameters with

—

- icon.

Requirements:
1.Plane position: The edge of the needle should be aligned with the
corner of the reaction module cavity.

Top view

The adge of the needie should be alignad
mﬂm‘ﬂmmml&ﬂﬂy

2. Zmax in module: click E and E icon to adjust the pipettor
needle. When the needle tip reaches the liquid level, the LLD’light

7

would be on, then press icon to save the parameters.
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1.4.3 Adjustment of Second Sampling after Wash

Back to [Maglumi 600 Service] interface.

| Incubat
Click | et licon to open [Incubator] dialog. Select
Backtransport Position in the field of [Target Position], click

¥ x icon, back to [Maglumi Service] dialog

Press "™ licon in [Maglumi 600 Service] interface to open
[Back Transport] dialog

Fig. 1.4.3-1: [Back Transport] dialog

-

Back Transport

Initialize

|Writeparam

.
Parameter:
Changed Current
>  Adjust Steps 40 40
Frequency 1400
RightAdiStep 400
Direction
i) Left
@ Both
Adjust Back Transport
Stepsize
5 Steps Moved i

Click <Move>icon, transport 1 reaction module to the position of
Second Sampling after Wash, and push one cuvette back to Slot 1 of

Incubator. Click & icon, back to [Maglumi Service] dialog

Select Second Sampling after Wash in [Select Sampling Time]
interface
Select Position 1 in [Select Area]

Page 20-14
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Fig. 1.4.3-2: [Right Pipetting Position Adjust] (Second Sampling after Wash, Position 1)
Right Pipetting Position Adjust

Select Position Select Sampling Time Select Area
@ oK () First Sampling * (@ Position of 1
@) Needle (7 Second Sampling after Incub (") Position of 6
Q Cancel I @ Second Sampling after Wash () Position of Mix

Parameter Value
Changed Current

Hel
@ =t w492 492
e -1936 -1935

|Writeparam 7 0 -2460
Adjust Pipetting Area
Tiny Mowe
Clearparam .

Stepsize Arm Outside: o 0

Liquid Detect Status --ll|||""“"| Arm Inside: o ‘o
5

Vertical: ‘ t

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction icon of outside arm, click the
Counterclockwise direction icon of outside arm, click the
Clockwise direction icon of inside arm , click the couterclockwise

direction icon of inside arm. Make the needle tip just above the

target position, click upward Eicon, downward icon to make

the needle tip reaches the Z,.x in module. Save the parameters with

. !r.\}\friteparam .

Requirements:
1 .Plane : The edge of the needle should be approximately 1-2 mm
away from the back wall & centered to the forward corner.
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Fig. 1.4.3-3: [Right Pipetting Position Adjust] (Second Sampling after Wash, Position 6)

The edge of the needle should be
spprocmately 1-2 mm away from the back
wall & cendered to the forward comer.

2. Zmax in module: click to open to open N Eicon to
adjust the pipettor needle. When the needle tip reaches the

liquid level, the LLD'light would be on, then press |—"*""
icon to save the parameters.

Select Position of 6 in [Select Area]

Right Pipetting Position Adjust

@DK

Clearparam

é Cancel
@ =

I_i}h'riteparam

Liquid Detect Status

Select Position Select Sampling Time Select Area
(7) First Sampling (7 Position of 1
@ Needle () Second Sampling after Incub = (@ Position of &
= @ Second Sampling after Wash () Position of Mix

Parameter Value

Changed Current
n 789 769
¥ 3344 5344
z 0 -2463
Adjust Pipetting Area

Tiny Move

Stepsize Arm Outside:

<o
.-II“""“IIII Arm Inside: E
4

5
Vertical:

*ele]

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon E to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction |§|icon of outside arm, click the

Counterclockwise direction @ icon of outside arm, click the

Page 20-16
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Clockwise direction|§| icon of inside arm , click the couterclockwise
direction @ icon of inside arm. Make the needle tip just above the

target position, click upward Eicon, downward Eicon to make
the needle tip reaches the Z,.x in module. Save the parameters with

—A

uWriteparam

con.

Requirements:

1 .Plane : The edge of the needle should be approximately 1-2 mm
away from the back wall & centered to the forward corner.

The edge of the needie should be
spproximately 1-2 mm away from the back
wall & cerfdered 1o the forward comer.

2. Zmax in module: click E Eicon to adjust the pipettor
needle. When the needle tip reaches the liquid level, the

[ B rikepararm
LLD’light would be on, then press |—'1*W i icon to save the
parameters.

Operating instructions
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Select Position of Mix in [Select Area]

Fig. 1.4.3-4: [Right Pipetting Position Adjust] (Second Sampling after Wash, Position of Mix )
Right Pipetting Position Adjust

Select Position Select Sampling Time Select Area
@ oK () First Sampling () Position of 1
@ Needle (") Second Sampling after Incub () Position of &
e Cancel = @ Second Sampling after Wash * (@ Position of Mix

Parameter Value

] Changed Current
@ e X 46 466
¥: -1847 -1a47
"
| iriteparam z: MULL MULL
Adjust Pipetting Area
Tiny Mowve
Clearparam .
Stepsize Arm Outside:
Arm Inside:
Liquid Detect Status -lIl“"""III m Inside |§| @
5
Vertical: ’ ’

Then click the Clockwise direction \ﬂicon of outside arm, click the
Counterclockwise direction @ icon of outside arm, click the
Clockwise direction|§| icon of inside arm , click the couterclockwise

direction @ icon of inside arm, adjust the Plane Position of
Pipetting Needle.

Requirements: The needle should be centered to the forward corner.
he needie should be cenler
o the forward comer.

2 i 1

Page 20-18 Operating instructions



Appendix Needle Coordinates

1.5 Washing position adjust

©

Click the washing position icon in the [Needles Adjust]
dialog to open the [Washing Position Adjust] dialog.

Fig.1.5 : [Washing Position Adjust] dialog

Washing Pasition Adjust

@ oK Select Wash Position Parameter Value

Changed Current

—I @) Waste Position X: 1138 1138
¥: -3248 -3248

() Prime Position
@ Help z 0 -1150

—a | Adjust Washing Position
|Writeparam Tiny Move

Stepsize Arm Outside:

e 9
.-II“"""IIII Arm Inside: 0 0
4 |®

Clearparam

Liquid Detect Status

5
Vertical:

Select [Waste Position] or [Prime Position] in [Select Area],
To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly, then press the Eicon to move the pipettor needle
downward. When the needle gets close to waste /prime position, set

stepsize smaller. Click the Clockwise direction icon of outside
arm, click the Counterclockwise direction icon of outside arm,
click the Clockwise direction icon of inside arm , click the

couterclockwise direction icon of inside arm, adjust the Plane
Position of Pipetting Needle.
Making the needle tip just above the waste /prime position. Then

press @and icon until the needle reaches the target position.

- If'\'Pv'rite at &
_

Save the parameters with icon.

Requirements:

1. The needle of the waste position must always be higher than the
prime position wall. If the waste position is lower, the needle may
crash when moving from the waste to the prime position.
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2. The needle of the Prime Position should be taught to the bottom

of the priming well and 3 steps up.

O,

PRIME
IWLETE

Inner prime cylinder

The right needle should
be taught to the bottom of
the priming well and 3
steps up.

Waste positien

Prime position

Al

1

[ viewy from the front |

Page 20-20
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1.6 Sample Reagent area position adjust

3332 | @
8338 | 33
eeee b 41
eooe 2
eooe oo

Click the
the [Sample Area Reagent

Adjust] dialog

Fig. 1.6-1: [Sample Reagent Area Adjust] diallog

icon in the [Needles Adjust] dialog to open

@OK

@ Cancel
®-
A
| furiteparam

Clearparam

Liquid Detect Status

Sample Reagent Area Adjust

Select Reagent Area
() Position of Track 1 and Tube 1

() Position of Track 1 and Tube 2
() Position of Track 1 and Tube 4
{7) Position of Track 1 and Tube 7

() Position of Track 4 and Tube 7

Parameter Value

Changed Current

X2
Y:

Z:

Adjust Reagent Area

Tiny Mave
Stepsize
Arm Qutside:
..lIIlIIIIIIIIII )
Arm Inside:
5
Vertical:

Select Sample Area

() Position of Track 1 and Tube 1
() Position of Track 1 and Tube &

(71 Position of Track 2 and Tube 8

e ¢e
% ¢ ¢
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1.6.1 Sample area position adjust

Select Position of Track 1 and Tube 1 in [SelectSample Area]
Fig. 1.6.1-1: [Sample Reagent Area Adjust] ( Position of Track 1 and Tube 1)

r =

Sample Reagent Area Adjust

Select Reagent Area Select Sample Area
@ oK (2 Position of Track 1 and Tube 1 » @ Position of Track 1 and Tube 1
() Position of Track 1and Tube 2 () Position of Track 1 and Tube 8
{2 Position of Track 1and Tube 4 () Position of Track 2 and Tube 8
@ Cancel () Position of Track 1 and Tube 7
() Position of Track 4 and Tube 7
Parameter Value
Hel
@ =2 Changed Current
X 635 635
" v: 9 944
| {vriteparam
_— 7 0 -6376
Adjust Reagent Area
Tiny Maove
Clearparam

Stepsize
Arm Outside: 0

Liqid Denct Status ..-llll""““l N 0 o

5
Vertical: a

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon @ to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction |§|icon of outside arm, click the
Counterclockwise direction @ icon of outside arm, click the
Clockwise direction icon of inside arm , click the couterclockwise

direction @ icon of inside arm. Make the needle tip just above the

target position, click upward Eicon, downward Eicon to make
the needle tip reaches the Z,.x in module. Save the parameters with

. ]_r.\}\friteparam .
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Reauirements:

1. The tube should be filled with 100ul water at first.

2. Plane position: needle’s position should be just at the center point
of the tube mouth.

3. Zmax in module: click and E icon to adjust the pipettor

needle. When the needle tip reaches the liquid level, the LLD’ light

would be on, then press | icon to save the parameters.
4. Press the <Zn.> icon while holding the "Shift" key on the
keyboard, then the pipettor needle will move half the distance to
Zmax- According to this method, the needle will gradually approach
the Zmnax in order to prevent the needle hitting the bottom of the tube.

Select Position of Track 1 and Tube 8 in [SelectSample Area]
Fig. 1.6.1-2: [Sample Reagent Area Adjust] ( Position of Track 1 and Tube 8)

Sample Reagent Area Adjust

@ -
@ Cancel
@~

i'i‘u'rite ram
LT

Clearparam

Liquid Detect Status

Select Reagent Area
() Position of Track 1 and Tube 1

Select Sample Area

() Position of Track 1 and Tube 1

Parameter Value

Changed Current
e 208 208
- 565 565
I 1] 6315
Adjust Reagent Area
Tiny Move
Stepsize
Arm Outside: 0 0
-llll""“"“ .
Arm Inside: 0 0
5
Vertical: a t

() Pesition of Track 1and Tube 2 [+ (@ Position of Track 1and Tube 8

(©) Pasition of Track 1and Tube 4 (7} Position of Track 2 and Tube &

() Position of Track 1and Tube 7

() Position of Track 4 and Tube 7

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon E to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction icon of outside arm, click the
Counterclockwise direction icon of outside arm, click the

Clockwise direction icon of inside arm , click the couterclockwise

Operating instructions
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direction icon of inside arm. Make the needle tip just above the

target position, click upward @icon, downward Eicon to make
the needle tip reaches the Z,.« in module. Save the parameters with

- !r;}\friteparam )

Reauirements:

1. The tube should be filled with 100ul water at first.

2. Plane position: needle’s position should be just at the center point
of the tube mouth.

3. Zmax in module: click @ and E icon to adjust the pipettor
needle. When the needle tip reaches the liquid level, the LLD’ light

would be on, then press icon to save the parameters.
1. Press the <Zn,.> icon while holding the "Shift" key on the
keyboard, then the pipettor needle will move half the distance to
Zmax- According to this method, the needle will gradually approach
the Zmnax in order to prevent the needle hitting the bottom of the tube.

Select Position of Track 2and Tube 8 in [SelectSample Area]
Fig. 1.6.1-3: [Sample Reagent Area Adjust] ( Position of Track 2 and Tube 8)

Sample Reagent Area Adjust

Select Reagent Area Select Sample Area
@ - () Position of Track 1 and Tube 1 (*) Position of Track 1 and Tube 1
() Position of Track 1and Tube 2 () Position of Track 1 and Tube 8
N () Position of Track 1and Tube 4 I» (@ Position of Track 2 and Tube 8
Q cancel () Position of Track 1 and Tube 7
() Position of Track 4 and Tube 7
Parameter Value
@ e Changed Current
i &a0 G660
al Y: 746 745
|Writeparam
LE™ ™ 0 6342
Adjust Reagent Area
a Tiny Move
=arparam Stepsize

Arm Outside:

. ..|I|“""“III P o o

5

Vertical:
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To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction icon of outside arm, click the
Counterclockwise direction icon of outside arm, click the
Clockwise direction icon of inside arm , click the couterclockwise

direction icon of inside arm. Make the needle tip just above the

target position, click upward icon, downward icon to make

the needle tip reaches the Z,.x in module. Save the parameters with

i‘s:r‘-xl'riteparam )

Reauirements:

1. The tube should be filled with 100ul water at first.

2. Plane position: needle’s position should be just at the center point
of the tube mouth.

3. Zmax in module: click and icon to adjust the pipettor

needle. When the needle tip reaches the liquid level, the LLD’ light

Ui riteparam

would be on, then press |L— icon to save the parameters.
1. Press the <Zn,.> icon while holding the "Shift" key on the
keyboard, then the pipettor needle will move half the distance to
Zmax- According to this method, the needle will gradually approach
the Zmnax in order to prevent the needle hitting the bottom of the tube.

Operating instructions
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1.6.2 Reagent area position Adjust

Select Position of Track 1 and Tube 1 in [Select Reagent Area]

Fig. 1.6.2-1: [Sample Reagent Area Adjust] ( Position of Track 1 and Tube 1)

Sample Reagent Area Adjust

Qo
@ Cancel
@~

|\Writeparam

Clearparam

Liquid Detect Status

Select Reagent Area Select Sample Area

> @ Position of Track 1 and Tube 1 (7 Position of Track 1 and Tube 1
() Position of Track 1and Tube 2 () Position of Track 1 and Tube 8
(2 Position of Track 1and Tube 4 (7} Position of Track 2 and Tube &

Parameter Valus

Changed Current
e 1070 1070
Y: -2489 -2439
Z: a -4008
Adjust Reagent Area

() Position of Track 1 and Tube 7

() Position of Track 4 and Tube 7

Tiny Maove

Stepsize
Arm Qutside: 0 o
-lll“""“"l .
Arm Inside: 0 o
5
Wertical: a t

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon @ to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction icon of outside arm, click the
Counterclockwise direction icon of outside arm, click the
Clockwise direction icon of inside arm , click the couterclockwise

direction icon of inside arm. Make the needle tip just above the

target position, click upward @icon, downward Eicon to make
the needle tip reaches the Z,.x in module. Save the parameters with

. !r.\}\friteparam .

Reauirements:

1. Fill 200ul water into the 1st vial (the position of magnetic particle) of
the reagent kit which is used for Coordinate.

2. Plane position: needle’s position should be just at the center point
of the sealing flap.
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3. Zmnax in module: click@ and @icon to adjust the pipettor
needle. When the needle tip reaches the liquid level, the LLD’ light

. .
would be on, then click icon to save the parameters.

4. Press the <Z,a> icon while holding the "Shift" key on the
keyboard, then the pipettor needle will move half the distance to
Zmax- According to this method, the needle will gradually approach
the Znax in order to prevent the needle hitting the bottom of the tube.

Select Position of Track 1 and Tube 2in [Select Reagent Area]
Fig. 1.6.2-2: [Sample Reagent Area Adjust] ( Position of Track 1 and Tube 2)

Sample Reagent Area Adjust

Select Reagent Area Select Sample Area
@ - (©) Position of Track 1 and Tube 1 (©) Position of Track 1 and Tube 1
= (@ Paosition of Track 1 and Tube 2 @ Pasition of Track 1 and Tube 8
(©) Pasition of Track 1 and Tube 4 (7} Position of Track 2 and Tube &
@ Cancel () Position of Track 1 and Tube 7
() Position of Track 4 and Tube 7
Parameter Value
@ e Changed Current
e 1151 1151
al Y: -2298 -2293
|Writeparam
_ 7 0 -4700
Adjust Reagent Area
Tiny Move
Clearparam Stepsize
Arm Cutside: 0 o
Liquid Detect Status -lll“""“"l ArmInside: c J
5
Wertical: a t

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon E to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction icon of outside arm, click the
Counterclockwise direction icon of outside arm, click the

Clockwise direction icon of inside arm , click the couterclockwise
direction icon of inside arm. Make the needle tip just above the

target position, click upward @icon, downward @icon to make
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the needle tip reaches the Z.x in module. Save the parameters with

- !r;}\friteparam )

Reauirements:

1. Fill 200l water into the 2nd vial (the position of low calibrator) of
the reagent kit which is used for Coordinate.

2. Plane position: needle’s position should be just at the center point
of the sealing flap.

3. Znax in module: cIick‘E and Eicon to adjust the pipettor
needle. When the needle tip reaches the liquid level, the LLD’ light

would be on, then click icon to save the parameters.

4. Press the <Z;,5> icon while holding the "Shift" key on the
keyboard, then the pipettor needle will move half the distance to
Zmax- According to this method, the needle will gradually approach
the Zmax in order to prevent the needle hitting the bottom of the tube.

Select Position of Track 1 and Tube 4in [Select Reagent Area]

Fig. 1.6.2-3: [Sample Reagent Area Adjust] ( Position of Track 1 and Tube 4)

Sample Reagent Area Adjust

@ o
@ Cancel
@~

|Writeparam

Clearparam

Liquid Detect Status

Select Reagent Area Select Sample Area
(Z) Position of Track 1 and Tube 1 (7 Position of Track 1 and Tube 1
(© Position of Track 1 and Tube 2 () Position of Track 1 and Tube &

Parameter Value

Changed Current
e 1283 1283
Y: -1615 -1515
7 1] -5179
Adjust Reagent Area
Tiny Move
Stepsize
Arm Cutside: 0 o
-lll“""“"l .
Arm Inside: 0 o
5
Wertical: a t

@ Position of Track 1 and Tube 4 (7} Position of Track 2 and Tube &

() Position of Track 1 and Tube 7

() Position of Track 4 and Tube 7
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To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction icon of outside arm, click the
Counterclockwise direction icon of outside arm, click the
Clockwise direction icon of inside arm , click the couterclockwise

direction icon of inside arm. Make the needle tip just above the

target position, click upward icon, downward icon to make

the needle tip reaches the Z,.x in module. Save the parameters with

i‘s:r‘-xl'riteparam )

Reauirements:

1. Fill 500ul water into the 4th vial (the position of displacer) of the
reagent kit which is used for Coordinate.

2. Plane position: needle’s position should be just at the center point
of the sealing flap.

3. Zmax in module: click and icon to adjust the pipettor

needle. When the needle tip reaches the liquid level, the LLD’ light

I rikeparam

would be on, then click L— icon to save the parameters.

4. Press the <Zn.> icon while holding the "Shift" key on the
keyboard, then the pipettor needle will move half the distance to
Zmax- According to this method, the needle will gradually approach
the Znax in order to prevent the needle hitting the bottom of the tube.
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Select Position of Track 1 and Tube 7in [Select Reagent Area]

Fig. 1.6.2-4: [Sample Reagent Area Adjust] ( Position of Track 1 and Tube 7)
Sample Reagent Area Adjust

Select Reagent Area Select Sample Area
@ oK () Pasition of Track 1and Tube 1 () Position of Track 1 and Tube 1
) Position of Track 1 and Tube 2 () Position of Track 1 and Tube &
——— BT S TR e TR (2) Position of Track 2 and Tube &
Q cancel = (@ Position of Track 1 and Tube 7

() Position of Track 4 and Tube 7

Parameter Value
Hel
@ =2 Changed Current
i 1303 1303
al Y: 1144 1144
|Wiriteparam
LB e 6091
Adjust Reagent Area
Tiny Move
Clearparam

Stepsize
Arm Outside: 0

. ...lllll"""" P 0 ‘o

5
Vertical: a

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon E to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction |§|icon of outside arm, click the
Counterclockwise direction icon of outside arm, click the
Clockwise direction icon of inside arm , click the couterclockwise

direction icon of inside arm. Make the needle tip just above the

target position, click upward @icon, downward Eicon to make
the needle tip reaches the Z,.x in module. Save the parameters with

- i;}\friteparam )
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Reauirements:

1. Fill 1000ul water into the 7th vial (the position of diluter) of the
reagent kit which is used for Coordinate.

2. Plane position: needle’s position should be just at the center point
of the sealing flap.

3. Zmax in module: click and Eicon to adjust the pipettor

needle. When the needle tip reaches the liquid level, the LLD’ light

would be on, then click Jafprtcperen icon to save the parameters.
4. Press the <Zn.> icon while holding the "Shift" key on the
keyboard, then the pipettor needle will move half the distance to
Zmax- According to this method, the needle will gradually approach
the Znax in order to prevent the needle hitting the bottom of the tube

Select Position of Track 4 and Tube 7in [Select Reagent Area]

Fig. 1.6.2-5: [Sample Reagent Area Adjust] ( Position of Track 4 and Tube 7)

Sample Reagent Area Adjust

o
@ Cancel
@

i'i‘u'rite ram
(LETRER

Clearparam

Liquid Detect Status

Select Reagent Area Select Sample Area
() Position of Track 1and Tube 1 (7 Position of Track 1 and Tube 1
() Position of Track 1and Tube 2 () Position of Track 1 and Tube 8
() Position of Track 1and Tube 4 () Position of Track 2 and Tube 8

=

Parameter Value

Changed Current
¥ 945 945
Y: 703 703
7 1] 6114
Adjust Reagent Area
Tiny Mave
Stepsize
Arm Qutside: & o
-lIl“"""III )
Arm Inside: 0 0
5
Vertical: 3 t

() Position of Track 1 and Tube 7

(@) Position of Track 4 and Tube 7

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Then click the Clockwise direction icon of outside arm, click the

Counterclockwise direction icon of outside arm, click the
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Clockwise direction icon of inside arm , click the couterclockwise

direction icon of inside arm. Make the needle tip just above the

target position, click upward icon, downward icon to make

the needle tip reaches the Z,.x in module. Save the parameters with

i\if\n'rite|:|an§|m
Icon.

Reauirements:

1. Fill 1000ul water into the 7th vial (the position of diluter) of the
reagent kit which is used for Coordinate.

2. Plane position: needle’s position should be just at the center point
of the sealing flap.

3. Zmnax in module: click and icon to adjust the pipettor

needle. When the needle tip reaches the liquid level, the LLD’ light
would be on, then click sl icon to save the parameters.
4. Press the <Z;,a> icon while holding the "Shift" key on the
keyboard, then the pipettor needle will move half the distance to
Zmax- According to this method, the needle will gradually approach
the Znhax in order to prevent the needle hitting the bottom of the tube
5. When the adjustment finishes, take out of the reagent kit which
is used for coordinate and then slide it into the fifteenth track of
Reagent Area
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1.7 Z-Dispense position adjust

Fill 600ul water into module’s position 1 and then insert it in the the
slot 1 of Incubator position.

Initiaze
1.Click . licon in [maglumi 600 service] interface, after

L. oL i Incubator | | i
finished initialize. Click liconto open [Incubator] dialog.

Select Backtransport Position in the field of [Target Position]

(Fig.1.7-2) , and then click & = icon, back to [Maglumi
Service] dialog

|Sarmple Load
2.Click ‘icon to open [Sample Loader] dialog. Select Both
in the field of [Target Position] (Fig.1.7-3) , and then click

% icon, back to [Maglumi Service] dialog

Coordinates

3.Click the upper left corner button of [Maglumi 600
Service] interface to open [Needles Adjust]dialog, click

Z-Dispense

icon to open Dispense Adjust]dialog (Fig.1.7-4)

Fig .1.7-1 Liquid level of the ReactionModule

600 pl volume b
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Fig.1.7-2: [Incubator] dialog

Incubator
Farameter:
Slot Count 10 Changed Current
@ oK Regulation 50 Adjust of Pos 1 27 77
Frequency 2000 Adjust of Pos 2 21 21
Target Position Adjust of Pos 3 22 i
Changed Current
() Initialize 477 477 Adjust of Pos 4 19 19
@ Last 2587 2587 Adjust of Pos 5 15 15
@ ko [> (@ Backir 1405 1405 Adjust of Pos & 13 13
(0 CuvetScan 958 958 Adjust of Pos 7 11 11
Adjust of Pos 8 3 3
Incubator Position 1 Move
Initialize
Adjust of Pos 9 & 5
Scan Incubator Scan Adjust of Pos 10 5 5
7
riteparam i
[itepa Pos Has Cuvette(s) Adjust Incubator
Stepsize
5 Steps Moved 0

Fig.1.7-3 : [Sample Loader]dialog

r ™
Sample Loader

] Parameter:
@ =
Frequency 35
é Cancel
——— Target Pos
6 Help Changed Current
() Incubatar 50 50
Initialize (7) Back Trans 9000 3000
———— > @bt
|Wiriteparam
Teach Sample Loader
Stepsize
5 Steps moved 0
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Fig .1.7-4:

[Z-Dispense Adjust] dialog

Z-Dispense Adjust

é Cancel
@ -

"
|_[_H"u'riteparam

Liquid Detect Status

Select Meedle

() Meedle

Adjust Z-Dispense

Stepsize

Parameter Value

Changed Current

Tiry Move

Arm Outside:

Arm Inside:

Vertical:

e
* ¢ ¢

Select Needle in [Select Needle]

Fig .1.7-5: Select pipetting needle in [Z-Dispense Adjust] dialog

-

Z-Dispense Adjust

9 =
é Cancel
@~

al

I_[-'fu'riteparam

Liquid Detect Status

Select Needle

@ MNeedle

Adjust Z-Dispensze

Stepsize

Parameter Value

Changed Current
Z: 0 -1850
Tiny Move
Arm Cutside: 0
Arm Inside: 0
Vertical: ‘ ‘ ‘

Operating instructions

Page 20-35



Appendix

Needle Coordinates

To set the stepsize-bar can adjust value of the stepsize. Set bigger

stepsize firstly,click the icon to downward the pipettor. When
the pipettor get close to the reaction module , set stepsize smaller.

Click and icon to adjust the pipettor needle. When the

needle tip reaches the liquid level, the LLD’ light would be on, then

lWriteparam

click L—= icon to save the parameters.
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1.8 Adjustment of the pipetting needle in Z- Start position

Click _ icon to open[Z-Start Adjust] dialog

Select Needle in [Select Needle]

Fig. 1.8-1: [Z-Start Adjust] dialog.

Z-Start Adjust

Select Meedle Parameter Value

- Changed Current
é Cancel ) Meedle =
@ Help

(]

Adjust Z-5tart

R Tiny Move

~

|firiteparam L
R Stepsize Arm Outside: o o
Liquid Detect Status ..-lll""""“ e 0 o

5
Vertical: ’ f

Select Needle in [Select Needle]

Fig .1.8-2: Select Pipetting Needle in [Z-Dispense Adjust] dialog
Z-Start Adjust

Select Needle Parameter Value

@ OK Changed Current
@ : a -2497 Z-Max

@ -

Adjust Z-5tart
Tiny Mowe

—
|Wiriteparam .

|—-7 Stepsize Arm Cutside: 0 O

Liquid Detect Status ..-lll""“““ —lsis 0 O

5
Vertical: ’ f
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To set the stepsize-bar can adjust value of the stepsize. Press
icon to move the pipettor needle downward. When 2/30of the needle
tip coated with Teflon just cross the sealing flap to the 1st vial mouth

{Writepatarn

of the reagent kit, press L— icon to save the parameters.

When the coordinates finishes, press the <OK> button in the
[Needles Adjust] dialog to exit.

Remove the tubes, reaction modules and reagent kit used for
coordinate from the analyzer and then transmit a new reaction
module to the left pipetting positon.
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1.1 Operating Software Upgrade

In order to constantly improve operating software of MALGUMI series
automatic chemiluminescence analyzer, it is necessary to upgrade it.

Upgrade mode includes:
1) Install new version of the operating software,
2) Upgrade some small patch of software.

This chapter will introduce the general procedure of software
upgrade. We have the special Guidance document for every
specific software upgrade

1.1.1 Kernel or structure of operating software upgrade

When the Kernel or structure of operating software changes, the
analyzer need to be upgraded to a new version.

The new version of the operating software will be sent to you by email
or by CD. And backup the previous operating software.

Upgrade steps:

1) Backup four important folders in“C:program files\Maglumi 6007,
including assay, component, report, config

2) Uninstall the old version, then install the new version.

3) Copy the four important folders to cover in the new version of
software.

4) Restart the computer system.

5) Turn on the analyzer, run SERVICE.EXE software to detect and
re-adjust the position of pipetting needle. After that exit the dialog.

6) Run Priming, BGW and LC to ensure the status of the analyzer.

7) Suggest that run Two Step Assay once, confirm the result in
target range, unsure analyzer upgrade successfully.
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The installation process of the specific steps please see pictures below:

Fig .1.1.1-1: MAGLUMI®600 MAGLUMI Users operating software installation p

=
Al
Az

L

Welcome
YWelcome to the installer for M aglumi 800 2.0,

[t iz gtrongly recommended that you exit all Windows
programs before continuing with thiz installation.

[f you have any other programs running, please click

Cancel, cloze the programs, and un this setup again.

B 20 B 4

3

A JH ot

rocessl

Othensize, click Mest to continue,

Revolution of
Diagnostics

)

Mewxt > Cancel

Fig .1.1.1-2: MAGLUMI®600 MAGLUMI Users operating software installation process2

ETT—

_nt »

"m aglumi B00" S oftware Licenze and Service Agreement S

Important: The new industy in thiz zpecial alert the user to carefully read thiz
kM aglumi GO0 "Saftware License and Services Agreement’’ [the “Aagreement "')--
uzers should carefully read the software "in the provizionz, including exemplions or
The new industnal company limited lability exemption clauze and the nght to restnct
the uzer. Pleaze review and accept ar not accept the "agreement” [the legal
guardians of minors should be accompanied by review]. Unless you accept the
"agreement' clauze, or pou have no nght to dovwnload, install or use the software
and related zervices. You download, install, uze, and log behavior will be conzidered
or the "agreement’ to accept, and agree to accept the "agreement’ of the terms
ahd conditions.

{+) | agree to the ternt of thiz Iicensalagreement
& l_n:-agree b the terms aof thiz icense agreement

| [

’ < Back

J |

Mext > Cancel ]
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Fig .1.1.1-3: MAGLUMI®600 MAGLUMI Users operating software installation process3
% Maglumi 600 Setup .

Fig .1.1.1-4: MAGLUMI®600 MAGLUMI Users operating software installation proc

E bo continue,

3

Gaibe)

MAGLUMI 600

:%Program Filessh aglumi GO0

inztalled?

for an e:-:i_s-ti'ﬁg' folder.

e

ess4

[Snihic]
Space required: 19.3 MB

N

Space available on selected drive: 306,27 GB

MAGLUNI ouw

LCancel
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Fig .1.1.1-5: MAGLUMI®600 MAGLUMI Users operating software installation process5

inztalled?

ted belot. IF you don't
r zelect an exizting fold
R — T 1 L

|Maglumi B00 v
(%) Install shorteuts far curent user anly ’
() Make shortcuts available to all users
II
< Back ] | Hemt » | [ Cancel l

Fig .1.1.1-6- MAGLUMI®600 MAGLUMI Users operating software installation process6
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Operating instructions Page 21-5



Appendix Software Upgrade

Fig .1.1.1-7- MAGLUMI®600 MAGLUMI Users operating software installation process7
B Naglumi 600 Setup X]

I.‘inihc] [ MAGLUMI 600

Fig .1.1.1-8: MAGLUMI®600 MAGLUMI Users operating software installation process8

Installation Successful
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Revolution of
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1.1.2 Operating software patch update

Sometimes, the system software only need to be upgraded for a small
function or do some small change, you needn’t uninstall the old
version and install the new version.

You only need to copy the upgrade files and then cover these files in
the “C;/Program files/Maglumi600”. If there are more steps to do, it
will be mention in the“upgrade instruction”
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1.2 Master control PCB Programs’ Upgrade

Each component of analyzer has been controlled by corresponding
PCB board. The controlling circuit has data line interface for upgrade.

For Maglumi 600,there are 4 pieces of master control PCB boards on
the analyzer can be upgraded, they control components respectively,
their numbers and names are :

a) M600-01-E00-COP

b) M600-02-E00-Sample&Reagent

c) M600-03-E00-Incubator&Washer&Pusher

d) M600-04-E00-MeasureChamber

PCB board schematic diagram
4 pieces of master control PCB board should be upgraded by two
different methods.

Method 1: M600-01 - EOO - COP can be upgraded program by the
RS232 directly.

Method 2: M600-02 - E00, M600-03-E00 and M600-04-E00 board
should be upgraded by special upgrading cable.

For Maglumi 800,there are 5 pieces of master control PCB boards on
the analyzer can be upgraded, they control components respectively,
their numbers and names are :

a) M800-01-E00-COP

b) M800-02-E00-Sample Arm

c) MB800-03-E00-Washer

d) MB800-04-E00-MeasureChamber(it is same as M600-04-

E00-MeasureChamber )
e) MB800-05-E00-Multiple Modules

PCB board schematic diagram
5 pieces of master control PCB board should be upgraded by two
different methods.

Method 1: M800-01 - EOO - COP can be upgraded program by the
RS232 directly.

Method 2: M600-02 - E00, M600-03-E00, M600-04-E00 and M600-
05-E00 board should be upgraded by special upgrading cable.

1.2.1 M600-01-E00-COP or M800-01-E00-COP write the flash out of the upgrade program

Upgrade Procedure

1) Before upgraded, connect USB Port of computer to RS232
Interface of analyzer with RS232 data line

2) Take 01- E00- COP out under shutdown condition, then connect J2
and J3jumper wire cap see diagram below:

Page 21-8
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;{;T&. f.t:;f'!‘t‘;;f.

Fig .1.2.1-1. Position of 01-E00-COP Board Jumper

3) Restart the computer and analyzer. Operate Flash Magic exe on

computer. Then select options as follows

Flash Magic

Step 1 - Communications:

step option content meaning
1 Device LPC2468 | write the flash out of
chip
2 COM Port COM1 Communication port
3 Baud Rate 115200 write the flash out of
speed
4 Oscillator(MHz) | 14.31818 Frequency (fixed)
Step 2 - Erase:
step option content meaning
1 Erase all N Remove all flash
Flash+Code and codes
Rd Prot
Step 3 - Hex File:
step option content meaning
1 Hex File ....hex select document
document | written the flash out
(COP.hex),
provided by SNIBE
Step 4 - Option:
step option content meaning
1 Verify after N Proofread after
programming writing flash out

Operating instructions
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Completing to set the four major steps as above, as shown in the diagram below

Fig .1.2.1-2: Upgrade procedure of MAGLUMI®600/800 master control PCB board M600-01-

E00-COP or M800-01-E00-COP

Step 1 - Communications

Device: LPC2463 b Baud Rate: 115200 w

CCM Part: ComM1 » Cscillator(kHz): (1431818

Step 2 - Hex File

Hex File:  |Ficop.hex]

Step 3 - Operation

Press Start button to / stat || Bt
execute

SLaTLE

Step 5 - Start!:

Press the “start” button, software will start to write program into the

CMOS chip .
After that, Software will display “finished” at left bottom.

Fig .1.2.1-3: dialog of finished software upgrade

Step 1 - Communications

Device: LPZ2132 w Baud Rate: 115200 w

CoM Port: CiomM1 w Oscillator(kHz): | 14318.15

Step 2 - Hex File

Hex File:  |Fiicop.hesx | Browse.,

Step 3 - Operation

stat || Bt

Download Success!
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Step 6:
after writing flash out the COP program, make sure to pull jumper wire
cap out (must operate under the consideration of interruption of power
supply of analyzer), can hang on one foot of J2, J3, such as

Disconnect the jumpers after programming

If connect COP jumpers wire cap at the
runtime, may cause the COP programs and
data loss, cannot continue to do the

experiment.
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1.2.2 M600- 02~04 board or M800-02~05 program upgrade writing flash out

Upgrade procedure:

1) Before upgrade, turn off power supply. Use RS232 interface data
line provided by company, program download line connect
(shown as below) to computer COM ports and ananlyzer 02-04
master board program download interface, program download
line and connections method as below shown

Fig. 1.2.2-1: MAGLUMI600 ananlyzer r Imaster board 02-04, program download line
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Fig. 1.2.2-3: MAGLUMI600 ananlyzer master board 03program download interface: J4

o WPl
et =1l

—_— s

T
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Fig. 1.2.2-5: MAGLUMI800 ananlyzer master board 02 program download interface: J4

EFIRISRIGATANTY CB3ICASZH

T T sl |
I L!l_'u.

= — SN 0 L e
B00-02-E00~Somple Arm t o R
Ver:20131119 1Y '

[¥Tn]

Fig. 1.2.2-6: MAGLUMI800 ananlyzer master board 03 program download interface: J7

Note: The M800-04-E00 PCB update procedure is the same as M600-04-EQ0
PCB.Please refer to Fig 1.2.2-4.
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Fig. 1.2.2-7: MAGLUMI800 ananlyzer master board 05 program download interface: J4

Fig. 1.2.2-8: MAGLUMI600/800 ananlyzer master board program download connections method
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RS232 connection

connections method schematic diagram

2) After connect line, start the computer and analyzer. Operate
FLASHLOAD EXE. program on computer , select options as
follows

Stepl-Communications:

step option content meaning
1 Device write the flash
out of chip
2 COM Port COM1 Communication
port
3 Baud Rate 115200 write the flash
out of speed
4 Oscillator(MHz) | 14.31818 Frequency
(fixed)
Analyzer PCB Device#
Maglumi 600 M600-02-E00-Sample&Reagent LPC2387
M600-03-E00-Incubator&Washer&Pusher | LPC2387
M600-04-E00-MeasureChamber LPC2132
Maglumi 800 M800-02-E00-Sample Arm LPC2387
M800-03-E00-Washer LPC2132
M800-04-E00-MeasureChamber LPC2312
M800-05-E00-Multiple Modules LPC2468
Step2-Erase:
step option content meaning
1 Erase all N Remove all flash
Flash+Code and codes
Rd Prot

Step3-Hex File:

step option content meaning

1 Hex File ....hex select document
document | written the flash out,
These 3 master
control boards have 3
different files
respectively, the file
names are
corresponding to
circuit names,
provided by SNIBE
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Step4-Option:
step option content meaning
1 Verify after Proofread after

programming writing flash out

Completing to set the four major steps as above, as shown in the diagram below

Fig. 1.2.2-6: Procedure of MAGLUMI600/800 ananlyzer master board02-05 program upgrade

Step 1 - Communications

Device: LPZ2337 w Baud Rate: 115200 w

CCM Part: o1 v OscillatorikHz):  [14318.18

Step 2 - Hex File

Hex File:  |FhSample&Reagent bhex

Step 3 - Operation

stat || Ext

Diowerload Success!

Step 5 - Start!:
Press the “start” button,

CMOS chip .
After that, Software will display “finished” at left bottom.

software will start to write program into the

Step6:
1) After writing flash out the program, exit Flash Download.EXE

program
2) Switch off analyzer, separate data line, reconnect RS232 data line

with analyzer's RS232 interface

Upgrading program must be followe the principles, not

charged when plug and pull out connecting lines, must
turn off power supply when plug and pull out connecting lines,

otherwise you'll burn master control circuit
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