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n Introduction

1.1 Summary

1.1.1 Product performance, structure, scope of application
In order to meet the majority of our medical institutions, clinical testing equipment purchase
and replacement needs, the Elisa reader after years of development and improvement in

clinical trials, stable performance, feature-rich. The performance characteristics as following:

In order to meet the majority of our medical institutions, clinical testing equipment purchase
and replacement needs, the Elisa reader after years of development and improvement in
clinical trials, stable performance, feature-rich. The performance characteristics as following:
a) More than 500 programmable test items

b) Four measurement methods: single-wavelength, dual wavelength, two-point method, the
enzyme kinetics method

c) A variety of qualitative and quantitative calculation method

Absorbance mode, Cut-off qualitative calculations, single point calibration, broken line
regression, linear regression, exponential regression, logarithmic regression, double logarith-
mic regression, power regression

d) 96-visualization layout, blank, negative and positive, the control bits, sample spaces,
standard grade, quality control grade arbitrarily set

e) The same board a number of different items of test

f) 8-channel, the vertical optical path quickly and accurately detect

g) 405nm ~ 630nm wavelength range contains

Product main structure
By the computer, the microprocessor circuit control system, optical color system, printer,

keyboard, mouse and other components

The scope of products

ELISA Reader is the professional equipment of the enzyme-linked immunosorbent assay.Has
been widely used in many fields of molecular biology, immunology, cytology, biochemistry,
electrophysiology, high-throughput drug screening. Elisa reader core is a colorimeter, using

the colorimetric method to analyze the content of the antigen or antibody
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1.1.2 The model designation

SK O =)
| Design Code (1, 2)

Product code (number 20) Elisa reader

Code, SK company.

1.1.3 Environment and working conditions

a) Ambient temperature: 15°C -40°C

b) Relative Humidity: 15% -85%

c) Atmospheric pressure: 86 ~ 106Kpa

d) Supply voltage: 220VAC + 22VAC; 50Hz * THz

e) Keep away from sources of strong electromagnetic interference;
f ) Avoid bright light shines directly

g) Have a good grounding environment

1.1.4 Storage Environment

Elisa reader in the packaging state, according to the requirements of the contract for goods
transport
Packaged instruments should be stored at 0 to 40°C, relative humidity of not more than 80%,

non-corrosive gases and ventilated room.

1.2 Instrument principle

The reader is actually a disguised form of special photoelectric colorimeter or spectropho-
tometer, and its basic working principles and main structure and photoelectric colorimeter is
basically the same. The light source lamp emits the waves pass through the filter into a bunch
of monochromatic light to enter the test specimens in plastic porous. Part of the monochro-
matic light specimen absorption and partly through the specimens irradiated to a photoelec-
tric detector, photoelectric detectors to the test specimens of different strength of the different
optical signal converted into a corresponding electrical signal Electrical signal by the pream-
plifier, logarithmic amplification, analog-digital conversion and other signal processing into
the microprocessor for data processing and computing, the result will be displayed by the

monitor and printer.
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1.3 Instrument Introduction

1.3.1 Instrument main components diagram
The ELISA reader main machine, an external computer (including keyboard, mouse, ink-jet
printer), composed of the various components of the connection shall be the instrument panel

as shown in the corresponding connector

1.3.2 Elisa reader label schematic

Three core Insurance Grounding RS-232
power column columns serial port

Note: The three-core power outlet is used to link the host and external power supply; RS-232

serial port connected to a dedicated serial port cable and RS-232 interface on the computer.
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n Installation

2.1 Installation Preparation

2.1.1 Ground

The ELISA reader is a precision electronic instruments, laboratory with or without medical
instrument dedicated ground must be checked prior to installation require grounding resis-
tance <0.5Q.Such as the conditions of the grounding resistance can not be detected, you can
check the firing line of the three-wire power cord - ground, the line of fire - the zero-line volt-

age difference should be less than 1V.

2.1.2 Regulator
Supply voltage instability adversely affect the instrument work, before installation, please pur-

chase power is more than a 500W high-quality regulator, and voltage access termination

2.1.3 Work environment

The instrument do not in the same place with the centrifuges, refrigerators, incubators and

other high-power jamming equipment in a room, or with a power outlet; avoid direct sunlight

2.2 Installation instrument

1. Open the instrument packaging carton, carefully check the packing list and the box of
instruments, accessories are consistent, if missing or damaged, please contact the vendor

2. Inventory is correct, carefully remove the instrument, put in a solid flat work surface to pre-
vent a strong shock.

3. Dedicated ground column of the reader's rear panel of a termination of the medical equip-
ment ground

4. Instrument power cord removed, connected to the Elisa reader rear panel of the right power
jack, the other end of the three-pin socket has been installed ground; RS-232 interface uses a
special serial cable and the computer's RS-232 interface is connected. And power

5. First open the Elisa reader mainframe rear panel power switch, then turn on the computer
power switch on the start of the power supply Power On Self Test to complete the self-test
results are saved Warm up for 5 minutes after boot (at room temperature is very low
warm-up time should be lengthened) PC power on the internal self-test, self-test passed BIOS
load, load the operating system, the operating system is loaded into the correct login, run the

ELISA analysis system software.
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2.3 Software Installation

2.3.1 Install the HRP software

2.3.1.1 Installation Steps

The reader subdirectory in the CD-ROM copied to the hard drive D:\ root directory. Software
installation is complete

2.3.1.2 Software to run

In the D:\ drive subdirectory select reader.exe file, create a desktop shortcut to the desktop
shortcut to change the name of the Elisa reader software, and double-click the shortcut to run

the main interface of the software.

2.4 Uninstall the software
Delete In D: \ reader subdirectory

n Start

3.1 Boot process
1) Open the rear of the instrument's power switch, the host has entered the standby mode.

2) Elisa reader software on the desktop, double-click the icon to enter system standby interface

SystemNain¥indow

I U EnterMainWindow !

Grap3-1System standby interface

3) Software into standby mode, the instrument optical path, mechanical self-test: during the
filter, the micro plates and from the walk time. Stable stage and then into the light: the instru-
ments need to wait about two minutes of light stable (if the source is unstable, it will affect the
accuracy of test results), the self-test, and light stable, the software will automatically enter

the main window.
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SystemNainWindow

SampleTest DataSearch

- =

SystemSetting Report

Figure3-2 main interface
4) The main interface is the entrance of all the features of the , the user clicks on the window
icon to the operation of specific functions.
The main window interface includes six major functional modules: system settings, Item set-

tings, sample tests, data query, report on the results, exit the system.

n Items settings

Click on the "Item Settings" button of the main window, enter the list of items (Figure 4-6):

TtemList Q = ['E
ItemList
ItemNO Abbreviation TtemName CaleulateMethod + Add
1 HBsAg HBsAg cut-off
2 HBsAb HBsAb cut-off "./: Modify
3 HBeAg HBeAg cut-off
4 HBeAb HBeAb cut-off x Delete
5 HBcAb HBcAb cut-off
G Refresh
3 " W% Return

Figure 4-6 List of items

In the Item list box can click on the "Add", "Modify" and "Delete” button to add items, modify

items, delete items.
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4.1 Test method

Supports four kinds of different measurement methods

1. Single-wave method: test the absorbance by one wavelength.

2. Double wave method: test the absorbance by two wavelengths, the absorbance value is the
main wavelength detection value and the vice-wavelength detection value of the difference
3. Two-point method: test the absorbance values in two different time points, the absorbance
value is the second detection value and the first detection of the difference

4. Kinetic Method: the intermittent time and delay time interval repeatedly test the absor-
bance and the slope of the regression of the absorbance, the absorbance change of one

minute as the absorbance value, calculate the concentration

4.2 Calculation method

There have nine kinds of different methods of calculation, divided into the following three cat-
egories

1. Absorbance mode: direct measurement of the absorbance of the output samples

2. Cov=X*N+Y*P+Fac Two.Qualitative calculation of the Cut-off: Cut-off threshold formula:
Cov=X *N+Y*P+Fac,

Where N is the negative control absorbance value , P as a positive control absorbance value,
X, Y, and Fac , the formula coefficient Input by the user according to the reagent instructions,
and other forms of qualitative formula can be transformed into this form of. For example:
Sample OD [ negative control OD 2 2.1 is positive, then X = 2.1 Y = 0, FAC = 0. The qualitative
results calculated using the ratio of sample absorbance with the Cut-Off threshold, in units of
s [ co. Generally to a critical value to determine the negative and positive.

3. Calculate method

1) Single-point calibration

Need to set a standard connection to the point of origin and standards for the calibration
curve (abscissa for the concentration, the vertical axis is the absorbance of the same below),

single-point calibration must be set to a blank to calibrate 0:00

Absorbance

A

p Concentration
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2) Broken-line regression (point to point)
Allow you to set the 2-8 standard connection to the standard point (a monotonous rise or fall

broken line) for the calibration curve:

Absorbance Absorbance

A

p Concentration p Concentration

If the absorbance of the standard is not monotonically increasing or decreasing, the calibra-

tion results of error
Absorbance

A

p Concentration

3) Multi-point percentage% ABS

Allow to set 2-8 standards, the maximum absorbance value in the standard is defined as
100%, and other standard and the absorbance of the sample under test are its expressed as a
percentage, scaling the same way as the broken-line regression

4) Linear regression

Allow to set 2-8 standards, these standards to return to a straight line, as the calibration curve

Absorbance

A

p Concentration
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5) Exponential regression

2-8 standards, allow you to set these standards, regression to an exponential curve as a
calibration curve, the absorbance of the standard value must be greater than 0. If the absor-
bance value of taking the logarithmic, exponential regression can be transformed into the
form of a linear regression.

6) Logarithmic regression

Allow to set 2-8 standards, these standards were regressed one logarithmic curve as a
calibration curve for each standard concentration must be greater than 0. If the concentration
is to take the logarithm (), logistic regression can be transformed into the form of a linear
regression.

7) Double logarithmic regression

Allow to set 2-8 standard regression through these standards point out one pair of logarithmic
curve as the calibration curve, the concentration of each standard value must be greater than
0. If the concentration is taken logarithm (,), the double logarithmic regression can also be
converted to the form of linear regression:

8) Power regression

Allow to set 2-8 standards, these standards point to return to a power curve as the calibration
curve, the absorbance values and concentration of the standard value must be greater than 0
If the concentration and absorbance values are logarithmic (,), the power of the regression

also can be transformed into a linear regression form.

4.3 ltem parameter settings

ItemParameterSetting

MeirParamsterSet | NC/BC Set | Cut-Off Formula | AvailabiiyJudgement | StandardSet | QCSat |

b HBsAg | Trem}O 1 |

Ttemlame HBshg |

Testldethod Double™Wave V‘
Caleulatelfethod cut-off V‘
SampleType Single Sample V‘ IamnWaveLength ‘450nm V|

QualitativeType PositiveThreshold V‘ WVice Wavelength ‘630nm V|

l W O l b seve lx(jancel

Figure 4-7 The Iltem parameter setting interface
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4.3.1 Abbreviation: the default value empty; abbreviation or code of the Item. This must be
entered, pay attention not with the Item name already exists repeat

4.3.2 Item name: The default value is empty; the Chinese name of the Item. Used reagent
manual input, you can not lose

4.3.3 Test Method: There have four kinds of different measurement methods

4.3.4 Calculate method: see 4.2.2 a description of the calculation method, the default Cut-Off.
4.3.5 Main and Vice wavelengths: 405, 450, 492, 630; dominant wavelength default value is
405, sub-wavelength The default value is not.

4.3.6 Qualitative Type: the direction of the threshold to determine the direction of negative and
positive threshold. Into three categories:

1) Positive threshold mode: negative <negative critical value, positive > positive threshold, the
gray zone between the two samples in this range is determined to be suspicious.

2) Reverse threshold: negative threshold, the positive threshold

3) Do not need to determine the negative and positive, and select "no"

Positive: negative input to determine the negative and positive critical value, now divided into
three categories according to different calculation methods in this interface:

1) Critical value of absorbance in the absorbance mode (ABS)

2) Cut-Off mode, the critical value of the sample with the ratio of the Cut-Off value;

3) Quantitative calculation mode (single-point calibration), the critical value of concentration
Reference range: results of the reference range, when printed, does not participate in the
calculation

4.3.7 Blank: blank on the limit and test the blank value

The default value of < 0.05 blank upper limit of the measured blank value 0; blank allows you
to set the experience, the test setup blank, the result is stored. Requirements by the reagent
blank must be no more than 0.1, the blank should be set to < 0.1 Test the absorbance of the
blank wells exceed the ceiling set by the calculations, the blank value blank upper limit

Blank involved in the calculation: The need for blank value calculation involved in calculating
the measurements need to blank value zero, then select the "blank involved in the calculation
if no blank value zero, you do not need to choose Single-wavelength measurements, the
system default selection blank to participate in the calculation, the dual-wavelength

measurements, the default blank is not involved in the calculation.

4.3.8 The NC | PC control: Click NC/PC, the control box, enter NC [ PC control settings interface
(Figure 4-8):

Web: https://elisa-washer.com 10 E-mail: info@elisa-washer.com
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ItemParameterSetting

| MainParameterSet_J HC/PC et |_Cut-Off For‘mula.:;-Availab111tyJudgement | Standardset | QCSet-

Negative control range

‘0.000 | ‘< v‘ Negative Control@ @

Pogitive control range

0.000 | ‘< v\ Positive Control \< v 54.000 |

] Use N/P control experience value to calculate
N/P control experience value

J

Negative control 1 Positive control 1 [

Negative control 2 Positive control 2
Negative control 3 Positive control 3

Positive control 4

i
L

Negative control 4

w/ OK b Save [x Cance]}

Figure 4-8 The negative and positive control settings interface

The negative and positive control range: specify the range of negative and positive contrast,
For example, the reagent instructions requirements "the negative control OD value below 0.05
for the 0.05 calculation, higher than 0.05 calculated according to the actual OD value, the first
column of the negative control range settings box, enter 0.05, the second column enter 4.000.
The positive control range is set with the negative control range

Negative and positive controls:The user can view the current Item of negative and positive of
control values, may not be measured directly fill used in the calculation.

The control experience qualitatively using the negative and positive: If the user wants to
qualitative experience, you can check the "use N/P control experience value to calculate”

4.3.9 Cut-off Formula: click on the "Cut-off Formula” box, enter the settings box

ItenParameterSetting

MainParameterSet | NC/PC Set | Cut-Off Formula | AvailabilityJudgement | StandardSet | QCSet |

GroupName Cut-Off Formula

L]

Group 1 ‘Negative

‘ | <= v‘ Group 2 |Pos1t1ve VI

| <= ¥ Growp3| i< B |

‘ | i<= v| Group4| v‘ < v ‘ |

‘ | |<: v‘ Group 5 v

Remarks: GroupName is N/P, NC/PC is negative/positive conirol OD value

v OK b Save lx Cance]l

Figure 4-9 Cut-off Formula interface
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Click on the formula input box will pop up (Figure 4-10) Cut-off formula edit box:

E Cut—Cut—0OffForaul alnputBox

Cut-Off = 1.0 *

Cut-Off Formula

0| * NegativeC(NC)+ 0 | * positiveC(PC) +

]

‘ " OK ‘ ‘XCancel‘

Figure 4-10 Cut-off formula edit box

Qualitative grouping: Users can click on the group name in the negative, weak, overcast,

gray zone, weak positive, positive switch between.

4.3.10 Availability judgment: Click on “Availability judgment” into the validity of judgment

interface (Figure 4-11)

ItemParameterSetting

| MainParameterSet | NC/PC Set | Cut-Off Formula  AvailabilityTudgement | StandardSet | QCSet |

Test availability calculation and judgement

availability conditions Unit Dispose way Least fit number

| ‘ |ODVa1ueVi lTestAvailability V‘ |1 2

| |
2 | | (ODVaew Testwailabilty v 1
3: ‘ ‘ |ODVa1uevi }TestAvailabihty v‘ |1 :I
4: ‘ ‘ |ODVa1ueVi lTestAvailability v‘ |1 :I
5- ‘ ‘ |ODVa1ueVi }TestAvailabihty v‘ 1 :I
& ‘ ‘ |ODVa1uevi lTestAvailabihty v‘ |1 :I

W OK ks Save GCancell
—

Figure 4-11 Validity of judgment interface

To judge the validity of the formula: Click the input box of the conditions of validity, the system

will pop up the validity of the judgment formula edit box (Figure4-12)
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EffectiveJudgmentFormula

Effective judgment formula

L e Bl+8o B> B [ @&

Remarks: Blank/NC/PC is blank/negative/positive control value
MNC/MPC is negative/pogitive control average value

‘ ‘/ QK ‘ ‘ H Save ‘ XCancel

Figure 4-12 Validity judgment formula edit box

Approach: According to the reagent instructions to select the approach: measuring the effec-

tiveness or do not meet the rounding.

4.3.11 Standard setting: Click on the "standard set” box into the standard setup interface
(Figure 4-13)

ItemParameterSetting

| MainParameterSet || NC/PC 8et | Cub-Off Formula | AwailabilityTudgernert

Set up the standard concentration

{concentration needs increasing)

Standard count |1 ID  Standard on
1 1. 000

Diluted times

ConcentrationTTnit

Double Standard

 OK ks save XCancel

Figure 4-13 Standard setup interface
Concentration: reagents measurements to calculate the concentration used. To choose from,
edit, see "System dictionary” section.
The number of standards: the calculation method all calculate method except ABS and
CUTOFF
Single point calibration standard number is fixed to one, the other method of calculating the
number of standard 2-8
Dilution factor: calculation method except ABS and CUTOFF
The actual test concentration multiplied by the coefficient of multiples can not be zero value.

Reagent manual settings, the default value of 1

Web: https://elisa—washer.com 13 E-mail: info@elisa-washer.com
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The standard settings: double-click Figure standard form corresponding to the concentration

of standard box, modify the standard concentration value, the standard concentration must

be incremental relations.

Calibration curve: If the Item has set the standard, will box in the right side of the standard

curve calibration curve

4.3.12 Quality control settings: Click the "quality control settings” box, enter the quality control

settings interface (Figure 4-14)

ItemParameterSetting

MairParameterSet | NC/PC Set | Cut-Off Forrmula | vailabilityTudgement | StandardSet | QCSet |

® Known X. SD

oQc1 oQc 2
BatchNum | BatchNum |
QC method QC method

® Known X. SD

O LT OLI

) Grubbs © Grubbs
TargetValue | | TargetValue | |
SD 7] SD ‘ l

/ OK lH Savel \S‘Cancell

Figure 4-14 Quality control settings interface

Batch Number: QC batch numbers of reagents

Target value: quality control reagents.

Standard deviation: standard deviation of the quality control reagents

Set the Item'’s quality control lot number, the target value and standard deviation Target value
and standard deviation of adjusted appropriately according to the calculated value of the
actual test, display quality control Figure coordinates with inappropriate target value or stan-
dard deviation may lead to a test value in the quality control Figure can not be displayed.
Modify the ltem: in the list of items to select an item, press the "Edit" button to modify the Item
parameters

Cut-off Item is modified to retain the control value, re-calculate the value of each CO (The
product supports multiple Cut-off formula)

Quantitative Item modified to retain the standard absorbance value, re-draw the curve

Note: The negative and positive of sexual control or the number of standard changes, remove
all the CO value or standard absorbance curve

Deleted Items: Select an item in the list of items, press the "delete” button, pop-up confirma-

tion window. Click "Yes" key to delete the item, press "No" button to cancel the delete operation.
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H Sample test

5.1 Layout window
Click on the "sample test" button in the main interface to enter the samples to test the main

window

Layout¥indow

2
£
<

Shake/Run way E‘SlmmeNO

|J_—% Useldodel ,;’_ Saveldodel E

I LayoutCont
& B i o E F G H I J K L

O Sample

; O Blank
O Negative
O Positive
3 Standard
O qQcC

O Clear

Layoutall

& Clearhl

@

‘,’ Test

& Return

Figure 5-1 Samples to test the main window

5.2 Layout steps

1. Select the layout Item: click on the Figure 5-1 Item selection box "Select layout Items, Each
board can simultaneously measure a number of different ltems

2. Select holes: (Note: If the existing layout of the layout bar, please click “clear all” button, clear
layout column)

1) Sample S: first click on the right side of the sample S to determine the contents of the next
layout sample. Then the user can click on any wish to set as the sample holes, cloth a single
click the corresponding cell samples, click the list header, can be deployed as a sample, click

displayed as: égﬂggﬂl S02201 meaning: S is expressed as the sample, 02 201 for the sample
‘Hb=fg

number, which 0220 February 20, 1 for February 20, the first sample. The sample numbers are
not repeated, each sample corresponds to a patient. HBsAg on behalf of measurement ltem
name

2) Blank B: blank hole in the ltem test for the absorbance of zero, and the absorbance of the
other holes have to subtract the absorbance value of blank wells. According to the require-

ments of the different items of test, the user can choose whether to set the blank.
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The preservation and use of the old blank: blank hole test results will be automatically saved,
if not in the same Item, a follow-up test to reset the blank, the system automatically calculat-
ed the old blank. Each Item is simply set up a blank hole

3) Negative control, N: to be effective only in the method of calculating the Cut-Off Item.
According to the formula of the Cut-Off, in addition to the negative control coefficient is 0, the
user must be set to a negative control. Each item allows setting up multiple negative control
(mean) The absorbance and the corresponding Cut-Off value controls when the Item test cal-
culations will be automatically saved in the follow-up testing of the same Item, if you do not
reconfigure the control system will use the old Cut-Off Values for calibration.

4) P: of the positive control and negative control settings similar

5) Standard D: standard calibration is required in the Item settings If the Item has the old
standard, the user can choose not to set standards (using the old standard calibration) or
re-set all the standards, not allowed to set some standard. Click the standard hole, the system
can also turn mark for the DI, D2, .. All standard setting is completed, if the user click again, the
system will prompt the number of standard full.

Note: If an item set test standards, and calibration results, the new standard will cover the
ltem’s old standard.

6) QC Q: set up quality control in the Item settings. The internal quality control is to control
serum together with the sample measurement

7) Clear C: To clear a single hole of the fabric content, you can select Clear and then click on
the appropriate holes to clear the original fabric content. Click the list header to clear the
entire column to the fabric content, click the row header, the cloth to clear the entire line.

Layout instance: Figure 5-2 is a layout instance

TestReportsLlist

TestReportsList BoardNum: 201311305 DispleyContent

& B C D E F G H I I K It: ® PlanBo ard
1 311301 (311302 (511303 511304 511306 311306 511307 511308 S11308 (5113010 3113011 5113012 O ODValue
HEzigz |Hbsig HE=iz |Hbsly HEszdz HBsigz Hbshg HBziz  HBsLg HBsAz |Hbslz (HEshg

O Qualitative
g 5113013 5113014 5113015 5113016 5113017 5113018 5113019 5113020 5113021 5113022 5113023 51135024
HEzigz |Hbsig  HE=ziz |(HEsigy HEszAz HB=sigz Hbshg HBziz  HBsbhg HBzAz |Hbslgz HE=hg O Calibration

nt Pl
Hhzhz HEshg BaveData

3
TestReport
PrirtBoard

QC Curve

CalibrateCurve

HHAHHR

& Return

Figure5-2 Layout instance
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3. Layout the entire board: select the "Sample " button, click “Layout all’, the system will auto-
matically sample covered the entire board

4. Clear the entire board: If the layout are not satisfied, you can click the "Clear all’

5. Save the template: Layout finished boards after click "Save Model” button, enter the deposit

template interface (Figure 5-3):

Savelodel¥indow

ModelList

ID ModelName SampleNum

ModelName:

‘ l K Delete

EemarksIf the new

modelllame and stored

IModellTame 15 same,

The Mew otie will cover
the old model. &% Return

Figure 5-3 Save the template window
Press their own habits the name of the input template in the template name "edit box, then
click” OK "button layout column content is saved as a template to facilitate the next time you
use. If the user wants to delete a template, you can select a template, and then click the
"Delete” button to remove the template

6. Adjust the template: click on the "platen” button, enter the platen window (Figure 5-4):

Savelodel¥indow

ModelList

ID ModelName SampleNum
1 HBsAg 96

ModelName:

iI—IBsAg ‘ [x Deletel

EemarksIf the new

modelMlame and stored

Modellame 15 same,

The Mew one will cover
the old model &% Return

Figure 5-4 Platen window

User to select the template you want to call the appropriate template name will be displayed

in the Template Name box, then click "OK" button to the template layout content in the layout bar
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7. Vibration [ board way to go: Click on the "vibration / walking board mode" button, enter the

vibration / go board set the interface (Figure 5-5)

[9=1[E3

RunMode Shake board before test
© Stepping Type ShakeSpeed iNot v
O Successive Type ShakeTiine !70 a5

Figure 5-5 Vibration [ go board set box

Running board: Step running board or walking for the board, the system default for Step run-
ning board
Vibration plate: If need to vibrate before test ,can set the speed of the vibration plate, vibration

plate time. The system default for measuring weak board

5.3 Test

Click on the "Test" button, the software into the measurement, wait for the interface (Figure

5-6), the instrument began to walk the board measurement

Testting

Light source has stable

The machine is testing, please wait a moment

Figure 5-6 Sample test to wait for the interface
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5.4 Results calculate
Test over, the OD value will display automatically as following:

TestReportsList
TestReportsList BoardNum:201311305 TheplauC oitent

A B c D E F G H I T K L o PlanBeard

1 0,128 0.137 0.132 0. 137 0. 141 0,139 0. 145 0,137 0,071 0. 025 0.000 0. 000 i
O Qualitative
20112 0.121 0.121 0. 126 0. 104 0.110 0.113 0. 096 0.111 0.1058 0.109 0. 098 . :
O Calibration

3 0.000  0.000 SaveData

TestReport

ErintBoard

s

QC Curve

=5

CalibrateCurve

&% Return

Press “Save data’, click “ Qualitative”, the Negative and positive result will display as following:

TestReportsLlist | i El
TestReportsList BoardNum: 201311305 DispleyContent
A B c D E F G H it I K L O PlanBoard

1 Posite Posit: Posite Poszits Posit- Poszits Posit'r Posits Negat' Negat: Negat- Negat-- O ODValue

®

2 Poszit-- |Pogit: Posit-- |Poszit- Negat--- Poszit- Posit-- Negat- Poszit-- Posit- Poszit-- Negat--

4 BaveData

TestEeport

PrintBoard

s
O,
QO
%
=3
&
5

QC Curve

CalibrateCurve

,I
.
5

If the item is Quantitative item, you can press “Calibration” button, then the number result will display.
Click on the "Plan board" can view the layout

Click on the “OD value “can view the absorbance value, double-click a single sample holes,
you can modify the sample absorbance

Click on the "qualitative” can see the qualitative value.

Click on the "Calibration™ can view the calibration value

Click "Save data * button can save the current test results, save over will display "Data saved
successfully”

Click the "Test report” into a report on the results window to view all test results

Click on "Print board” can print the report of the entire board

Click on "QC curve" if the layout of quality control, you can check the quality control curve

Click on the “calibrate curve” standard layout, you can view the calibration curve.
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n Report

Click "Report” button in the main interface to enter patient information window (Figure 6-1)

[ Patient InFoList
PatientList
PatientNO  SampleNO  Name Sex | TestTimes TestDate =
; e Add
1 8011 kevin Male 0 2012-08-01
2 8012 joan Male 0 2012-08-01 » 7 Modify
3 8013 cathrine ~ Male |0 2012-08-01 X Delete
Start-End MO
L |
L 1
7 0K
TestResult
f; Refresh
&% Return
£ >

Figure 6-1 Patient list
6.1 Basic operation
Including add, modify, and delete patient information and view the function of the test results
Click the "Add" button to add new patient information
As one patient is selected, click "Modify" button to modify the information
As one patient is selected, click "Delete” button, delete the information and results of the patient.
Click on the "test results” button, the system enters the report on the results window, a list of
test results will be displayed the day of all patient test results.

6.2 Patient information
Click the "Add" button or select a patient, click the “Modify” button, the system to enter patient

information window (Figure 6-2):

PatientInFoNanagement

PatientInFo

PatientNO E'z SampleType 'Serum v
Name \: SubmissionDepartment @
Sex Male v SubmissionDoctor .Zhan_gsan v
Age Years v TestDepartment 'Laboratcny &
BedNO TestDoctor LIsi v
HospitalNO \: AuditDoctor @
SubmissionDate \E PatientType i@’

TestDate 2013-11-30 *

Remarks: | |

Figure6-2 The patient information editing window
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Patient NO.: The system will increase automatically, if you add patient, the patient NO. which
need to input the last four number only, the front four number create automatically as the
date.

Name: The patient's name

Sex: Male, female, unknown

Age: units old, month, week, day, time to choose

Bed NO: the number of patients in hospital bed NO.

Hospital NO:

Submission Date: The default is, the user can modify

Sample type: set in the system dictionary, simply select

Submission department: set in the system dictionary, simply select

Operator can set submission doctors, test department, test doctor, audit doctor, patient type,
test date.

Note: You can fill in the information of the patient's clinical response

Press the "Save’ button to save the settings.

Press the “Return” button to cancel the change or set.

6.3 Print report

In the main interface,click on "Report” button to enter into the patient information window.

Click "test results” button, enter the report on the results window (Figure 7-1)

ResultReport
ResultReport
. x Delete
sampleNC Name  Sex Testltem TestResult  Unit FReferRange Tes
111301 Male 2012 @ Drictetiing
Z Mohar' male ABS Positive i 2013 =
+AddRestﬂt
" Save

oK cancel

Refresh

il

&% Return

Figure 7-1 Report on the results window
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6.3.1 Print setting: Click the "Print Setting” to enter the print formatting box (Figure 8-4):

PrintReportFormatSetting

Print content selection box:

Options:
@ ReportFormat A
1 ODValue
] 8/COValue o XXX Hospital ELISA Reporte O ReportFormat B
Nama. Lily Sax. Femal Age. 20 SampleTipe. WE.
DatiantNO: 1 Samplati0: 7301 BadNO: 1 PatientType: OutPatient.,

[ Cut-Offvalue O ReportFormat C

Testltem Abbreviation TestRe:ult ReferRange TUnit OD  5/CO.

HBsAz  HEsAz  Nemsive <0015 SCO 0235 0015
. HEsAz  HBsAz  Dosnvel <0015 SCO 103 0015
Compulsory: HEsAz  HBsAz  Posivel <0015 SO 103 0415,
HB:A:  HEsAz  Nemsive <0015 SICO 0236 0015
TestItem
Abbreviations Sbilale: P11 2E sl o Subleparis, M
TestDate: 2012-10-28 TestDr: David AuditDr: Lilsi.,

PrintTims;20]2-10-28 13:28:15  Note:The m=port iz msponsible for this spacimen only!.
TestReports

EeferenceRange

Tnit

& Return

There have three formats to be chosen, “‘Report format A”, “Report format B’, “Report format C’.

If you want to print “OD value”,"S/CO Value”, "Cut-Off Value”, you select it in the left, press “ok”

to save

6.3.2 .Batch Printing: Click the "Batch Print’, system put into "batch print settings box"
(Figure 7-2)

StartPatientNum: 1130

EndPatientNum: (1130

TestDate: 2013-11-30 ¢

w

‘ W OK ‘ yCaucel

Figure 7-2 Batch print settings box

Patients will want to print the start and end number in the batch print settings box “input, and
then click” OK "button, you can print
6.3.3. Single print: selected patients where the line will be printed first, and then click the "Print”

button, you can print
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6.3.4 Add results: If you want to be added to a patient measurement results, the patient can
select the row, then click the "Add a result” button, you can input any results of the patient,dis-

play as following:

AddTestResult
SampleNi
Name Mohamed Sex male
Testitem ABS v TestResu Positive v
Unit ! ReferRan:
OD 0.4 cut off 0.105
SICO 3.80 TestDate 2013-11-30

6.3.5 Delete
Please use the mouse to click on the title bar to choose one or more rows of data that you

want to delete, then click the "Delete” button, you can delete the row

I8 ResultReport.
ResultReport :
5 x Delete
‘ampleNl Name Sex TestItem TestResult Unit ReferRange Tes
111301 Hale 2018 [ prsons
2 Mohar male AB3 MR- 1oi0 socords 2013

== BatchPrint
Delete records

]
g

Do you want to
delete this record? =

LddEesult
——
v Save

x Cancel

Refiesh

il

&% Return

Save: add or delete the results submitted to the database
Cancel: to cancel the previous step to add or delete results of operations, so that failure.

Return: Click the “Return” button to return.
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n System Settings

Click on the "System Settings" button in the main window, enter into the System Settings

module (Figure 7-1).

Systemlanagement

SystemManagement

SystemParameters DataDelete

B o

SystemDictionary AdjustPotentiometer

Figure 7-1 System settings interface

7.1 System parameters
Click on the "System Parameters” button to enter the system parameter interface

(see Figure 4-2)

SystemSetting

SystemSetting

HospitalName ‘ k4 Hospital ‘

SystemDate  2012-8-1 {
SystemTime ~ |11:11:58 :
ControlType ‘PC Control V‘
SaidPort  |COMI v
PrinterType |Extemal USB inkjet printer V‘

[,/ OKI lﬂ Retuml

Figure 7-2 System pdrometer interface

Web: https://elisa-washer.com 24 E-mail: info@elisa-washer.com



ELISA

S WASHER

Hospital Name: Enter the user Name of organization can be used to print a report on the title;
System: display the current system date

System Time: Displays the current system time;

Control Type: optional touch screen control or PC control;

Serial port: Set the instrument and computer serial port;

Printer Type: Select the current system is suitable for the type of printer;

Click "OK" button to save your settings and return, click on "Cancel’ button does not save the

settings and return

7.2 System dictionary
Click on the "dictionary” button to enter the system dictionary editing interface
(Figure 7-3):

SystemDictionary

SystemDictionary

D DepartmentN

1 Laboratory DictionaryName

2 Medical

3 Pediatrics @ Departrnent Name O Bubmission doctor
4 Gynecology

5 Surgical O Concentration Unit O Inspection doctor

O Types of samples O Andit doctor

| o Add ‘ l)(Delete‘ l v Savel ’x Cancell la Retum‘

Figure 7-3 The system dictionary interface

Operator can add and modify and delete, including the department name, concentration
units, the sample type examination and the doctor, the examining physician, audit doctors.
Review: Double-click the table corresponds to modify the contents of, and then enter the
appropriate information, then click "OK" button to save.

Delete: click to select rows to delete, then click "Delete” button, then click "OK" button to save.
If you do not want to save the changes made on the form, click on "Cancel” button to cancel

the change. Click the "Return” button to return to a window.
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7.3 Data deletion

Click on the "delete” button, enter delete interface (Figure 7-4):

DataDelete
Please choose the content to delete Please select the time to delete
@ Test results report O The day of the test results report
O The whole board test report O Armonth before test results report
© Quality manage report O All the test results report

W OK lﬂ Retuml

Figure 7-4 Data deleted interface
Delete interface to select the appropriate option, then click "OK" button to delete the corre-

sponding data in the database, this can save database space. Click “‘Return” button to return

to an interface.

7.4 Potentiometer adjustment
Potential regulatory function only allows a company to develop or after-sale use, so it is nec-
essary to verify the identity of the person login, click on the “potentiometer adjustment” button

to enter the system administrator login screen (Figure 7-5):

f—'_‘ LoginScreen

The System Administrator Login Screen

UzerName- | admin

Pazsword:

Figure 7-5 System administrator login screen
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n Data Search

On the main screen, click the "Data search” button, enter data search window (Figure 8-1):

DataSearch

DataSearch

Please choose the content to search The search conditions

O Ltemreports [ SarnpleNO |
C Whole board reports [] Name . |

O Btandard curve [] HospitalNO |
O Quality Control reports [] TestDate 12012-8-1 i
O Btatistical data

l ,\ Search l lﬁ Retuml

Figure 8-1 Data search window

8.1 Patient data search

Patient data is selected, enter the patient data search, the default search for patient data.
Sample number, name, date of inspection, have a check box, you can check the box to the
query editor. Input samples, the name, test date.

Search information editing, click on "Search” button, enter the patient information window.
The patient list displays the sample humber, name, gender, number of detections, inspection
date information of the patients that match the query conditions.

Select the patient, click on the "test results” button, and enter the results of the report window.
Select the patient, click on the "Edit" button to enter the patient information editing window, you

can view the patient's patient information.

8.2 Item report query
Select the “Item reports” in the left, “ltem name” "Test date” in the right, Press “Search’, the item
test results search in accordance with the Iltem name and date of inspection queries

(see Figure 8-2)
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DataSearch
DataSearch
Please choose the content to search The search conditions
O The patients data TtemMarme |I—IBsAg v

O Whole board reports

O Btandard curve

O Quality Control reports TestDate 12012-8-1
O Btatistical data

l ,\ Search l ld"‘ Retuml

Figure 8-2 Sample report search

Report on the results window displays the specified item, specified date all test results of the

patient's name, sample number, test results, qualitative information

8.3 Entire board report query

Select the report of the entire board, report of inquiries into the entire board (Figure 8-3):

DataSearch

DataSearch
Please choose the content to search The search conditions
O The patients data
O Ttemreports
® Whole board reports BoardNO i] |

O Btandard curve

© Quality Control reports TestDate |201 2-8-1

O Btatistical data

’ =9 Search l lb Retuml

Figure 8-3 Entire board report query

Enter the board number and date of inspection click on "Search” button, the system jumps to

the list of test results, other operations, see 5.4 The measurements show
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8.4 Standard curve inquiry

"Standard curve” is selected, enter the query of the standard curve (Figure 8-4):

DataSearch
DataSearch
Pleaze choose the content to search The search conditions
O The patients data Iternliame  |[HBsAg v

O Ttem reports

O Whole board reports

® Standard curve,

O Quality Control reports

O Btatistical data

| ,\ Search l [0 Retum‘

Figure 8-4 Standard curve inquiry

Enter a Item name, and click "Search” button, if the calibration curve, the system will pop-up
box (Figure 8-4):

The item not been calibrated !

(o

Figure 8-5 System prompt box

If the query Item has been the calibration curve, the system will enter the calibration curve

shows the box for calibration curve.

8.5 Quality control report query

Select the quality control report, go to “control report” queries (Figure 8-5):
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E DataSearch

DataSearch

Please choose the content to search The search conditions

O The patients data Ttermniame
O Ttem reports QCMounth 2012 ;

O Whole board reports

O Btandard curve

O Btatistical data

[ Q Search‘ [i‘ RetumJ

Figure 8-6 Quality control report query

Selected in the query to query the Item name and quality control in January, click on "Search”
button, if the query Item quality control, then enter the QC curve display (Figure 8-7)

ID 3stRe_SL1_1 _Te_st[_?ate_

B Il 7 2

=

i E% AddResult

lx DeleteResult

Figure 8-7 Quality control report window

[ E Print

The quality control report window displays the specified Item given month's QC data, batch
number, the target value of X, the standard deviation SD and other information.Click the "Print”
button to print the QC curve, click the "Add results” increase the quality control data. Edited to
add the QC data, click on "OK" button, and quality control curve will be redrawn. Select a quali-
ty control data, and then click the "Remove result” button to remove the QC data. Click "OK"

button, and quality control curve will be redrawn
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8.6 Statistical Data search

Select the "Statistics” and enter the statistical data query (as shown in Figure 8-12):

E DataSearch

DataSearch
Please choose the content to search The search conditions
O The patients data O The patients data
O Ltemreports O Negative
O Whole board reports O Positive
O Btandard curve Start Date |2012-8-1 il
O Quality Control reports End Date |2012-8-1 {

l . Search‘ [6 Retum}

Figure 8-8 Enquiries on Statistical Data

Patient statistics: Displays the monthly number of patients
The Item sample statistics: Displays the number of samples each month

Quality control statistics: display the number of monthly quality control
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