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5. To set the date/time, language, test parameter's unit, network, LIS parameter,
sound volume, or LCD brightness, enter the ‘General Settings’ menu. Especially, in
case unit setting, the analyzer is capable of setting test parameters corresponding

to test type and the parameters can be adjusted larger by updating of analyzer
software.

Language

Units Network

LIS Parameters Volume/Brightness

2016.10.26 1 16:20:01

<Setting the date/time>

<Setting the language>
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<Setting the test parameter's unit>
Units

u-ALB mg/L
CRP mg/L
HbA1c [NGSP], [IFCC], [mg/dL]
BEiiy ng/ml

D-dimer ug/ml FEU

2018.04.04 119:38:25

the network>

<Setting

IP Address 19216832201

<Setting the LIS parameter>

LIS Parameters

1P Address
PortNumber
Auto Send @O0n @ Off
Resend Function ® On © Off

2018.04.04 1 19:38:38

It is recommended to consult with the technician as for the setting
the network or the LIS parameter.

Note
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<Setting the sound volume/LCD brightness>
/olume/Brightness

OK

2016,10,26




6th: Supervisor > Info
1. To display and view the analyzer's current version of software, firmware or
network, enter the ‘Info’ menu.

gﬂpag,aa?:r Load/Save Update Settings

2016.10.26 1 16:25:24

Info

2016.10.26 ' 16:

2. When selecting ‘View Version’, the version information of the software and
firmware will be displayed. Press ‘OK’ to confirm.

S/W Version : V1.00_R020
F/W Version : 0.5
Serial NO. : FA20A02AA0070

2018.04.04 119:39:10
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3. When selecting ‘View Network’, the information of the network will be
displayed. Press ‘OK’ to confirm.

Info

IP ADDRESS 192.168.33.26
GATEWAY 192.168.33.1
PORT NUMBER 65501

Mac Address 02:73:72:30:08:86

4.04 119:39:18
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Performing a Measurement

Check the following before performing the measurement:
Is the analyzer connected with AC/DC adaptor?

- Are date and time correct?
Have you checked the analyzer's setting?

Select the Desired Test Mode

Standard Test Mode may be most convenient for reading a single patient
sample, as the user can standard test during the development period. Read Only
Mode may be most convenient for analysis of large numbers as the analyzer can
quickly read multiple patient samples sequentially.

Standard Test Mode
1. First, select ‘Standard Test’ mode. Refer to assay specific package insert for
collecting specimen for the test and preparing the test procedure.

Calibration

Je!

Read Review Supervisor

Only

2016.11.25 17:26:00

2. Input operator ID, patient ID, and order #. The operator ID can also be input
with the barcode scanner. If the ID is not input into the analyzer with touching
‘Direct’, the analyzer will regard the test as that of the guest.

Standard Test
Operator ID Patient ID

Cancel Direct

2016.11.25 17:16:42
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3. Once the ‘Insert Device’ is displayed on the screen, insert the specified test
device into the analyzer’s test slot.

Q

4. When inserting the test device to the analyzer, the analyzer will automatically
check whether it is used or not. Also, the analyzer will read the barcode data
and check the test device is valid to start the test.

Q

5. When the procedure of checking the test device is completed, apply the specimen
to the sample well of the test device and press the ‘START’ immediately.
Standard Test ABC |

Influenza

L

1

2016.11.25 117:27:30
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6. The test device is developed in the analyzer. The time for development
depends on the type of the test device.

Standard Test
Influenza

Waiting
09:49

2016.11.25 117:27:35

7. Then, the analyzer will automatically scan and analyze the test results. The
scanning times can vary with the type of the test device.

Standard Test
Influenza

Analyzing

2016.11.25 1 17:37:31

8. Once the development time is finished, the test results will be displayed. Also,
the analyzer will be able to print out the test results when auto-printing is on.
Standard Test
Result
[Influenza)
Patient ID:

Date:
Operator ID:

Influen;
Influen;

2016.11.25117:38:19
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9. When pressing ‘OK’, 'Eject Device' message will be displayed. Then, you
should remove the test device from the analyzer.

Standard Test

Eject
Device

2016.11.25 1 17:41:00

10. When test device is ejected, the analyzer will move to another test log-in
menu to perform the next test. Press ‘Cancel’ at any procedure to quit the
ongoing test progress.

Standard Test
Operator ID Patient ID

2016.11.25 1 17:16:42

Read Only Mode
1. First, select 'Read Only' mode. Refer to assay specific package insert for
collecting specimen for the test and preparing the test procedure.

Standard Calibration

Test
P

Rea d Review Supervisor

nl
BRI ) IR

2016.11.25 117:31:00
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2. Input operator ID, patient ID, and order #. The operator ID can also be input
with the barcode scanner. If the ID is not input into the analyzer with touching
'Direct’, the analyzer will regard the test as that of the guest.

Read Only
Operator ID Patient ID

Cancel Direct

2016.11.25 117:36:50

3. Prepare test device, label the test device accordingly and place them.

- Add prepared specimen #1 to the test device #1, then immediately set
your timer to the designated development time as indicated in the assay-
specific package insert.

One minute later, add specimen #2 to the test device #2.
Continue to add the appropriate prepared specimen to its appropriate test
device at an interval of one minute.

4 4 4 4 /4
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4. When the timer goes off for test device #1, then insert test device #1 into the
analyzer, the analyzer will display the result in approximately ten seconds.

Q

5. When inserting the test device to the analyzer, the analyzer will automatically
check whether it is used or not. Also, the analyzer will read the barcode data
and check the test device is valid to start the test.

Q

6. Then, the analyzer will automatically scan and analyze the test results on the
screen.

Read Only

Result

Operator ID:
Influenza A; lege (-),C01=0.16
Influenza B: lege (-),C01=0.07

Procedural Control: Valid

OK Print

2016.11.25117:38:19
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7. When pressing ‘OK’, 'Eject Device' message will be displayed. Then, you
should remove the test device from the analyzer.

Read Only

Eject
Device

AN

2016.11.25 1 17:41:00

8. When test device is gjected, the analyzer will move to another test log-in menu
to perform the next test. Press ‘Cancel’ at any procedure to quit the ongoing
test progress.

Read Only
Operator ID Patient ID

Cancel Direct

2016.11.25 117:36:50
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Displaying Stored Measured Values

1.

3.

44

The STANDARD F200 Analyzer has 3000 measured memories together with
date, time and flags allowing you to review them in order from the most recent
to the oldest. When the memory is full and a new result is added, the analyzer
will delete out the oldest one.

You can review QC calibration, and patient result separately in review menu.
And if you press a record, you can see the detailed result and send it to PC or
LIS/HIS server with LAN connection. You can also delete the records as well.

Review
Patient Results ‘ Calibration Results QCResult

OperatorlD PatientlD  Item Date
guest Influenza =11~

Select SendResults  Detailed Results

2016.11.26 1 17:51:53

In any list of the test results, you may select specific record. After selecting the
required record, you can check and print it in detail.

Review

Patient ID:
Date: 2017-03-23 16:30:12
Operator ID: quest

Influenza A: P (

Influenza B:

Procedural Control: Valid

OK Print

2016.11.25117:38:19




Send Results

1. Among several ways to send the test result, you can choose the proper way
to communicate with data server.

Send Unsent Results Send All Patient Results

Send Last Result Send All QC Results

Send All Results Send Selected Result

<Sending the unsent results>

<Sending the last results>
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<Sending all results>

2016,11,14

<Sending selected results>

2016.11.14
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Control Test

It is important to perform control tests with more than one level of control to
assure your system is working properly and your testing technique is good.

When to use the control
- Using the analyzer for the first time.
- To check the test device when you open a new device packaging.
If you drop the analyzer.
- Whenever your result does not agree with the way you feel.
- If you repeat a test, and the result is still lower or higher than expected.
- When you want to check the performance of the analyzer and test device.

Before using the control

Check the expiration date. Do not use after expiration or discard date (date
opened plus three months), whichever comes first.

How to Run the Quality Control

1. To run the quality control according to the specific test type. Refer to the assay-
specific package insert for preparing the test with QC control that is proper
for the each type of the test device. Enter operator ID and CS Info before the

staring.

Operator ID Control ID

Cancel Direct

2018.04.04 120:14:15

() The operator ID and CS Info can be entered into the analyzer with
@ touch panel or USB keyboard. And they can be entered with SDB
Note  barcode reader as well which is purchased separately.
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2. Once the ‘Insert Device' is displayed on the screen, insert the specified test
device into the analyzer’s test slot.

QC

Insert
Device

2016.11.25 1 17:26:45

3. When inserting the test device to the analyzer, the analyzer will automatically
check whether it is unused or not. Also, the analyzer will read the barcode
data and check the test device is valid to start the test.

Device Checking

2016.11.25 1 17:27:00

4. When the procedure of checking the test device is completed, apply the control
to the sample well of the test device and press the 'START' immediately.

QC
Influenza

L

1

2016.11.25 117:27:30
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5. The test device is developed in the analyzer.

QC
Influenza

Waiting
09:49

2016.11.25 1 17:27:35

6. Then, the analyzer will automatically scan and analyze the test results.

QC
Influenza

Analyzing

2016.11.25 1 17:37:31

7. Once the development time is finished, the test results will be displayed. Also,
the analyzer will be able to print out the test results when auto-printing is on.

Result

[Influenza]

CS Info: Negative(-)
Date: 2016/11/2517:38:

Operator ID: guest
Influenza A/B:

Procedural Control: Valid

OK Print

2016.11.25 117:38:23
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8. After the procedure of analyzing the test device is completed, 'Eject Device'
message Wil be displayed. Then, you should remove the test device from the
analyzer.

2016.11.25 1 17:41:00
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Calibration Set Test

Calibration set test is the required function that ensures optimal performance by
checking the designated method.

When to use calibration set

- Whenever the analyzer is powered on.

- When you drop the analyzer.

- Whenever you do not agree with your result.

- When you want to check the performance of an analyzer and test device.
Precautions and warnings

- The calibration set test cannot be replaced with the control test.

How to Run the Calibration Set Test

1. To run the calibration set test, select the ‘Calibration’” menu. Enter operator ID
before the staring calibration set test.

Operator ID

) The operator ID can be entered into the analyzer with touch panel
@ or USB keyboard. And they can be entered with SDB barcode
Note  reader as well which is purchased separately.
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2. Once the ‘Insert Device’ is displayed on the screen, insert the CAL-1 into the
analyzer’s test slot.

Calibration Insert Cal-1

Insert
Device

N

2018.04.04 1 19:39:47

3. When inserting the test device to the analyzer, the analyzer will automatically
check whether the CAL-1 is used or not. Additionally, the analyzer will read the
barcode data and check the device is valid to start the calibration set test.

Calibration
Calibration

Device Checking

2016.11.14 13:48:14
4. Next, insert CAL-2 for UV testing.
Calibration Insert Cal-2

Insert
Device

2016.11.14 13:48:44
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5. Insert CAL-3 for RGB-LED testing. Ensure that insert CAL-2 and CAL-3 in
order. Never change the order.
Calibratior Insert Cal-3

2016.11.14 1 13:49:05 ‘ Back

6. If measured value is within the normal range, ‘OK’ message will be displayed
on the screen.

7. If measured value is not within the normal range, ‘EEE’ message will be
displayed on the screen.

2016.11.14 1 13:54:36
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Cleaning the Analyzer

To prevent malfunction of the analyzer, keep the test slot free from specimen
moisture or dust. Use lint-free cloths. For cleaning, there are suitable solutions
such as mild suds, 70 % ethanol or isopropyl alcohol. At the professional case
(e.g.doctor’s surgery), a mixture of 1-propanol, 2-propanol and glutaraldehyde is
recommended.

é Do not use an abrasive cloth or antiseptic solution, as these may
damage the display screen. Always switch off the analyzer before

Caution  Cleaning it.

Maintenance and Transportation

When turning analyzer on, it will automatically tests its own system every time and
let you know if something is wrong.

® - Keep the test slot and internal part of analyzer free from dust.
%] - The carrying case was designed to store a variety of supplies
Note and protect your analyzer.

For transporting the analyzer, it needs to be stored at -20 to
50°C (-4 to 122°F) and 10% to 93% RH.
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Warning Messages

Indication

Warning description

Warning: Operator ID
Press ‘OK’ not entering the operator's ID.

Solution
Enter the operator's ID First, and then press ‘OK’

Warning: Not connected USB
Not inserting USB.

Solution
Confirm USB is inserted correctly.

Warning: Password
Entering incorrect password of supervisor.

Solution
Enter valid and correct password.

Warning: There isn't the UpdateFile.
Updated file doesn'’t exist in the USB.

Solution

Confirm that the updated file is in USB. When
ensuring the updated file, insert USB and
press ‘OK’.

Warning: Select the Filename.
Not selecting the setting file in ‘Load Settings’
menu.

Solution
Check the file name and select it correctly.
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Indication

Warning description

Warning: Review
Not selecting in review data list.

Solution
Press ‘Send selected result’ after selecting the
result.

Warning: Unregistered Operator ID
Entered operator ID does not be registered.

Solution
Add operator ID in set mode.

Warning: Out of Paper
There is no printer paper in analyzer.

Solution
Refill printer paper.

Warning: Incorrect IP address
Check IP address.

Solution
Confirm that entered IP address and input
correct IP address.

Warning: Full memory
Store the maximum of 3000 data.

Solution
If the next test result is measured after this
warning, the oldest result is erased.




Error Messages

Indication

Error description

EO1: Test Device Error
The test device is damaged or inserted
improperly.

Solution
Discard the test device and re-test with a new
test device and a new specimen.

EO02: Blood Specimen Error
An insufficient blood has been applied.

Solution

Re-test with the new test device with an
enough specimen, ensuring that blood is
placed to the narrow channel in the top edge
of the test device.

EO03: Expired Test Device
The test devices are expired.

Solution
Re-test with the new test device with non-
expired date.
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Indication

Error description

E04: Temperature Error Unknown Barcode
The environmental temperature is above or
below the operating range of the analyzer.

Solution

Move to an area in the acceptable temperature
range for the test device, and perform the test.
Do not heat or cool the analyzer artificially.

EO05: Communication Error
The communication between analyzer and
barcode or printer is failed.

Solution

Connect again between analyzer and external
device. If the error continues after turning
ON/OFF the analyzer, please contact SD
BIOSENSOR, Inc.

EQ6: Out of total hemoglobin
The measured total hemoglobin is out of the
range of 7 to 23g/dL.

Solution

This error occurs with a specimen known to
have total hemoglobin in the abnormal range.
If the error continues after turning ON/OFF the
analyzer, please contact SD BIOSENSOR, Inc.

Result: Extremely Low C line
The test is invalid.

Solution

Re-test with the new test device and the new
patient's specimen. If the error continues after
turning ON/OFF the analyzer, please contact
SD BIOSENSOR, Inc.
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Indication

Error description

E12: Calibration Overdue
The calibration is overdue.

Solution
If the error continues after turning ON/OFF the
analyzer, please contact SD BIOSENSOR, Inc.

E13: Not Supported Test Device
Loading test device is not proper for the
analyzer.

Solution
Check the type of the test device whether it is
manufactured by SD Biosensor, Inc.

EEE: Internal Error Message for the Analyzer
Internal error has appeared.

Solution
If the error continues after turning ON/OFF the
analyzer, please contact SD BIOSENSOR, Inc.

59



ANNEX

Protection against Infections

There is a potential risk of infection. Medical staff using the STANDARD F200

Analyzer to perform measurements for more than one patient must be aware that

any object coming into contact with human specimen is a potential source of

infection.

e Use gloves.

e Apply sample outside the analyzer.

e Follow all other locally applicable guidelines and regulations on health and
safety.

Electromagnetic Compatibility

The STANDARD F200 Analyzer meets the electromagnetic immunity
requirements as per EN ISO 15197 Annex A. The chosen basis for electrostatic
discharge immunity testing was basic standard IEC 61000-4-2. In addition,
it meets the electro-magnetic emissions requirements as per EN 61326. Its
electromagnetic emission is thus low. Interference from other electrically driven
equipment is not to be anticipated.
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1. American Diabetes Association, Clinical Practice Recommendation
Guidelines 2003, Diabetes care, Vol. 26. Supplement 1. p.22.

2. Stedman, TL. Stedman’s Medical Dictionary, 27th Edition, 1999, p. 2082.

3. Ellen T. Chen, James H. Nichols, Show-Hong Duh, Glen Hortin, MD:
Diabetes Technology & Therapeutics, Performance Evaluation of Blood
Glucose Monitoring Devices, Oct 2003, Vol. 5, No. 5: 749 -768.

61



Disposal

The STANDARD F200 Analyzer must be disposed according to the local
regulations concerning the disposal of electrical and electronic equipment.
The Waste Electrical and Electronic Equipment (WEEE) regulation implement
provisions of the European Parliament and Council Directive 2002/96/EC ailmed
to reducing the amount of EEE waste going for final disposal. Please contact our
representatives in your area for the respective instructions before disposing.
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Authorized Representative

MT Promedt Consulting GmbH
Altenhofstrasse 80 D-66386 St. Ingbert Germany
Phone : +49 6894 581020, Fax : +49 6894 581021

Manufactured by

d SD Biosensor, Inc.

Head Office

C-4th&5th, 16, Deogyeong-daero 1556beon-gil, Yeongtong-gu,
Suwon-si, Gyeonggi-do, 16690, REPUBLIC OF KOREA
Manufacturing Site

74, Osongsaengmyeong 4-ro, Osong-eup, Heungdeok-gu,
Cheongju-si, Chungcheongbuk-do, 28161, REPUBLIC OF KOREA
www.sdbiosensor.com



