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1.IMPORTANT SAFETY INSTRUCTIONS

Make sure that you are fully aware of the manual before using the device.

(D The device is for In Vitro Diagnostic use.

(2) Device is for medical professional use only.

() Use GREENCARE A1c Hemoglobin AlcTest Kit only for the device.

@ Do not expose the device in overheated environment.

(® Do not expose the device in dusty or pollutant environment.

® Do not use the device if it is not working properly, or if it has suffered any damage.
(@ Conduct control solution test as directed in the manual.

The manual must be contained at proper place.

2. TABLE OF CONTENTS
1. Important safety instructions ---------------==--==-------—- 1p | 8. Control solution 9%
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3.INSTRUCTION
Thank you for your purchase. Please read the manual thoroughly to fully understand the instructions of the device before
using it. Please keep the manual with the analyzer. If you have any questions, please contact your local representative.

3-1.Intended use
A dedicated device for measuring the concentration of glycated hemoglobin(HbA1c) present in human blood using
methods such as HPLC, electrophoresis, or immunoassay.
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3-2, Operating of measurement

This is a device for measuring hemoglobin A1c concentration in the blood by analyzing the intensity of light reflected
from the measurement area, and it is an in vitro diagnostic device that is used professionally in hospitals and clinical
laboratories.

After opening the analyzer cover, insert the cassette of the GREENCARE A1c Hemoglobin A1c Test Kit into the analyzer
holder, collect blood from the blood sampling area at the end of the reagent pack, and insert the reagent pack into the
cassette. When the reagent pack s inserted into the cassette, the sealed part on both sides of the reagent pack s released.
The user closes the cover of the analyzer, the analyzer automatically starts the measurement operation. The result is dis-
played on the screen when the measurement is completed.

4.IMPORTANT INFORMATION

4-1. General precautions

(@ Before using the analyzer, be sure to read and follow the instruction given in the manual.

(@ It may damage the analyzer due to improper use and management, and may result in inaccurate measurement result.
(@ When using the product, first check whether the meter is abnormal or not by using the supplied Check Kit.

@ If the instrument is moved or an error occurs, check the meter with the supplied Check Kit for use.

4-2, Product usage precautions

@ If you are not going to use the analyzer, unplug it and store it.

(2 Use the supplied power adapter and power cable. If you use a power adapter and power cable that is not compatible
with the analyzer, it may cause damage.

(@ The screenis displayed, but if the analyzer does not work, turn off and on the power switch again to confirm operation.
If it does not work, contact your local representative.

@ Do not leave the device where strong magnetic field.

(B Do not leave the device where humidity or temperature changes dramatically.

® Use it on aflat surface without slope.

@ It the screen is unusual or if abnormal noise occur constantly, contact your local representative, please..

We are not responsible for damage caused by user’s negligence or arbitrary disassembly.

(© To prevent cross contamination, wear gloves when using the product.

This analyzer is available only for GREENCARE A1c Hemoglobin Alc Test Kit .

() Dispose of used Test Kit safely according to medical waste disposal procedures.

® The Analyzer must be disposed according to the local regulations concerning the disposal of electrical and electronic
equipment. Contact our representatives in your area for the respective instructions before disposing.

4-3, Storage instruction

(D The analyzer must be protected from the direct sunlight. It can change the color of analyzer.
(2 Do not leave the device at dusty area.

(3 Store the device in the storage humidity and temperature.

@ Keep out of reach of unprofessional.

4-4.Test instruction

(D Do not damage the cassette information label.

(2 Do not damage the cassette measurement window. Be careful not to make fingerprints on optical reading area of cassette.
(@ When inserting the cassette into the cassette holder, insert it at once to ensure accurate recognition.
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(@ Reagent pack reagent may agglutinate during storage for a long time, so shake well before inserting reagent pack.
®) If you need to remove the cassette due to an error when inserting the cassette, you can easily remove the cassette

with the reagent pack.
* Insert the reagent pack upside down and hook the protruding part of the reagent pack onto the cassette to remove

the cassette.

5.CONTENTS OF THE DEVICE
5-1. Contents

(1 GREENCARE A1lc analyzer @ Power adapter(include the AC Code)
@ CheckKit ®) Printer paper
@) User manual

Socus

P. 03 WWW.greencrossms.com



caeencase Alc

5-2. Peripheral device (Option)

() USB cable for PC communication @) Control solution
(2) Ethernet cable ®) TestKit
(@) Barcode scanner

6.LAYOUT OF PRODUCT

6-1. Device layout

@)

000600 (8]

(@ Touch screen display: Touch Screen to select device menu.  (5) USB connector 1: Connector to communicate PC.

(2 Thermal printer: The measurement result is printed. (® USB connector 2: Connector for barcode reader device.
(@) Power switch: Power ON/OFF. (?) LAN connector: Ethernet connector. (LIS connected)
@ Power connector: Connector of power supply adapter. (® Fan air hole: Hole of the air circulatory system.

6-2. Screen layout

2017/Dec/02 PM 05h:03m

(@ Date:The present date is displayed.

@ Time :The present time is displayed.
S 3 Main area : The function of device and the measurement result are dis-

ST— played.

Control
Solution
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6-3. Test Kit description

m Reagent Pack
A

Reagent Pack Insert Area: The reagent pack s inserted in this area.
Insert Area —— e _/"\_ A

Cassette Information : The available period and information of cassette.

Cassette
Information

Measurement Window : The HbA1cis measured through this window.

" Reagent Storage

Reagent Storage: 1,2 Reagent storage.

Sampling Area: The blood is sampled in this area.

Measurement Sampling Area
Window

6-4. Check Kit description

5l SE5oU5509)

CheckKit
Information

CheckKit Information : The available period and information of Check Kit.

Measurement Window: The HbA1cis measured through this window.

Measurement
Window

7.PREPARATION BEFORE USE

7-1.Power on

eencane Alc
tyzer

Connect the DC 12V power adapter to a grounded outlet, connect the
power plug to the power port on the back side of analyzer, and check
the operation.

After the analyzer turn on, the main screen is displayed. During the
initialization screen display, it perform operations such as setting the
caeencase Alc data and setting values, setting the instrument and heating the heater

Full Automatic Analyzer temperature. If it has not been used for 10 minutes in the main screen,
it changes to the power saving screen. If the power saving screen is dis-
played, touch the LCD to display the main screen.
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7-2. Printer paper checking

If the printer is set to Use, open the printer cover with both hands and
make sure that the printer paper is loaded correctly in the printer.

7-3. HbA1canalyzer setting

2017/Dec/02 PM 05h:03m

Open the cover
03 settings
= 1) Press “ | 4033 settings | " button for setting menu.
Documents
Control
SShiten
SETTINGS TEST ADMIN 2) Press “ @ " button in setting menu.
K f
D) Date/Time @ Unit
@ Device @ Brightness
« " o 3) There are Date/Time, Unit, Peripheral Device, Brightness in setting
menu. To check Temperature, Software version, Volume, Control
() remperture | (@) version Dataand Language Press “ [ & | " button.
@ Volume @ Control Data
Language
Ky f
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Hemoglobin Alc Analyzer

pateMime ) hytton in setting menu. Select

Date/Time

2017 | 05 24| »
- 4) To set time, press "' &
PM 03 15) & the year/month/day/hour/minute, and press “@" or “&" button to
change value. And press “ o )" button.
Cancel "N OK

Unit

" button in setting menu. Select

Unit

AG -
s 5) To set unit, press “@

NGSP / IFCC
NGSP (%) mmol/L “NGSP/IFCC" or “eAG” button,and press “( o« )" button.
Cancel 1. 3 OK
| . . . u ie ” H
Barcodereacer  [EY 1 6) To install the peripheral device, press“ @~ *~= " pytton in set-
Printer il | oFF ting menu. Select “ON” or “OFF” for “Barcode Reader” and “Printer’,
and press “ ok " button.
Cancel " OK

Brightness

7) To set brightness, press “ @)~ &= )" hutton in setting menu.
Move the icon in slide bar to set brightness, and press “{ ok "

L“O

button.

Cancel " OK

Temperature

8) To check the outside temperature, press “ ()~ Temperature | " button.

23.7°C

Ko f

Volume

" button in setting menu.

Volume
ok " button.

L--ao L)) 9) To set volume, press “ @
Move the icon in slide bar to set volume, and press “

Cancel "N oK

Www.greencrossms.com
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iz | | Espafiol

Cancel " oK

7-4. HbA1c analyzer test

2017/Dec/02 PM 05h:03m

Open the cover

0} settings
5 pocuments
Control
Solution
SETTINGS TEST ADMIN
« f
O Barsds g @ z 2

_ =
(=) Frinterrest SensorTest
@ Motor Test @ Error List

K f

Bardode Reader Test

‘ Scanning Barcode... ‘

Ko f

Cassette Barcode Reader Test

<Insert Cassette>

Cart Kind : Real
Cart Code : (704)
Cart Year Mon : (17) (12)

Cart Day : (23)

Ko f

10) To set language, press " Language | " hytton in setting menu,
Select the language, and press " ok " button.

1)Press “ | b Settings | ” button for setting menu.

2) Press “ @ " button in setting menu.

3) There are Barcode Reader Test, Cassette Reader Test, Printer Test, Sensor
Test, Motor Test and Error List in test menu.

4)To test a barcode reader, press “ W), BarcodeReader | |y jtton in test menu.
The barcode number is displayed if barcode reader reads cassette barcode.

5) Totestacassette barcode reader, aftercoveropenpress” @ Cartridge Reader
" button in testmenu. If the cassette inserts to cassette holder, the kind, code
and available period of cassette is displayed.

Www.greencrossms.com
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Printer Test
E— 6) To test a thermal printer operation, press “ PrinterTest " putton
in test menu. Press “Printer” button, and a test page is printed.
« f

Sensor Status

| Cassette Sensor | . ‘Cover Sensor | o

7)To test the sensors operation, press “ sensorTest ) pytton in test
menu.You can test operation of a Cover Sensor, a Cassette Sensor, a Rea-
LED Sensor Il oFF

S gent Sensor. If “LED Sensor” is ON, LED blinked.
« f

8) To test the motor operation, press “ @ MotorTest | button in test

= menu.
(Number 1 button : Clockwise 90 degrees rotation.

Number 2 button : Counterclockwise 90 degrees rotation.

| Reagent Sensor | .

- f Number 3 button : Clockwise, Counterclockwise 10 degrees rotation.)
DATE ERROR
19508230, Cassette code o)
ig,‘égé‘é p— * 9) To check of error list, press " Emorlist | "putton in test menu.
L. . . ~
you can check for last 100 error list using” ™" and“ & " buttons.
01/01
8. CONTROL SOLUTION

8-1. Control solution test

This test is used to check that the analyzer and Test Kit are operating normally. You can trust the HbA1c value of the sam-
ple only if the analyzer is checked periodically using a control solution and the test result is within the normal range. The
GREENCARE A1c provides the Check Kit to determine if the analyzer is malfunctioning. If the analyzer may be something
wrong, check with the Check Kit.

Perform a control solution test if

* You are using the HbA1c analyzer for the first time.

* You suspect the HbA1c analyzer or the Test Kit may not be functioning properly.
* The test results appear to be abnormally high or low.

* The Test Kit package was left open.

* You are using a new Test Kit package.

* You dropped the analyzer.
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The result of the control solution test is independent of the HbA1c of the user.

% The control solution is sold separately. If you would like to purchase, please contact your local distributor.

2017/Dec/02 PM 05h:03m

0} settings
= 1) Press “ gg{&‘t';gj‘ﬂ " button for control solution measurement.
Documents

Control
Solution

Open the cover

2) Open the cover by pressing a cover button.

Cancel

[ —— i 3) Insert the test cassette into the cassette holder when “Insert the test

cassette’message is displayed. Please insert the cassette at a stroke. If
it does not proceed to the next step, pressthe" = | " button to

3-2) Selectthe “®"or"©" onthe test cassette code input screen, enter the

proceed to the next step.
-
Please confirm the cassette for test 3-1) If the cassette code is not recognized correctly, a screen appears asking
if you have used the test cassette. If you have used a test cassette, press
Test Cassette? .
the "Test Cassette?'button and” { ok | "button to proceed with
cancel ox the cassette code entry step.

= - ~ ~

test cassette code manually and press the “ ok " button. The

;
;
‘;‘
]

test cassette code can be found in the Test Kit box.

Cancel OK
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Select the control level of the reagent

LEVEL 1 | LEVEL2

Cancel oK

2017/Dec/02 PM 05h:03m

Select the control range of the reagent

- =

4:5 5.0

Cancel OK

2017/Dec/02 PM 05h:03m

Shake the reagent pack

‘ Code |
712347

Insert collected blood sample

©

fc@g
1234

2017/Dec/02 PM 05h:03m

Close the cover within 5 seconds

©

4) Select the level of control solution in control solution level mode, and
press“( ok | "button.

5) Select the range of control solution in control solution range mode, and

press“ ok " button.

6) Shake the reagent pack well at 180 degrees to mix the reagents in the
reagent pack. Gently mix well the reagent pack 5~6 times, and visually
check that the beads are not lump. The mode is changed after 5 sec-

onds.

7) Apply the control solution sample at the sampling collecting area. The
mode is changed after 5 seconds.

8) Insert the reagent pack into cassette which is placed in the cassette
holder of the analyzer.

9) After the reagent pack is normally inserted, the “Close the cover” indica-
tion is displayed. Close the cover within 5 seconds. The test starts auto-

matically once the cover is closed.
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Processing test

e @ 10) The rest of test time is displayed if the cover is closed.
03:14
LLLL

2017/Dec/02 PM 05h:03m

Completed test

11) After the test is done, the result value is displayed. Confirm the result

value, press“ ok " button.
5.3 106 P ,
% mo/dL The test result value may be in measurement range.
Print OK
201702 oM 05t03m
f! . 12) Open the cover to remove the test cassette.
A
— 4

2017/Dec/02 PM 05h:03m

Remove the cassette

( 13) Take out the test cassette from the analyzer cassette holder by pulling
out.

9.TESTING BLOOD

9-1. Preparation and storage method.

Use fresh blood as sample.

1) Capillary

Wash your fingers well or wipe with alcohol swab, dry thoroughly, and then use a sterilized lancet to pierce the blood col-
lection area and allow blood to come out. To gently draw large blood drops, gently press your fingers and wipe the first
drop as it may contain tissue fluid. Press again with your hand gently to collect 3.5 pl of blood from the second blood drop
to the blood collection area at the end of the reagent bottle.

2) Venous blood

Blood collected in venipuncture is collected in tubes treated with Sodium Heparin, K3EDTA, or NaF, an anticoagulant. The
collected blood can be kept sealed at a temperature between 2 ~ 8 °C for 1 week. Ifit is stored at 21 ~ 25 C, it can be kept
sealed for 3 days. Drop one drop of blood into a dish on a clean plate and collect 3.5 pl of blood from the blood collection
end of the reagent vessel.
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9-2. HbA1c test

2017/Dec/02 M

Open the cover
{08 settings
5 pocuments

Control
Solution

1) To measure HbA1¢, press the cover button of the analyzer.

2) Insert the test cassette into the cassette holder when “Insert the test
cassette’message is displayed. Please insert the cassette at a stroke.
If it does not proceed to the next step, pressthe” = | ” buttonto
proceed to the next step.

2017/Dec/02 PM 05h:03m

Please confirm the cassette for test 2-1)Ifthe cassette code is not recognized correctly, a screen appears asking
if you have used the test cassette. If you have used a test cassette, press
Test Cassette? the "Test Cassette?'button and” | ok | button to proceed with

the cassette code entry step.
Cancel OK

2017/Dec/02 PM 05h:03m

Input the cassette code

~ ~ - - 2-2) Select the” 7 or ~)"on the test cassette code input screen, enter
0 7 0 4 thetest cassette code manuallyand pressthe” ok | "button.The
v v v v test cassette code can be found in the Test Kit box.

Cancel OK

2017/Dec/02 PM 05h:03m

3) A barcode scanner when set to enable, the barcode scanner recogni-
Please scan the barcode . . .
tion screen appears. Once the ID is recognized by the barcode scanner,

Code ‘D press“ { ok | "button to proceed to the next step. If you do not
1234 | | 01234567890123

have a barcode scanner, you can manually enter the ID by pressing the
Input OK " nput | "button.

Enter the ID for sz

(]
4 "
SHIMIUNGSUB123 —_—

= 3-1) If you want to enter the ID manually, enter the ID and press the
* ok | "button to proceed to the next step.
4]

L3
L2

ng
(=
vk
A-F

7

Cancel QK
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2017/Dec/02 PM 05h:03m

4) Shake the reagent pack well at 180 degrees to mix the reagents in the
I ) reagent pack. Gently mix well the reagent pack 5~6 times, and visually
‘ Code » NP/

1234 | | (Shake) check that the beads are not lump. The mode is changed after 5 sec-

» /4 onds.

Collect a blood through capillary Tube,

o | S 5) Apply the blood sample at the sampling collecting area. This screen
‘ Code 4 ‘w

1234 [ changes automatically after 5 seconds.

Insert collected blood sample

fc&:;
1234

il

6) Insert the reagent pack into cassette which is placed in the cassette
holder of the analyzer.

2017/Dec/02 PM 05h:03m

Close the cover within 5 seconds

7) After the reagent pack is normally inserted, the “Close the cover”indica-
tion is displayed. Close the cover within 5 seconds. The test starts auto-

‘ p matically once the cover is closed.
‘ w4 !

2017/Dec/02 PM 05h:03m

Eoadie 8) The rest of test time is displayed if the cover is closed.
03:14
LLLA
2017/Dec/02 PM 05h:03m
ks 9) After the test is done, the result value is displayed. Confirm the result
[ HbATc wese) Jll eAG |
value, press” (| ok "button. The test result value may be in meas-
5.3 106 P Y
% mg/dL urement range.
Print OK

Www.greencrossms.com P. 14
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2017/Dec/02

PM 05h:03m

Open the cover

f! 10) Open the cover to remove the test cassette.
-

2017/Dec/02

PM 05h:03m

Remove the cassette

11) Take out the test cassette from the analyzer cassette holder by pulling
out.

10.TEST HISTORY
10-1. HbA1c test history

23 settings
= 1) Press” [% Documents | " button for HbA1c test history.
Documents

Control
Solution

Measurement Data
DATE D VAL

-
16-12-02 7
e GUEST 53%

2) The test history list is displayed. Press either” 2" or"(+) "button to scroll
up or down. After the test result is selected by pressing“©
= “PRINT”button to reprint the selected result or

161120 01234567
1532 901234

"button, press

i |"buttontore-
_ moveit. You can also change the ID by pressingthe" [ ib# | "button.
-

(S RPN 2-1) You can change the ID by pressing the " ok
‘SDH\NJUNGSUBWZS L i,‘ L‘ L

" button after enter-
ing the ID on the ID input screen.
2 el ey kel

Cancel

OK

Www.greencrossms.com
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Measurement Data
O ‘GUEST = «
(@) 01234568901234 "
. - 74
DATE ID OK o
Measurement Data
- N B -
~ = =
i, ]
2017 JUN | 02
o o o Y4
DATE ID OK o

10-2. Control solution result
03 settings
5 pocuments

Control
Solution

Temperature @ Version
@ Volume @ Control Data
Language

Ky f
DATE RANGE VAL N
O T *stfalwnn | O _
e are 8
(@) Print
DATE RANGE VAL
R R [
YT
/‘:\ £, 3
(® - Print
DATE LEVEL1 LEVEL2

Hemoglobin Alc Analyzer

2-2) The result of selected ID is appeared, if the“ID” button is pressed, and a
desired IDis selected.

2-3) Select “DATE” button, and press “OK” button. The results of selected
date are displayed.

1) Press” @ Settings

measurement.

"button to see the result of control solution

2) Press” @ ControlData | "button.

3) The results of control solution measurement are displayed. Press either
2" or"(=)" button to scroll up or down. The test result is selected by
pressing“©" button. Press“PRINT” button to reprint the selected result

or“( i " button toremove it. If the result of measurement is
outof range, itis displayed in red.

3-1) Press the LEVEL1 or LEVEL2 button to see only the result of that LEVEL.

Press “ Print " button to re-print the selected result.
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11. MANAGING GLUCOSE
NGSP IFCC
Pre-diabetes 5.7~64% 39~46 mmol/mol
Diabetes >6.5% >48 mmol/mol
Diabetic patient care goals <7.0% <53 mmol/mol

Source : American Diabetes Association Clinical Practice Recommendation (2010.01)
IFCC: International Federation of Clinical Chemistry
NGSP : National Glycohemoglobin Standardization Program

12. TRANSFERRING DATA

[t transfers the result data from The GREENCARE A1ctoa PCbya “USB A to B type” cable that the extra program provides user with
usability. The extra PC program can be change the setting value of analyzer and convert the received data to Microsoft Excel
format.

Since GREENCARE A1 ¢ transmits measurement results via an Ethemet cable, it can receive measurement results from a specific
system used in hospitals, etc. without a PC program, and can be used for various purposes.

13.CARING FORTHE ANALYZER
To avoid contaminating your test analyzer and test cassette, please wash and dry your hands thoroughly before use.

13-1. Cleaning and disinfection
Cleaning and disinfecting your analyzer is important to prevent the spread of infectious diseases.
Clean your device with soft and dry fabric, and make sure the device is clean all time.

13-2. Storage and handing
1) Test Analyzer
* Store test analyzer at -10°C~60°C
* Do not leave the device at dusty area.
* Do not leave the device where humidity or temperature changes dramatically.
* Do not leave the device where strong magnetic field occurs.
* Avoid impact.

2)Test Kit
* StoreTest Kitat: 2°C~30°C
« Store Test Kit at : 15~75% (relative humidity)
* Do not leave the Test Kit where humidity or temperature changes dramatically.
* Use the Test Kitimmediately after unsealing it from the package.

3) CheckKit
» Store CheckKit at -10°C~60C
* Keep away from direct sunlight.
* Keepin the pouch.
* Do not leave the Check Kit where humidity or temperature changes dramatically.
* Do not damage the Check Kit information label.
* Do not damage the Check Kit measurement window.
* The validity period is three years from the date of manufacture (marked in the Check Kit).
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13-3. Checking the analyzer

Open the cover
{08 settings

5 pocuments

Control
Solution

1) To measure HbA1c, press the cover button of the analyzer.

Insert the test 5 2) Insert the Check Kit into the cassette holder when “Insert the test
cassette’message is displayed. Please insert the Check Kit at a stroke.
If it does not proceed to the next step, press the” (= ) ”button to

proceed to the next step.
»
2-1) If the Check Kit code is not recognized correctly, a screen appears
asking if you have used the test cassette. if pressing “Test Cassette?"
Check Kit? on the screen, "Check Kit?" screen appears. after pressthe”( ok )"
button to proceed with the cassette code entry step.
Cancel OK

Input the cassette code
7 ~ ~ A

2-2) Select the “~)"or" v)" onthe test cassette code input screen, enter

0 7 0 4 the Check Kit code manually and press the”! ok | ”button. The
& = 2 ® cassette code can be found in the Check Kit.
Cancel OK

2017/Dec/02 PM 05h:03m

Close the cover within 5 seconds

W

2017/Dec/02 PM 05h:03m

Processing test

3) After the Check Kitis normally inserted, the “Close the cover”indicationis
displayed. The test starts automatically once the cover is closed.

4) The rest of test time is displayed if the cover is closed.
00:44
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Success

v OK

Completed test

Check

2017/Dec/02

’ i

Open the cover

Ir <3

PM 05h:03m

2017/Dec/02

Remove the cassette

PM 05h:03m

13-4. Error message and troubleshooting

MESSAGE

Error

Cassette code

MEANING

The cassette code has been entered
incorrectly.

5) After the test is done, the result popup is displayed. After pressing

" IS ' button.

6) Open the cover to remove the Check Kit.

7) Take out the Check Kit from the analyzer cassette holder by pulling out.

ACTION

Please click the error message. Remove the cas-
sette, and close the cover. Perform the test again.
If the error message persists, contact your local
representative.

Error

Cassette Expiry date

The date of test cassette is expired.

Please click the error message. Open the cover
and take out the test cassette. Make sure the avail-
able period. Set a date if the date of analyzeris not
the present date. If there are no problems with the
available period and the date of analyzer, validate
the analyzer with a CheckKit. If the error message
persists, contact your local representative.

Error

Cassette insert

Problem with cassette recognition sen-
Sor.

Please remove the test cassette. Check the sensor
status in setting menu. If the error message per-
sists, contact your local representative.
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MESSAGE

Error

>

Cover Open

caeencare Alc

MEANING

Opening the cover while test or check
isin process.

ACTION

Please close the cover, and dlick the error mes-
sage. Open the cover and remove the cassette. If
this error message is alert with the closed cover,
check the sensor status in setting menu. If the
error message persists, contact your local repre-
sentative.

Error

o
o
o
=
3
®

Problem with date/time in analyzer.

Please click the error message. Check the day and
time initialized in analyzer. (2000/00/00/00/00)
Set the present day and time in setting menu.
The power switch of analyzer is off and on again.
If the error message  persists, contact your local
representative.

Error

2

Warm up

Problem with Warm-up.

Please chick the error message. Power off the
analyzer. After about 10 minutes, power on it. If
the error message  persists, contact your local
representative.

Error

-

High Variation

High variation of measured values.

Please dlick the error message. Keep away from
the direct sunlight. The analyzer is validated by a
Check Kit. If the error message persists, contact
your local representative.

Error

>

Problem with ununiformity of measure-

Please click the error message. Open the cover
and remove the cassette. Insert a new test cas-

_— ment window. sette and perform the test again. If the error mes-
eI, sage persists, contact your local representative.

Error

Please click the error message. Open the cover

Excessive blood error. and remove the cassette. Re-test the blood sam-

Excessive blood pIe (35uQ)

Error

Please click the error message. Open the cover

Less blood error. and remove the cassette. Re-test the blood sam-

Less blood

ple 3.510).
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MESSAGE

Error

2

Operating Position

MEANING

Problem with operating position.

ACTION

Please click the error message. Remove the cas-
sette if it is. Use the Check Kit to validate the ana-
lyzer and perform the test again. If the error mes-
sage persists, contact your local representative.

Error

2

Printer paper

No printer paper.

Please click the error message. Check the cover
of printer to be closed, and the paper roll to be. If
there is another problem, contact your local rep-
resentative.

Error

-

Reagent pack sensing

Problem with reagent pack recognition.

Please remove the test cassette. Check the sensor
status in setting menu. If the error message per-
sists, contact your local representative.

Error

2

Reagent pack State

Problem with reagent pack.
The seal of reagent is not removed.

Please click the error message. Open the cover
and remove the cassette. Insert a new test cas-
sette and perform the test again.

Error

>

Reagent pack insert

The cassette is left in the analyzer for an
extended period of time.

Please click the error message. Remove the cas-
sette and use a new cassette and reagent pack.

Error

>

Thermistor temperature

Problem with ambient temperature
Sensor.

Please click the error message. Power switch off
and on again. If the error message persists, con-
tact your local representative.

Error

>

Temperature is too high

The ambient temperature is too high.

Please make sure the analyzer is within normal
operating temperatures for at least 30 minutes at
power on and re-test.

Error

>

Temperature is too low

The ambient temperature is too low.

Please make sure the analyzer is within normal
operating temperatures for at least 30 minutes at
power on and re-test.

Www.greencrossms.com



MESSAGE

Error

/1N

HbA1c is too high

caeencare Alc

MEANING

The HbA1c test result is higher than
15%.

ACTION

Please remove the test cassette. Insert a new test
cassette and perform the test again.

HbATc is too low

Error

The HbATc test result is lower than 4%.

Please remove the test cassette. Inserta new test
cassette and perform the test again.

Error

Parameter invalid

Problem with setting value recognition
inanalyzer.

Please click the error message. Power switch off
and on again. If the error message persists, con-
tact your local representative.

Please click the error message. Check the Check

— Kit measurement window for damage. Validate
Problem with the analyzer or CheckKit. | the analyzer with a Check Kit again. If the error
Check Kit message persists, contact your local representa-

tive.

Error
Please click the error message. Remove the test
& Problem with reusing the reagent pack | cassette. Insert a new reagent pack and perform
Reuse reagent pack the testagain.

Www.greencrossms.com
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14. SPECIFICATION
Productname GREENCARE Alc Analyzer Memory 400results
Model RT-100 Weight 1,600g9
Calibration Spectroscopy Dimensions 205(W)x200(L)x150(H) mm
Capillary whole blood.
Sample material Venus blood with antico- Package count 1Set
agulant.
Sample size 35u0 Display 4.3inch LCD (480x272 Pixel)
Hematocrit 25~60% Power ISE:J; u1to1(;%/4I;)CV ﬁ;g,;:éOHz
Testtime About 5 minutes Operating humidity 15~75%
HbA1c:40~150%
Measurement Range (ez: GN: 1620:2?40:42/3'?_ Operating temperature 17~32°C
(3.8~21.3mmol/L)
Measurement Unit % or mmol/mol Storage temperature -10~60C
Storage humidity 15~75%
15. PERFORMANCE

15-1. ACCURACY

This is measured by Tosoh HLC-723 GHb G7 as reference equipment with GREENCARE A1c Hemoglobin ATc Test Kit.

Acceptance ratio
Within £ 3% 50%(20/40)
Within £ 6% 92.5%(37/40)
Within £ 10% 100% (40/40)
15-2. PRECISION
Within Run Precision
HbA1c Concentration (%) 5.7% 9.3%
Mean(%) 55 89
STD(%) 0.1 0.2
V(%) 24 19
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Day to day Precision

HbA1c Concentration (%)

5.7%

9.3%

Mean(%)

54

920

STD(%)

0.1

02

V(%)

26

19

16. WARRANTY

This product has qualified the internal quality inspection. Make sure you bring the product warranty for the product repair service.

Model name

RT-100

Name of buyer

Serial number

Phone number

Date of purchase

Address

Purchased from

E-mail

Warranty period

2years

% Repair or replacement of product applies only to the original buyer in possession of this product warranty. Please keep this
document for the warranty. You must write down the date of purchase. If you have questions or need more information, please

contact service center.

Www.greencrossms.com
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17.SYMBOLS

caeencare Alc

Symbols

Description

>

Caution

May cause product damage or loss of data

>

s
B
=]
3
«Q

May cause personal injury, or inconvenience to patient due to false test results/diagnosis

Biological risks

=

Consult Instruction for Use

<
=)

In vitro diagnostic medical device

Manufacturer

Date of Manufacture

Waste Electrical and Electronic Equipment (WEEE)

[ EE

Direct current

Batch Code

-
2 3
—

Serial Number

Authorized Representative in the European Community

A 3]
m |&]

This product fuffills the requirements of Directive 98/79/EC on in vitro diagnostic medical
devices

Www.greencrossms.com
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(_ Model.RT-100 )

GREENCARE Alc analyzer is an IVD device for measuring
the hemoglobin Alc in both capillary

whole blood and venous blood.

CE€ [ivp
Manufacturer @

GREEN CROSS MEDICAL SCIENCE MT ProMedt Consulting GmbH
26, Mugeuk-ro 65beon-gil, Geumwang-eup, Eumseong-gun, Altenhofstrasse 80, 66386 St. Ingbert, Germany
Chungcheongbuk-do, Republic of Korea

Made in Korea 0606-400-51-4

RT100M10 Date of issue : 2020.03.
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Full Automatic Analyzer
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Full Automatic Analyzer
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Full Automatic Analyzer
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