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Structure of MAGLUMI 2000

Pipettors (left & right): Aspirate sample and reagent
Cuvette loader: Load reaction modules
Stacker: Store reaction modules
Sample area: Place sample, control or LC liquid.
Reagent area: Place reagent
Incubator loader: Push reaction modules from left pipetting area into incubator
Washer loader: Push reaction modules from incubator into washer
Incubator: Incubate reaction modules for reaction
Washer transport: Transport reaction modules in washer channel
. Washer lift: Inject wash liquid and aspirate waste liquid
. Diluter pumps (left & right): Connected with pipetting needle, aspirate sample and
reagent
12. Back-transport: Push reaction modules from right pipetting area into incubator
13. Pusher: Transport the reaction modules from washer to chamber or back-transport
14. Measuring chamber: Measure the RLU from emitting light of reaction
15. Barcode reader: Read the barcode of sample rack or tubes
16. RFID reader: Scan tag of reagent kit and read the information of reagent
17. Waste bag: Store waste cuvette
18. Starter area: Place Starterl&?2

© O N O~ wWDdDPRE
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Note: The structure of M1000, M2000P, M4000, M4000P are similar to M2000.

I.T.S.D T20180626 3/26



Reagent tag: storing information containing calibration, reference range of assay,
remaining tests.
Label information: including assay name, SN and lot number, expiry date and so on.

Reagent component from left to right side:
Nano magnetic microbeads

Low calibrator

High calibrator

Displacing reagent, assay dependent
FITC

ABEI, label of chemiluminescence
Diluent

No o~ whE
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Maglumi Consumables

CODE NAME FUNCTION STORAGE
1 Clean the pipettor and the washer
needles, minimize reagent Room temperature (15-30<C). The
System Tubing carryover by reducing protein shelf life of solution is 12 months
Cleaning Solution precipitation in the tubing, and Room temperature (15-30<C) in the
improve routine maintenance of original box.
the MAGLUMI system.
2 Room temperature (15-30<C) until
" Wash the magnetic mircobeads of the eX%"y fjated(lz montr:ls Iaﬁelr the
Wash Concentrate the MAGLUMIL. production date) on the la el.
Keep away from direct sunlight.
On board stability: 4 weeks.
3 The implementation of the Do not expose to sunlight or humidity.
Reaction module MAGLUMI assays on the Expired two years after the
MAGLUMI . production date
4 Check the validity of starter . - )
Unopened in the original vial at 2-
reagents Starter 1 and 2 as well as i .
. - - A 8<C until the expiry date on the
Light Check Liquid | the functioning of the measuring : .
. . label. After use, immediately close
and pipetting units of the d store it i frigerator at 2-8C
MAGLUMI. and store it in a refrigerator at 2-
5 Room temperature (15-30 <C) until

Starter 1 : NaOH
Starter 2 : H.O,

Generate the chemiluminometric
light signal necessary for the

the expiry date on the label (12
months after the production date).

implementation of MAGLUMI. Keep away from direct sunlight.
On board stability: 4 weeks.
1T.S.D T20180626 5/26
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Check Consumable and Waste

1. Wash concentrate

Check whether System Liquid is enough to run the test or not. If not, use 1 bottle of
Wash Concentrate dilute with distilled water to 10L. Stabilize the diluted system
liquid for 6 hours before test.

2. Reaction Module

2.1 Please load the reaction modules on time in case that software alarms “Cuvette is
running out soon”.

2.2 Keep the cover of the cuvette loader or stacker closed and machine’s cover closed,
dust may cause anomalous result.

2.3 Should the upper floor of reaction module have been stored for more than 1 month,
empty the reaction modules on that floor on time.

3. Starters
3.1 Do not place the starters With'w_rg

-

tubes.

Note : Starters cannot be mixed.

YL o, )
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3.2 If you change a new pair of starters with new lot, please recalibrate all the reagent kits.
If you change the starters with the same lot, and the old pairs have been used for more
than 2 weeks. We suggest you to recalibrate the reagent kits after changing a new one.

4, Waste Bag

4.1 Waste container and waste bag shall be loaded properly to make sure the cuvettes can move into
the waste bag.

=

2.1. Waste bag must be cleaned every day.
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Procedures of Switching On

1. Switch on the analyzer

1.1 Press the main switch and the deputy switch of the machine, in sequence.
1.2 Log in the software.
Account : snibe
Password : snibe
1.3Analyzer will conduct initialization automatically after login.
2. Load the reagents

Insert reagent kits to suspend for 30 minutes and wait for 30 minutes at the same
time for warming up the instrument.
Note: Avoid bubbles in the reagent Kits inserted.
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Procedures of System Test

1. Operation of system test

e 3
Load the LC liquid at any position of 11st
orl2ndtrack of sample area
. J

recognized by barcode reader or manually

Arrow will turn yellow and sign SLCS

Click <SystemTest>

Pipettor, Washer and Chamber 3 cycles
BGW. LC-le and LC-ri 1 cycle

[ Click <OK> ]

1.1 LC liquid shall be loaded at any position of 11% or12" track of sample area.
Check <Patients> and confirm whether it can be recognized automatically (with
barcode reader) or manually press <Std/LC>. The interface is varied with
different type of analyzer, the operation is the same withM2000.

Sample Info

Rack Station
H B E R E EEEE D E W

5

4

From To

@ Work List

1 o e (e
& = =] 2

1
2
3
4
Loading 5
6
7
8
9

$lcs

Note: For each time of LC, it takes 120 ul for each reaction module. Along with the
dead volume (100 ul), make sure the LC bottle of sample tube with bottles contains at
least 220 ul of LC liquid. In case of inadequate LC volume,250 ul for 1-needle system
M1000 with 1 time of LC. 400 ul for 2-needle system with 1 time of LC.

1.2 Click the <System Test> button in main menu to run System Test:
Cycles of priming for Pipettor, Washer and Chamber, 1 cycle for BGW, 1 cycle
for LC-le and LC-ri.
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System Test
& = Cydes
(V| Pipettor 3
| 7] Washer 3
\ @ Cancel ‘ .
V| Chamber 3
Reaction Moudle
BGW b
D
LCHe 1

Note: Priming cycles required of system test

Pipettor/Cycles | Washer/Cycles | Chamber/Cycles

Regular priming 3 3 3

Stoped using for more 10 10 10
than 5 days

System liquid replaced 10 10 3
Starters replaced 3 3 10

2. Results of SystemTest

Choose the <System Test> item of the <Report> in the main interface and to check

e — X
[@ s |2 s (88 v (2w (@ s | (@ outonens || i ([ wen Jl){fl

Dspay Type Al Resutts Records.: 1

SamplelD Assay RLU CV(%) Status Finish Time ‘ e ‘
sLC-ns Lcn 521155 1.2 Done 2018-03-23 13:07:05 L
SLC-les LC-le 530002 1.0 Done 2018-03-23 13:04:59 f ]
;4 Valid $BGWS BGW 415 7.3 Done 2018-03-23 13:00:47 ‘ o
$LC-nis LC-ri 512571 0.s Done 2018-03-23 08:57:34 | ‘
SLC-les LC-le 525157 0.8 Done 2018-03-23 08:55:28 f
SBGWS BGW 414 19 Done 2018-03-23 08:51:16 | o
sLc-ns LC-ri 518050 1.0 Done 2018-03-22 12:37:07 |
$LC-les LC-le 531653 0.5 Done 2018-03-22 12:35:01 ‘7

$BGWS BGwW 397 4.1 Done 2018-03-22 12:30:49 °
$LC-ns LC-ni 515138 1.2 Done 2018-03-21 11:49:44 |
SLC-les LC-le 531537 0.7 Done 2018-03-21 11:47:38 —_—
$BGWS BGW 404 38 Done 2018-03-21 11:43:26
SLC-nis L 521606 0.8 Done 2018-03-20 16:19:12 o
‘ SLC-nis LC-ri 521849 0.8 Done 2018-03-20 16:17:06

\
|
\
J

$LC-les LC-le 529179 0.4 Done 2018-03-20 16:15:00
$LC-les LC-le 527673 0.7 Done 2018-03-20 16:12:54 |
‘
= ac
& sert ‘ (=] | o pae = em ‘
MAGLUMI (= \. \ "c '
‘ 2000 Snibe) BE ‘ Y k=g 18y 1©

BGW: RLU: 100~500 CV = 10%

500~1200 CV =5%
LC: 400,000~650,000 CV<=3%

LC’s RLU difference between two needles: < 30,000 (For analyzers with two needles)
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Procedures of Calibration

1. Operation of calibration

[ Click <Reagent> ]

| Count down to 00:00, mix well

| |

[ Select regent and click <Calibrate> ] [ Click <Batch Calibration=> ]
[ Tick assay and Click <OK> ]
]
v
[ Check resultin <View> ]
¥

Desirable: CV<10% -70% < Deviation <70%
Acceptable: CV<15  -70% < Deviation <70%

Within range | out of range

[ choose <Validate™ and press <OK> ] [ choose <Reject™ and press <OK> ]

Note: Before running calibration, make sure that there is no bubbles in the reagent kits
and the magnetic microbead particles have been suspended for at least 30 minutes.

Choose the kit and click<Calibrate> button in <Reagent> menu to start calibration.

[U Start ][: SystemTest ][b Patients I{_,’ Reagents >[U Process ]['ﬁ Definitions ][g System ][? Report ][T.“?]
4
L

Reagent Integral Area

[

ERROR

IEONREENEND

| e———
ERROR

Il I[ I[ Il Il J

Calbration Reagent Integral Data
2 Arde-No.:  [063 Kt-No.: [s5s80 Integral Layout:  [7
Q’ oK - View e e — O —
‘_'—“j Master Curve ID: (2016041208300 | Loto.: [ 04516041201 Epry Date: [ 2017-04-12 ]
Determnatons: [ 100 ] Remaning Tests:  [gp
@ateh Calibration Calbrators Tokerances
RLU Concentration

Unkes: [t ]
o : ,..ulllll""" ,..mllll“""
[rescent ovensery 3 o (8117 ] 70 70 70
[21089 \ [0 | [0 7

2

Or click <Bath Calibration>button, and multiply choose the kits required for
calibration, then click <OK>button to start batch calibration.

| Poston Assay Name Lot:No. Master Curve 10 N, Calbeation Vakdey Penod 7
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2. Results of calibration

After calibrated, click the <Reagent> “View” menu to check the
calibration result.

Calibration Dialog: TSH
Lot-No. 005140917 Kit-No. 8811 Master Curve ID: 20140917145500
Expires LastRun
Calibrator 1 Calibrator 2
2015-04-22 17:16:58 2015-04-08 17:16:58
RLU
Cancel _— = =
@ [7] validate [TIRecalc Associated Samples [T Reject 2769 376750
3011 393307
Mean 2890 385028
5.917 3.04:
- =
" B z : : : De 31.598 29,23,
: | Concentration
= rine : : ; = Expect | 0.334 38.67
U g 01 T Cala. | 0.334 38.670
Concentration Deviwl | 0,000 R
[ cranzeca. Geometric Curve Check
Status: Tolerances
A 2801 Ratiy 137.461
validated % +% % +%
5 Maximum
[ 2 | cali. History Activity: Conc: |20
B: 3850 300
Finished RLU

There are two main parameters, CV and Dev, to check the calibration result.
Desirable: ~ CV<10% -70% < Deviation <70%
Acceptable: CV<15% -70% < Deviation <70%

If calibration is OK, choose the option <Validate>and press <OK>button to confirm
the calibration.

If the calibration is out of range, choose the option <Reject>and press <OK>button to
reject the calibration. Then check the reason and recalibrate the reagent kit again.
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Procedures of control

1. Edit the control

[ Click <Definitions> ]

*
[ Select <Control> and click <Add> ]

Select assay and input
<Name>,<Lot-NO> and <Expiry
Date> from quality control
instruction

v
Click <Add> and edit
<Replication> ,and input the
<Range >,<Target value>,<Target
SD >and click <Save>

1.1 Choose the <Definitions> - <Control > menu. Click the <Add>button to add a
new control or choose an already control to edit it by the <Edit>button.

40322 2018-05-31
005150806 2016:08-06
003150616 2016-06-15
004150723 2016-07-22
016150428 2016-04-27

w7
m are ot-to Expry Owte
10-RA0 FLUS <0321 20180531
B 0O PLUS 40323 2018-05-31
-

= Group

1.2 Input the information of <Name>, <Lot-NO.>and <Expiry Date>from the
quality control instruction, then click <Add>button after choosing the assay.

r
Control Data Input - -

Control Specfication Assay Selacton

™ Save Nome: 1S4 T4 TEST [ 16
Lot-No.: 016150428 =] ] ‘ o

| 1 Expiry Date: 2016-04-27 4 TPA Troponin I TSH
| T = = ==

Control Detal Description

Refiers to Assay

TSH

o ;.J
|
a3
& | @

1.3 Edit the Replication, and input the Range, Target value, Target SD(Target SD=

-1 . .
2Pber range6 8, Then click <SAVE>button to confirm.
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Control Detail Description

Cancel

Refers to Assay

Control Data
Control Name

v

Replication:

Unit:

ng/mL

Rangg
0.000

0.000

Ref. Range
0.000

0.000

Target Value:
@  Target SD:
Target CV[%]:

0.000

0.000

0.000

1.4 For the multi-level internal control ,you can modify the original lot number to

114160923XX01/02/03/.
1.5 For the mix control (universal control), like Biorad, you can click <Add> button
to add more parameters in this dialog. (The one you already edited will be light
green in the background color)

Control Data Input

Control Specification Assay Selection
e Name: Biorad ACTH B2-MG BGW
Lot-No.: 1212 - - -
Expiry Date: 2017-07-20 B (B n CA242 CA724
Control Detail Description
| Refers to Assa CAFP cF-B-HCG CG
Y
|| | L]
CG
CE-MB Cortisol CRP
=] | =
4 View |
P Vien cT Cc-P DIGOXIN
[ | = ||
a4 o
@ Edit y‘u{ Delet @ é
I.T.S.D T20180626 14/26
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2. Run control

Click <Patients>

Select the position of control in the <Patients>
menu

{

Select <Control>

Select assays(turned green if selected)

Press <Save> button , click <Start>

2.1 Select the position of control in <Patients> menu. Click <Control>button as
shown below(Interface for M2000, operation is the same for others).

B = JE e )@ roee YW e J[B v (2 oo )@ e ([ e [ )
1

Sample Info Control Specfication

Rack Station

L § 1 R 1 R B B B R R | == - - :
} Q #12s >3 ot 2
| 2 Expry Date: 2017-07-26
% | ;
J J - 2
Loading 5 Rafers
0 s q ii > 5
4 = 7
I (@D :
] N ’
0
1t L
2
@ - Ds -

2.2 Click the assays’ button to choose it.( It will turn green after chosen) Press
<Save>button to save it. Then click <Start> button to run the control.

3. Check the results
Choose and press F7 to select the results in<Report> <Journal >and click <validate>,
and then you can find the results in <Report ><Control>.After validation, you can
also find the results in <Report ><QC>.
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Dlaancﬁgtl

— T e T

Sort Crterion: Chronological Records.: 39
Search Key: l& Sort ] \a Today Rpt. J
| sampleld Assay Dil. V(%) Concentration Flag
| Qc2 TRAb 0.0 1.121 U/L
Qc3 TRAb 0.0 1.430 IU/L
100481906 TRAb 0.0 0.897 1U/L
100474129 TRAb 0.0 1.650 IU/L >
100475662 TRAD 0.0 2122 UL >
Qc1 ALD 83.93 pg/mL
Qc2 TRAD 1.127 IU/L

1.642 1U/L

#108180110001#
[#108180110002#

93.87 ulu/mL

#010180118001# TRAD 4.038 1U/L
#059180118001# ALD 384.6 pg/mL.
#105171220001# hs-cTn 10.34 pg/mL
#105171220002# hs-cTnl 20.83 pg/mL.
#3540416# ALD 81.41 pg/mL
| #35404162# TRAD 4.2 1.146 1U/L
mline Print =

[i start ]
Sort Criterion: Chronological Records.: 11
Search Key: |\R Sack I l £ Toasy mor. l
| SamplelD Lot-No. Assay Range Concentration Flag
; #108180110001# 108180110001 Direct Renin 28...52 40.57 ulu/mL
| #108180110002# 108180110002 Direct Renin 73.5...137 102.3 ulu/mL
| #108180110001# 108180110001 Direct Renin 28...52 33.74 ulu/mL s
| #108180110002# 108180110002 Direct Renin 73.5...137 96.21 ulu/mL
| #108180110001# 108180110001 Direct Renin 28...52 38.39 ulu/mL
3 5 118001# 059180118001 ALD 259...481 369.6 pg/mL
| #108180110001# 108180110001 Direct Renin 28...52 39.58 ulu/mL
| #108180110002# 108180110002 Direct Renin 73.5...137 95.55 ulu/mL
: #108180110001# 108180110001 Direct Renin 28...52 37.95 ulu/mL
| #108180110002# 108180110002 Direct Renin 73.5...137 90.91 ulu/mL
: #010180118001# 010180118001 TRAD 2.74...5.08 3.9111UL
| @
|
|
| @
|
w 2 @ o

Lot-No. Target Value Target SD
108180110001 40.000 +.000

108180110002 105.000

2018-01-03 [
To:

2018-04-03 B~

W m i

———S \C Graph | t

cALs . QCGraph | QCData | QCAnalysis |
CA153
ca199
CAZ42
CAT24 e
CAFP

CEA
CF-B-HCG
CK-MB

CMV 1gG Avg [
anign v\
Coxtlont 15

-ED

S B T B 9 10 11 12 13 14 1% 16 17 18 19 20 21 2 22 24 ¢ 2% 2T 2 0¥ W
TE- 1031801 10001 - 1081801 10002
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Procedures of Sample Test

1. Edit sample and test

Place the sample tubes into rack , barcode
face barcode reader

~
[ Automatically download sample and [ Twice input sample ID and assign ]

assay information from LIS/HIS host the assay/profile

Click the < Work List > to check the sample
list , click <Edit> if modification is needed.

J

[ Press <Save> button, and click <Start> ]

1.1 Load sample rack

Place the sample tubes into rack and make sure the barcode faces the barcode reader
(if available), then insert the sample rack to the end of any free track of sample area.
Note: Please check the IFUs for sample treatment.

1.2Edit the Sample ID and assay

The system will recognise and download the sample and assay information from the
LIS/HIS host with barcode automatically; or twice input sample ID and assign the
assay/profile to respective sample manually.

Maghure 2000 - | wnibe |

OIS | ERE | N | P | N | X | OIS | P | i

Reck Staton Smrnpin bt
. T

1

Loading

{

—~— g
3 Fertility Thyroid
] - =
0 A od
& s = -
[E0de 0003000 1) The cower of arlyser = e, shease pay Atierdon 1 safety! MAGLUMI | m = 1

2000 @ .l ' — [ ¢ ] O

1 onbe ] Lo Success oM ACHne @ [
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1.2 After sample edited, click <Work List> button to check the sample list. Then
click <Edit> button to modify or click <Save> to save it.

Sample Info A==ay Li=t

From To

H EE
1 ‘ 100
2 ’ 101
3 . 102 TG:
- 4 . 103 AFP:SCCA:CRRA|
5 ’ 104 iIgM;
7 ~
‘ Edit ’ 6 . 10S
7 . 106
| 8 -
g . 108
‘ 10 . 109
11 . 110
12 . A

1.3 For emergency sample, after sample ID and assay edition, choose the sample
position, and click the <STAT>button to set the STAT mode for emergent

samples.
Rack Station Sample Info
" E R EEEEEERE N S =
e
2 . 101
@
L) 4' 103
Loading 5‘ 104
‘o -
O E N R —
\ & Paties ‘\M Dil l 2 ‘ i
10. 105
11. 10
I

1.4 After confirming the sample ID and assay, click <Start>button to start the test.
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2. Result of sample

Choose <Journal>of <Report>menu to check the result. Within the <Sort>button,

you can easily find the historical result according to the selected criterion.
Pay attention to the results with following flag(s):

Flag Description

* Machine error during test

E This result has been tested by an expired reagent kit

C Calculated by an expired calibration

R This result has been recalculated

S

N

Suction failure during test
Needle crash during test

>[< The result is outside the normal range ( only for
patient results)
>>[<< The result is outside the assay range(only for patient

results)
>Q/<Q | The control result is outside the range
D Needle detect the clot .

Note: In the event of marks like “E”, “C”, results might not be accurate.
In the event of marks like “S”, “N”, “*” “D”, results shall not be validated.
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Procedures of Dilution

Pre-dilution

Click <Definitions>

[ Select different ratio in<Dilution selectionz and
choose assay(turned green)

Click the “Selected Dilutions™ or edit the ratio
manually

In <Patients>  select sample and click the
<Dilute>

Choose the assay and select the dilution ratio

1.1 Edit the dilution ratio in <Diluter> item of <Definitions>menu.
Choose the assay first, and select the defined ration in “Dilution selection”, then click
“Selected Dilutions” or edit the ratio manually.

Assay Dilution Selection

e 1:100 1:1000
1 2 =a ==
o = M2 1:20 1:200
S T | r—
i ‘ — 3 [soo 1:4 1:5
. <& <2
cA199 CEA |
[m— ! L ‘ ] J |50 1:500 1:90
> : : : ) = -
HOG/B-HOS HCG-1 HOS-2Z ¢ it It
== | = Selecte| |Dilutions
"eG-3 AL PRL 1:100 1:1000
== = = | = ==
PsA 6 s =
= = 3 = L

1
{
i
1
f

1.2 After inputting the sample ID, click <Dilute>button, then choose the assay and

select the dilution ratio.

;;
H
1
)

} i

Fack Seas
"= -s emw R
‘® °
‘9| ™ po— - @] ™ 2*‘
'@ ™ @™
O ‘@ = - —— ‘9™
Loadng @ ™ T 1
F). . mwsim I 1 X 1
X 1 '@l
| s T [ - ‘9 o 1
. e -
@ @
10. & 2 @
- adad Y Lo
e e
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Procedures of Switching Off

1. Switch off the analyzer
1.1 Make sure that all tests have been finished.
1.2 On the bottom right corner of the main interface in the user software, press <Quit>

button and then press <OK> to quit.
1.3 Then turn off the deputy and main switch of the analyzer in sequence.
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Care and Maintenance

1. Priming for All

Choose <Maintenance> item in <System>menu, and click the <Priming for all>
button, and then click <OK>to save it.

MAGLUMI 2000 - [ snibe |

Start II: SystemTast ”h Patients ]I,’ Reagants ]["' Procass ][73 Definitions “ Systam J[:l Report I[@]

Wash Pipe

Info

o)

@ semine

| ] Daily Maint.
[7] Weakly Maint.
|1 Monthly Maint.

Wil Maintenance

i

S Statistics

&

Wash Pipe:1. Put 13ml(total is 25ml) wash solution into the last 3 position of the reagent
Kit.2.Insert it into the first slot of reagent area.3.Click <Wash Pipe >in user software.

E = JE v )& v )7 v JE e (@ o )@ e (@ e [ ]

> Wash Pipe

F ]

Info
Wash Step

|71 oaily maint.
| ] Weekly maint.

lonthly Maint

NS Maint —

gl o

|(Code:08010001) The cover of analyzer is apen, please pay attention to safety! MAGLUMI m— « 0N
| e R R

2. Daily Maintenance

Follow the daily maintenance procedures for maintenance daily.

[i Start ][,:\ SystemTest ][ﬁ Patients ][bi Reagents ][“j Process ][@ Definitions '(@ System >|_zl Report Il @I
==_os

© Not remind
i s
=
) Remind at the custom time(daiy) 08:00:00 v

@5 sering

1.Clean the surface of Instrument with dust-proof cotton cloth.

2.1.Empty the cuvettes in waste bag.

2.2.Empty the waste liquid in waste tank.
_]Weaklv Maint.

3.Check the starters,Change a new pair f it is not enough for next day’s running.

| Monthly Maint, 3

4.Check the system liquid,and prepare a new one for 6 hours stewing £ & is not enough for next day’s running
E8 Maintenance 3

5.Cick on the right button,and it wil run “Prime for all" once. Run

@5 statistics

A

3. Weekly Maintenance

Follow the weekly maintenance procedures for maintenance weekly.
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[i Start ][@ SystemTest ][ﬁ Patients ][, Reagents ][@

Process ][B Definitions " System )l ; Report l@]

Info

Setting

il

E Daily Maint.

© Not remind
() Remind when start the software
*) Remind at the custom time(weekly)

1.1.Clean the surface of ppette needie,washer's asperation/injection needle with alcohol.

1.2.Click on the right button, and it will run "Prime for all" twice.

N\
&
i
z
S
*

)

onthly Maint.

Statistics

iE

4. Monthly Maintenance

Follow the monthly maintenance procedures for maintenance monthly.

[ﬁ start ]l@ SystemTest llu Patients Il/ Reagents llFﬂ Process IID Definitions m System DB

=)&)

® Not remnd
(© Remind when start the software
() Remind at the custom time(monthly)

1.1.Replace the starters with 40°C dH20,then cick on the right button, and & will prime chamber 30 times.
1.2.Replace back with starters,then ciick on the right button, and &t wil prime chamber 10 times.

8 4

2.1.L0ad the Tubing Cleaning Solution.
2.2.Click on the right button,and it wil run "Wash pipe” once.

3.1.Empty the SystemyWaste Liquid Tank, add 0.5% bleach to wash.
3.2.Wash the tank 5 times with dH20.

3.3.Add the System liquid, then click on the right button,and & wil prime the Pipettor and Washer 30 times.

4

4.1.Load the LC bottle,then click on the right button, &t will run BGW and LC once.
4.2.Check and record the result.
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Trouble Shooting

1. Component related warming

1.1Cuvette-getting-stuck Issue

If there are reaction modules stuck in the analyzer during the test, it is necessary to
clean these in case of affecting experiment. In most case, it can be achieved by
clicking <Process>---<InitW.Clear>.

-[e_ start ][: N ][L f— ][_,0 —

1) Init W. Clear

“’, Restart

[

{;Lw} Return Asy

B Warning Opt.

Stacker Status

¥] Stop Using Stacker

Please cick the tem below to disable the waming message

Running out of cuvettes soon
Washer peristaltic pump soak abnormally
No cuvette in chamber
Chamber waste pump can not aspirate
Starter 1 is almost empty. Please replace
Starter 2 is almost empty. Please replace
Shaker is out of normal range
7| Waste cuvette is full. Please empty the waste bag
System liquid is almost empty. Please replace
Waste liquid is almost full. Please replace
¥ The cover of analyzer is open, please pay attention to safety
Software cannot connect to Lis
Cuvette loader exit sensor fail

Or when the software is switched on again, tick “Initialization with Cuvette(s) Clear”

oo

User

o

% 0K snibe
Password

Initialization with Cuvette(s) Clear

If the reaction module cannot be cleaned in some position, removal of the panel

board is required in order to take out the reaction modules manually:

Removal of panel board of M2000

As can be seen from the picture below, for the panel board removal of M2000, the
broad 1 in red should be removed first. Then remove four screws marked in red circle
to take away broad2 and 3. And remove broad 4 to check if there is any problem
between different components. The removal for other type of analyzer is similar with

M2000.
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T20180626 24/26



(Snibe]

Only when the reaction module in this two position can it not be cleaned by <Init W.
Clear>. Manually assistance is required, as shown in the picture, by pushing the
reaction modules out of this position and takes them out.

2.2 Pumps and Stacker

Some of the warnings are related to analyzer components, such as wash peristaltic

pump, chamber waste pump, and stacker.

1.2.1 |If there are alarms related to the pumps like “Washer peristaltic pump soak
abnormally”, “Chamber waste pump can not aspire” and the like, observe the
reaction module when it is in the washer (or chamber) and check whether it
is being washed and aspired by the washer normally (i.e. there is no
remaining liquid after it goes out of the washer or chamber ). If the
corresponding pumps work normally, the alarms could be temporarily
blocked. Contact engineer for further solution after the test.

2.2.2 Another case is the stacker, depending on the daily usage, user can
tick the *Stop using Stacker’ if it is not needed or the cuvette gets
stuck.
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Note: For other cases, please contact the local service engineer.

Stacker Status

[7] stop Using Stacker

= Save

Please click the item below to disable the warning message

[T] Running out of cuvettes soon

Washer peristaltic pump soak abnormally

[C] No cuvette in chamber

[[] Chamber waste pump can not aspirate

[7] Starter 1 is almost empty. Please replace

[7] Starter 2 is almost empty. Please replace

[T] Shaker is out of normal range

[[] waste cuvette is full. Please empty the waste bag
[7] System liquid is almost empty. Please replace

[T] waste liguid is almost full. Please replace

[¥] The cover of analyzer is open, please pay attention to safety
[[] software cannot connect to Lis

2. Consumable related warming

Some warning options in the Maglumi system can be blocked for the fluency of test,
totally 12.

111 Most of them are related to the consumable, such as system liquid, starter and
waste liquid, if the remaining one is enough, the warning message can be
blocked and the consumables could be added later. For example, when
running tests, if it alarms that “Starter 1 is almost empty, please replace”, it is
not necessary to stop the test. On the other hand, new pair of starters could be
replaced right after the tests.

Note: Same rules are applied to replacement of system liquid.

112 For another situation, if the liquid detection is abnormal, which means the
liquid (starters, system liquid) is enough, but there is alarm for running out of
liquid. In this case, the alarm can be blocked temporary and the sensitivity
can be adjusted after test.

3.Backup Files

In case of any application issue, please follow the instruction below to back up the

files of the instrument and send the backup files to supportive application specialist:

1.2 Create a new folder on the desktop (For example: Backup040816)
1.3 Turn to the installation folder of Maglumi software, copy the four files of

“assay”, “component”, “config”, “report” and paste the files into the newly
created folder (Backup040816) and send the folder to supportive application

specialist.

nnnnn

‘I » Computer » Software (D:) » Program Files » Maglumi 2000 » I v|&,‘
|

REE Z=E(WV) TR =EH)
AT a3EEh HE - i

=35 FMHE =t Fih

communicate

component

config
default

errormsg

flag

service
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MAGLUMI 2000 analizatoriaus struktiira

Dozatoriai (kairysis ir deSinysis): méginio ir reagento aspiravimas
Kiuvetés laikiklis: reakcijos moduliy jkélimas

Krautuvas: reakcijos moduliy laikymas

Méginiy zona: meéginio, kontrolés ar LC skyscio jdéjimas.
Reagenty zona: reagenty jdéjimas

. Perkeélimas j inkubatoriy: reakcijy moduliy stimimas i$ kairés dozavimo zonos j
kubatoriy.

Perkélimas j praplovima: reakcijy moduliy stimimas i$ inkubatoriaus j praplovimo vonele.
Inkubatorius: reakcijos moduliy inkubavimas reakcijai.
Transportavimas praplovimui: reakcijy moduliy perkélimas j praplovimo kanalg
. Praplovimas: praplovimo skyscio jSvirk&timas ir skysty atlieky aspiravimas.
. Skiedimo pompos (kairé ir desiné): sujungtos su dozavimo adata, aspiruoja méginius
ir reagentus.
12. Grgzinimas: reakcijy moduliy stimimas i$ desinés dozavimo zonos j inkubatoriy.
13. Stimoklis: reakcijy moduliy perkélimas i$ praplovimo j kamerg arba j pradine padét;.
14. Matavimo kamera: reakcijos Sviesos emisijos RLU matavimas.

15. Bruk3niniy kody skaitytuvas: méginiy stovy ar mégintuvéliy brak3niniy kody
nuskaitymas.

16. RFID skaitytuvas: reagenty rinkinio Zymos ir reagenty informacijos nuskaitymas.
17. Atlieky konteineris: kiuveciy atlieky laikymas.
18. Katalizatoriaus zona: katalizatoriaus 1 ir 2 vieta.

o0k wh =

>

- =2 O 0 N

Pastaba: M1000, M2000P, M4000, M4000P strukttira yra panasi j M2000 struktdrg.
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Maglumi reagenty rinkinys

Reagento Zyma: kalibracijos, tyrimo referentiniy riby, likusiy tyrimy informacija.
Etiketés informacija: tyrimo pavadinimas, SN ir partijos numeris, galiojimo data ir t.t.

Reagenty komponentai i$ kairés j deSing:

Nano magnetiniai mikrorutuliukai

Apatings ribos kalibratorius

Virsutines ribos kalibratorius

Atskyrimo reagentas, priklausomai nuo tyrimo
FITC

ABEI, chemiliuminescencijos Zyma
Skiediklis

Nk =
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Maglumi sanaudinés medziagos

Kodas | PAVADINIMAS LAIKYMAS FUNKCIJA
1 Sistemos zarneliy Kambario temperatira (15-30°C). Dozatoriaus ir praplovimo adaty
praplovimo tirpalas Tirpalo galiojimo laikas — 12 ménesiy, | Valymas, reagenty uZterSimo rizikos
laikant kambario temperatiiroje (15- sum.ai_ininzas, mazinant ba!tbfff{u
30°C) originalioje dézutéje. nusedima zamelese bei r.utvlp_lnes
MAGLUMI sistemos prieZiiiros
optimizavimas.
2 Praplovimo koncentratas | Kambario temperatiira (15-30°C) iki MAGLUMI magnetiniy

galiojimo datos pabaigos (12 mén.

nuo pagaminimo datos), nurodytos

etiketéje. Saugokite nuo tiesioginés
saulés Sviesos. Stabilumas
instrumente — 4 savaités.

mikrorutuliuky praplovimas.

Reakcijos modulis

Nelaikykite saulés Sviesoje ar
drégnoje vietoje. Galioja du metus po
pagaminimo datos.

MAGLUMI tyrimy vykdymas
MAGUMI sistemoje.

Fotometro kontrolés
skystis

Laikant prie 2-8°C neatidarytame
originaliame buteliuke, galioja iki
datos, nurodytos etiket¢je.
Panaudojus, nedelsiant uzkimskite
buteliuka ir laikykite Saldytuve, 2-
8°C temperatiiroje.

Katalizatoriaus reagenty
tinkamumo tikrinimas, MAGLUMI
matavimo ir dozavimo jrenginiy
funkcijy tikrinimas.

Katalizatorius 1: NaOH
Katalizatorius 2: H>O»

Kambario temperattiroje (15-30
°C) iki datos, nurodytos etiketéje
(12 mén. po pagaminimo datos).
Saugokite nuo tiesioginés saulés
Sviesos. Stabilumas instrumente —
4 savaites.

Chemiluminometrinio $viesos
signalo, biitino MAGLUMI tyrimy
atlikimui, generavimas.

I.T.S.D
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Sanaudiniy medziagy ir atlieky patikrinimas

1. Praplovimo koncentratas

Patikrinkite, ar sistemos skyscio pakanka tyrimo atlikimui. Jei ne, 1 praplovimo koncentrato
butelio turinj skieskite distiliuotu vandeniu iki 10 1. Prie§ naudojimg, sistemos skystj 6
valandas stabilizuokite.

“_ L

[

Pastaba: 2 sistemos skyscio talpas galima sujungti Zarnele.

.
Thdg
.

2. Reakcijos modulis

A

.,,_,,
ok
iz

2.1 Laiku jkelkite reakcijos modulius, kitu atveju programiné jranga pateiks praneSima
“Cuvette is running out soon” (senka kiuvetés ikélimo laikas).

2.2 Kiuveciy jkroviklio ar krautuvo dangtelj bei instrumento dangtj laikykite uzdaryta —
dulkes gali jtakoti klaidingy rezultaty pateikima.

2.3 Jei virSutiné reakcijy moduliy dalis buvo laikoma jkrauta ilgiau kaip ménesj, laiku
iStustinkite Sig dalj.

3. Katalizatoriai

3.1 Nesumaisykite katalizatoriy Zarneliy.

b

Pastaba: Katalizatoriy negalima sukeisti.
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iy, )

3.2 Jei katalizatorius pakeitéte naujos partijos katalizatoriais, i§ naujo kalibruokite visus
reagenty rinkinius. Jei katalizatorius pakeitéte tos pacios partijos katalizatoriais, o
senieji buvo naudojami ilgiau nei 2 savaites, rekomenduojame i§ naujo kalibruoti

reagenty rinkinius.

4. Atlieky maiSas

4.1. Atlieky konteinerj ir atlieky maisg jdékite tinkamai, jog kiuveté galéty laisvai patekti j
atlieky maisa.

J3

4.2 Atlieky mai$g bitina valyti kasdien.
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1. Analizatoriaus jjungimas

Jjungimo procediira

1.1 IS eilés paspauskite pagrindinj jungiklj ir papildomg instrumento jungiklj.

1.2 Prisiregistruokite programingje irangoje.
Paskyra: snibe
Slaptazodis: snibe

1.3 Po prisiregistravimo, analizatorius automatiskai pradés inicijavimo procesa.

2. Reagenty jkélimas
Idékite reagenty rinkinius ir palaukite 30 minuciy, kol instrumentas jSils.

Pastaba: j instrumentg jdétuose reagentuose neturi buti burbuliuky.
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1. Sistemos testas

Sistemos testo procedira

LC skystj jkelkite | 11-3 ar 12-3 méginiy zonos pozicija.

nuskaitoma britksniniy kody skaitytuvu ar rankiniu biidu
Rodyklés spalva pasikeis i geltona, atsiras praneSimas $SLCS

Paspauskite <System Test> (sistemos testas)

!

Dozatorius, praplovimas ir kamera 3 ciklai
BGW, LC-le ir LC-1i 1 ciklas

!

Paspauskite <OK> (gerai)

1.1 LC skystis turi buti dedamas j 11- g ar 12-3 méginiy zonos pozicij3.
Pazymeékite <Patients> (pacientai) ir pasirinkite automatinj atpazinimg (briikSniniy
kody skaitytuvu) arba rankiniu btidu paspauskite <Std/LC>. Sgsajos gali skirtis
priklausomai nuo analizatoriaus tipo, o procediira yra tokia pati su M2000.

Fiaok Simboes

a - = - - = = m = L m

Pastaba: kaskart LC metu yra paimama 120 ul kiekvienam reakcijos moduliui. Kartu su
tus¢iuoju turiu (100 ul), uztikrinkite, kad LC buteliuke yra bent 220 ul LC skysc¢io. Jei LC
tiirio nepakanka, bus naudojama 250 ul 1-adatos sistemoje M 1000 vienam LC atlikimui, 400
ul 2-adaty sistemoje vienam LC atlikimui.

1.2 Pagrindiniame ,,System Test* (sistemos testo) meniu paspauskite klavisg <SystemTest>
(sistemos testas); prasidés sistemos testas.

Dozatoriaus, praplovimo vonelés ir kameros uZpildymo ciklai, 1 ciklas BGW, 1 ciklas
LC-le ir LC-ri.
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System Test i
¥ = o
VPipettor 3
1 il V] Washer 3
-& Cancel .

o | Chamiber 3
Reaction Moudie
BEW 1

|
LCde 1
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Pastaba: sistemos testui reikalingi uzpildymo ciklai

Dozatorius/ciklai | Praplovimas/ciklai| Kamera/ciklai

Iprastinis uzpildymas 3 3 3

Nenaudota ilgiau kaip 10 10 10
5 dienas

Sistemos skysciy keitimas 10 10 3

Katalizatoriy keitimas 3 3 10

2. Sistemos testo rezultatai

Pagrindingje sgsajoje pasirinkite <Report> (ataskaita) elementg <System Test>
(sistemos testas) ir perzitirékite rezultatus.

e —————————
T 1
[. Start ]I- SystemTest ][h Pationts ]I,’ Reagents ][l | Process ][B Deinitions l[! System L_l Report | |!ﬁ I
“"!-._

Display Type N Results Records.: 19
|
SamplelD Assay RLU cv(%) Status Finish Time o |
sLc-ns Le-n 521155 12 Done 2018-03-23 13:07:05
SLC-les LC-le 530002 1.0 Done 2018-03-23 13:04:59 1

7o e SBGWS BEW 415 73 pone 2018-03-23 13:00:47
SLC-ris LC-n 512571 oS Done 2018-03-23 08:57:34 { !
SLC-les LC-le 525157 08 Done 2018-03-23 08:55:28 &
m SBGWS BGW 414 1.9 Done 2018-03-23 08:51:16 o |
SLCens Le-n 518050 1.0 Done 2018-03-22 12:37:07 |
SLC-les LC-le 531653 05 pone 2018-03-22 12:35:01
$BGWS BGW 397 41 Done 2018-03-22 12:30:49 ° |
) contrel sLCons Le-n 515138 12 Done 2018-03-21 11:49:44 |
SLC-les LC-le 531537 0.7 Done 2018-03-21 11:47:38 s
SBGWS BGW 404 3.8 Done 2018-03-21 11:43:26 o |
sLC-ng LCn 521606 08 Done 2018-03-20 16:19:12 |
sLc-ns Le-n 521849 08 Done 2018-03-20 16:17:06 :
—_— SLC-let LC-le 529179 0.4 bone 2018-03-20 16:15:00 |
SLC-le§ LC-le 527673 0.7 Done 2018-03-20 16:12:54 o |
2 Sort | £ v " Delete & hm

MAGLUMI (= | @< |
2000 (onibe) , = it O

BG

Z

RLU: 100~500 CV < 10%

500~1200 CV < 5%

LC 400,000~650,000 CV < 3%

LC RLU skirtumas tarp dviejuy adaty: < 30,000 (analizatoriams su dviem adatomis).
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Kalibracijos procedura

1. Kalibracijos procediira
Paspauskite <Reagent> (reagentas)

Laikas skaiciuojamas atgaline tvarka iki 00:00, gerai iSmaisykite

Pasirinkite reagenta ir paspauskite <Calibrate> (kalibruoti) Paspauskite <Batch Calibration> (partijos kalibracija)

{

Pazymékite tyrima ir paspauskite <OK> (gerai)

Paspaude <View> (perziiira), perziiirékite rezultatg

v

Pageidautina: CV<10% - 70% < deviacija <70%
Priimtina:  CV<15% - 70% < deviacija <70%

Normos ribose Uz normos riby

Spauskite <Validate> (tvirtinti) ir <OK> (gerai) Spauskite <Reject> (atmesti) ir <OK> (gerai)

Pastaba: pries atliekant kalibracija, jsitikinkite, jog reagentuose néra burbuliuky, o
magnetiniy mikrorutuliuky dalelés buvo suspenduojamos maziausiai 30 minuciy.

Pasirinkite rinkinj ir paspauskite <Calibrate> (kalibracija) klavisa, esantj <Reagent>
(reagentai) meniu. Prasidés kalibracija.

@ = )E e ) (@ e T e YE e (B e J[@ o J(E e [ ]
 ———

4
=+
I

Reagent Integral Area

ERROR
ERROR

Calbration Reagent Integral Data
2 Article-No.: |£,3 | KiHo: [ 5580 | Integral Layout: [ 7
o o« = . . JE— S
=] Master Curve ID: [ 20160412083000 | Loto.: 04516041201 Expiy Date: [ 2017-04-12 ]
Determinations: Iﬂ ] Remaining Tests: ng
igiatch Calibration Calibrators Tolerances
Rl Concentration

Units: [ gL |
..... il et 111
@lugmt Tnventory 3 1 |zsn7 | |70 ‘ 70 | [70 | {70
Z [210848 | [70 ] [70 | [70 | 70

Arba paspauskite klavisag <Batch Calibration> (partijos kalibracija) ir pasirinkite
kalibruojamus rinkinius, tuomet paspauskite <OK> (gerai). Prasidés partijos kalibracija.

Batn Cobtmncr

Pouton Asvay Nama Let-No. Master Curve 1D et Cakitw atson ¥akdy Penod ’

e 00 1900 1) L et ey '
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2. Kalibracijos rezultatai

Po kalibracijos, paspauskite klavisg <View> (perziiira), esant] <Reagent> (reagentai)
meniu ir perzitrékite kalibracijos rezultatus.

Calibration Dialog: TSH
Lot-No. 005140917 Kit-No. 8311 Master Curve ID: 2010917145500
Expires Last Run
Calibrator 1 Calibrator 2
2015-04-22 17:16:53 2015-04-08 17:16:58
RLU
| validate [ | Recalc Assocated Samples Reject ! 2758 378750
3011 393307
2000000 -~ -- === ===z s
2890 335028
1500000 5.917 3.0
= =t
- # . -31,598 29,2,
=8 1000000
Concentration
500000
‘ = Frin ‘ 0.334 3.67
] - i
— 001 01 1 0.334 38.670
ncentration
g : Glnthl 0,001 0.000
‘ \ } Change Cali Geometric Curve Check
Status: Tolerances
A 2801
Validated % +% -% +%
Maximum
g | el diistoey Activity: Cone, | 7@ 70 70 70
B: 38350
Finished RU (@ ™ 7

Yra du pagrindiniai parametrai, kuriuos butina patikrinti: CV ir Dev.
CV <10% -70% < Deviacija < 70%
CV<15% -70% < Deviacija < 70%

Pageidautina:
Priimtina:

Jei kalibracija pavyko, paspauskite parinkt] <Validate> (tvirtinti) ir klavisag <OK>
(gerai) — kalibracijos rezultatai bus patvirtinti.

Jei kalibracijos rezultatai nepatenka j numatytas ribas, paspauskite parinkt] <Reject>
(atmesti) ir klavisg <OK> (gerai) — kalibracijos rezultatai bus atmesti. Raskite
kalibracijos nes¢kmés priezastj ir reagenty rinkinj kalibruokite i§ naujo.

.T.S.D T20180626
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Diaanostic

Kontrolés atlikimo procedira

1. Kontrolés redagavimas

Paspauskite <Definitions> (pavadinimai)
Pasirinkite <Control> (kontrolé) ir paspauskite <Add> (pridéti)

Pasirinkite tyrima ir jrasykite <Name> (pavadinimas), <Lot-NO> (partijos nr.) ir <Expiry
date> (galiojimo data); Si informacija pateikiama kokybés kontrolés instrukcijoje

Paspauskite <Add> (pridéti) klavisa ir redaguokite parinktis <Replication> (pakartojimy skaicis),
<Range> (ribos), <Target Value> (taikinio verté), <Target SD> (taikinio SD), <Target
CV> (taikinio CV) ir paspauskite <Save> (iSsaugoti).

1.1 Pasirinkite <Control> (kontrol¢) elementg, esant] <Definitions> (pavadinimai)
meniu. Paspauskite klavisg <Add> (pridéti) ir pridékite nauja kontrole ar
pasirinkite egzistuojancia kontrolg ir ja redaguokite paspaude klavisa <Edit>
(redaguoti).

B = a7 =] ~— s =] = )& ~ (=)

Expiry Date

1.2 Jrasykite informacijg laukeliuose <Name> (pavadinimas), <Lot-NO.> (partijos nr.) ir
<Expiry Date> (galiojimo data) (pateikiama kontrolés instrukcijoje), pasirinkite tyrimg ir
paspauskite klavisg <Add> (prideéti).

Control Data Input -

Control Spacication AEEY SEecTion
" | . TSH
% ] S Nome: T4 TEST 16
Lot-No.: 016150428 ] = ]
Expiry Date: 2016-04-27 TPA Troponin 1 | TEH
T—— = - =

Control Detal Description
Refiers 1o Assay

TSH

-y - e
- 4

1.3 Redaguokite pakartojimy skaiCiy ir jrasykite ribas, taikinio verte, taikinio SD
(virSuting ir apating ribas) ir patvirtinimui paspauskite klavisg <SAVE>
(iSsaugoti).

.T.S.D T20180626 13/26



Refers to Assay

Control Data
Control Name

o]

Replication: il
Unit: ng/mb
Range

0.000

0.000

Ref. Range
0.000

0.000

Target Value:
) Target SD:
Target CV[%]:

0.000
0.000

0.000

1.4 Naudojant keliy lygiy viding kontrole, originaly partijos numerj galite keisti ]
114160923XX01/02/03/.

1.5 Naudojant iSoring kontrole (universalig kontrolg), pvz., Biorad, paspaude klavisa
<Add> (pridéti), galite pridéti daugiau parametry (jau redaguota kontrolé bus
rodoma Sviesiai zalia fono spalva).

Control Data Input

Control Specification Assay Selection

Narne: Bord ACTH B2-MG BGW
ave
Lot-No.: 1212 . . .
Expiy Date: 20170720 B I CA242 car24
Control Detail Description
e tohes CAFP cF-B-HCG CG
efers to Assay
|| || =
G
CE-MB Cortisol CRP
[ | [ | ||
Wi cT Cc-P DIGOXIN
- [ | [ |

@ Edit @ o
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2. Kontrolés vykdymas

Paspauskite <Patients> (pacientai)
<Patients™> (pacientai) meniu pasirinkite kontrolés pozicija

Pasirinkite <Control> (kontrol¢)

!

Pasirinkite tyrimus (pasirinkti tyrimai bus rodomi zalia spalva)

'

Paspauskite klavisg <Save> (iSsaugoti) ir <Start> (pradéti)

2.1 <Patients> (pacientai) meniu pasirinkite kontrolés pozicija. Paspauskite klavisa
<Control> (kontrol¢), kaip pavaizduota Zzemiau (M2000 s3saja, kitiems modeliams
procediira yra ta pati).

@B = JB e )@ e WP v J[B e (@ o J[@ o J([E - [ )
i

Sample Info Control Spacfication
From To

Rack Station

Name:

@ Erer 53 tette: 2

2 Expry Date: 2017-07-26

- - | J
Loading 2 5

4 |& s ||
N T :
5
& - |l -
1
u -
1 L
@ = s -

2.2 Pasirinkite tyrimg paspausdami jo klaviSa (pasirinktas tyrimas bus rodomas zalia
spalva). Norédami iSsaugoti pasirinkima, paspauskite klavisg <Save> (iSsaugoti),
tuomet - klaviSg <Start> (pradéti).

3. Rezultaty perziiira
Norédami perziiiréti rezultata, paspauskite F7 ir pasirinkite elementg <Journal>

(zurnalas), esant] <Report> (ataskaita) meniu. Tuomet paspauskite parinkt]
<validate> (tvirtinti). Rezultatus rasite parinktyje <Report> (ataskaita) ->
<Control> (kontrol¢). Po patvirtinimo, rezultatus taip pat galésite perzitiréti pasirinke
<Report> (ataskaita) -> <QC> (kokybés kontrol¢).
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Diaanostic
aom
i Start SystemTest l lh Patients ] ’ Reagents ] IF‘_“ Process a Definitions Ii System ] Report

Sort Criterion: Chronological Records.: 39

Search Key: ’ B s I ‘ Today Rpt. ‘
SamplelD Assay [N RLU CV(%) Concentration Flag o ‘
Qcz2 TRAD 14957 0.0 1.121 WA
Qc3 TRAL 22882 0.0 1.430 IU/L 1
100481906 TRAD 10463 0.0 0.8597 1U/L o
100474129 TRAD 27313 0.0 1.650 IU/L > 3
100475662 TRAD 33694 0.0 2.122 UL > e
Qc1 ALD 223466 0.9 83.93 pg/mL o

15123 1.4 1.127 WAL |

642 |

#108180110001# t 28732 |az 38.14 ulu/ml °
#108180110002# Direct Renin 53517 39 93.87 ulu/mL

#010180118001# TRAD 63340 2.9 4.038 Iu/L = =
#059180118001# ALD 96999 1.6 384.6 pg/mL

#105171220001# hs-cTnl 1687 39 10.34 pg/mL l o J
#105171220002# hs-cTnl 2268 35 20.83 pg/mL —a
23540416# ALD 225342 6.2 81.41 pg/mL

#35404162# TRAbL 15638 4.2 1.146 IU/L | o

7 mecule ¥ o | [ I | 0 pelete v ]‘ & prn IZ Remcasure ‘

- Start SystemTest u Patients s Reagents F-_! Process @ Definitions . System ! L.f Report
Sort Criterion: Chronological Records.: 11
r
Search Key: 8 st I ‘ 3 Today Ror., ‘
| sampiern Lot-No. Assay Range Concentration Flag | e {
*108180110001# 108180110001 Direct Renin 28...52 40,57 ulu/mL J
#108180110002# 108180110002 Direct Renin 73.5...137 102.3 ulu/mL —
| #108180110001# 108180110001 Direct Renin 28...52 33.74 ulu/mL s o
#108180110002# 108180110002 Direct Renin 73.5...137 96.21 ulu/mL (
| #108180110001# 108180110001 Direct Renin 28...52 38.39 ulu/mL —_—
| #059180118001# 059180118001 ALD 259...481 369.6 pg/mL o
| #108180110001# 108180110001 Direct Renin 28...52 39,58 ulu/mL
| #108180110002# 108180110002 Direct Renin 73.5...137 95.55 ulu/mL —
#108180110001# 108180110001 Direct Renin 37.95 vlu/mL ° |
: #108180110002# 108180110002 Direct Renin 90.91 ulU/mL [
#010180118001# 010180118001 TRAD 3.911 /L .
| o
‘ o
= . .
*" mline @ v 2] Delate ﬁ Print

AGTO

2018-01-03
To:

2018-04-03

CAI25
CAIS3
CA199
CA242
CA724

E2

EBV EAIgA
EBV VCA IgG
EBV VCA IgM

Direct Renin

Lot-No.
108180110001
108180110002

Target Value
40.000

Target SD
4.000
10.500

s &8 1 8

9 10 11 12 13 M 1S 16 IT 18 19 N0 21 2 D M S B 7 B B X
D8-1081801 10601 ik
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Meéginio tyrimo proceduara
1. Meéginio ir tyrimo redagavimas

Meégintuvélius su méginiais sudékite j stova taip, jog bruksninis kodas biity iSorinéje puséje

Automatiskai parsisiyskite méginio ir tyrimo informacija Dukart jrasykite méginio ID ir priskirkite
i§ LIS/HIS serverio tyrima/profilj

Paspauskite <Work List> (darbalapis) ir perzitirékite méginiy sarasa.
Jei reikia atlikti pakeitimus, spaulkite klavisa <Edit> (redaguoti).

Paspauskite klavisa <Save> (i§saugoti) ir <Start> (pradéti)

1.1 Méginiy stovo jkélimas

Meégintuvélius su méginiais sudékite i stova ir uztikrinkite, jog jy briikSniniai kodai

yra atsukti j brikSniniy kody skaitytuva (jei naudojamas), tuomet stova jstumkite j bet

kurig laisvg méginiy zonos vieta.

Pastaba: méginiy apdorojimo informacija pateikiama tyrimo naudojimo instrukcijoje.

1.2 Méginio ID ir tyrimo redagavimas

Naudojant briikSniniy kody skaitytuva, sistema automatiskai parsisiys méginio ir
tyrimo informacijg 1§ LIS/HIS serverio. Arba galite dukart jrasyti méginio ID ir
atitinkamam meéginiui priskirti tyrima/profilj rankiniu biidu.

Waglures 2000 | vrdve |

) ) ) =)&)

Rack Staton
- =" " "=

Gonsn S
-y

r ¥y -
—
- S

= ‘ .-
[ - - J —
e i A g o

| wndbg | Lown T COM Seatus € PLC Ttens
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1.3 Po méginio redagavimo, paspauskite klavisa <Work List> (darbalapis) ir
perziturekite méginiy sarasy. Paspaude <Edit> (redaguoti) galésite jj keisti
arba iSsaugokite paspaudg klavisa <Save> (iSsaugoti).

Dmtrprtm b By bt

Frumm T

L N
+ w8
| N

I3
B
=
T

@
S
- = CEs
!
i a8

B

| =

[
®

1.4 Skubaus méginio atveju, po méginio ID ir tyrimo redagavimo, pasirinkite
meéginio pozicijg ir paspauskite klavisag <STAT> (STAT) — nustatysite STAT
rezimg skubiems méginiams.

il-
eececescscee
??Hiii’: i

1.5 Po méginio ID ir tyrimo patvirtinimo, paspauskite klavisg <Start> (pradéti).
Prasidés tyrimas.
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2. Méginio rezultatas
Norédami perziiiréti rezultata, pasirinkite elementg <Journal> (Zurnalas), esantj

<Report> (ataskaita) meniu. Paspaude klaviSg <Sort> (riiSiuoti), pagal pasirinkta
kriterijy galésite lengvai rasti iSsaugotus rezultatus.

Atkreipkite démes;j j rezultatus, pazymétus Siomis Zymomis:

Zyma ApraSymas

* Instrumento klaida tyrimo metu

E Tyrimas atliktas su pasibaigusio galiojimo reagenty rinkiniu
C Apskaiciuota naudojant negaliojancia kalibracija

R Sis rezultatas buvo perskai¢iuotas i naujo

S Aspiravimo klaida tyrimo metu

N Adatos problema tyrimo metu

>/< Rezultatas nepatenka j normos ribas (tik pacienty rezultatams)
>>[<< Rezultatas nepatenka j tyrimo ribas (tik pacienty rezultatams)
>Q/<Q | Kontrolés rezultatas nepatenka ] numatytas ribas

D Adata aptiko kresulj

Pastaba: zymy ,,E*, ,,C* atveju, rezultatai gali biiti netikslas.
Zqu 3, N L*) D atveju, rezultatai negali biiti tvirtinami.
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Skiedimo procediira

ISankstinis skiedimas

Paspauskite <Definitions> (pavadinimai)

Pasirinkite skirtingas vertes <Dilution selection> (skiedimo pasirinkimas)
ir pasirinkite tyrima (pasirinktas tyrimas bus rodomas zaliai)

Paspauskite “Selected Di*utions” (pasirinkti skiedimai)
arba redaguokite rankiniu biidu

Parinktyje <Patients> (pacientai) pasirinkite'méginj ir paspauskite klavisa <Dilute> (skiedimas)
Pasirinkite tyrima ir pasirinkite skiedimo vertg
1.1 Skiedimo nustatymg galite redaguoti parinktyje <Diluter> (skiediklis), esancioje
<Definitions> (pavadinimai) meniu.
Pirmiausia pasirinkite tyrima, tuomet — skiedimo vertg parinktyje “Dilution selection”,

(skiedimo pasirinkimas), tada paspauskite elementg “Selected Dilutions” (pasirinkti
skiedimai) arba verte redaguokite rankiniu biidu.

Ay Chilusteor L.oboctsor
[ L0
-
1 2 =

=
- - -
L g CaIPS - -
1 [ ] L [E
AT ra LRl e - -
= — b 1= LA
=) L [eer e =
[ ] - A
L R LT ) " Ll ] OLL_
= = ol -
Hea i a 5
- - L =
. ’ .
- - = = ==

1.2 Po méginio ID jra§ymo, paspauskite klavisg <Dilute> (skiedimas) ir pasirinkite
tyrimg bei skiedimo verte.

Fimck Stabon e o ™ - -
" " -
- s W EEE NS WW B O

i

1@-‘

s

'@ ®
. — - o 2.

. s . ‘
! I.. = - = ) oy

Lintibrng I-.. :.
o3 ‘e @
e e I8 e -
§ - ‘e et '
- L S R
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ISjungimo procediira
1. Analizatoriaus iSjungimas
1.1 Isitikinkite, jog visi tyrimai yra uzbaigti.

1.2 Naudotojo sgsajos apatiniame desSiniame pagrindinés sgsajos kampe paspauskite
mygtukg <Quit> (baigti), tada paspauskite <OK> (gerai).

1.3 ISjunkite papildoma jungiklj, tada — pagrindinj analizatoriaus jungiklj.
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Priezitira
1. Bendras sistemos uzpildymas

Pasirinkite parinkt] <Maintenance> (prieziira), esan¢ig <System> (sistema) meniu ir
paspauskite klavisag <Priming for all> (bendras uzpildymas). Norédami iS§saugoti,
spauskite klavisag <OK> (gerai).

MAGLUMS 2000 - | smibe |

E = ) e ) e ) J e ) (@ e | [ (5]

Maintenance | Wash Pipe

Wash Pipe (zarneliy praplovimas): 1. 13ml (bendras tiiris - 25ml) praplovimo tirpalo
dozuokite j paskutines 3 reagenty pozicijas. 2. Dékite | pirmgjg reagenty zonos vietg. 3.
Naudotojo sasajoje paspauskite parinkti <Wash Pipe > (zarneliy praplovimas).

:[. e J[E e ) (@ e )7 e J[E e J[B e ) (@ e (@ e ) [(5)

‘Wash Pipe

L&

Infe
Wash Step

& seming
[] ity maine.

[ | weekly maint.

onthly Maint

il

Maintenance

&

e 0801 10001) The o of sl yore = ogen, piesss: fury Afhehon o safery ! MAGLUMI = 4
= e mamg | M| || (][ 2] (@] [

2. Kasdieniné prieziiira
Atlikite kasdieninés prieZitiros procediiras.

l- Start "- SystemTest ““ Patients “," Reagants I[- Process ]I‘j Definitions Kg:mm\])l:_: Report "1:3'
i N — —

® biot et

T i Hames whan st the miwar

|
R ot the custom trrw Aty 0R00:00 | D e

Bl the mrfacn of IErumest with dust ool corion quth

| G==2 y
— 21.Epty the cuvettan n wan ag
~ Menehly i

2.3 Emuty the wasts kol n wate tni

3.Chech the sTarters, Champe & nmw e 118 8 N0t anough Tt neet diy's neeg.

4 Chack the systwm iqued.and pragare a new ane far  hows stewng ¥ £ 8 net enough for next day's nning

+

8.0k n the Tight: buttom,amd & wil run “Frme far 2l snce [
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Diagnostic
3. Kassavaitiné prieziura

Atlikite kassavaitinés priezitros procediras.

G
[" start ][D SystamTast ]ln Patiants "/ Reagants "E\ Procass “ﬂ Oefinitions I(U System 'llJ Report "@l

8 Not remind
Info Remind when start the software 1
p— - S
Rl 3¢ the Lo Hiretredlh) [Wondey <] osaoan : I b I J

Satting — =— = ——— = — —

1.1.Clean the surface of pipette needle, washer's asperation/njection needie with aicohol.
lj Daily Maint. 1.2.Chck on the right buttan, and &t wil un “Prime for al” twice. | R

il

E]w-dcly Waint.

'
g

[ Monthiy Maint.

Wil Maintenance

£
:

4. Kasménesiné prieziura

Atlikite kasménesinés prieziluros proceduras.

'i Start ] [ﬁ] SystemTest ] [u Patients. l [," Reagents ] [P Process ] [E Definitions I @ system )l [ Report I | m l
& Not remind
e  Info ) Remind when start the software
| SE— [ r—
1 Remind 3t the custom tme{monthly) £ =) 08:00:00 s
1.1.Replace the starters wth 40°C dH20,then cick on the right buttons and & wil prme chambes 30 times. —— ]
[Z] csily Maint. 1.2.Repiace Back with Starters then cick on the nght DUTTon. and & Wil prme chamber 10 times. ——
2.1 i 0ad the Tubing Cleaning Solution.
[ weskly maint 2.2.Cick on the fght buttonand I wil run “Wash pipe” once. —_—
3.1.Empty the SystenyWaste Ligud Tank, add 0.5% bleach to wash.
3.2 Wash the tank 5 trmes weh di20.
3.3.Add the System hqud, then click on the rght button,and & wil prime the Pipettor and Washer 30 times, L B i
. 4.1.Load the LC bottle,then dick on the rght button,& wil un BGW and LC once. T
@ statisties e
4.2.Check and record the resuk.
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Trikc¢iy Salinimas
1. Su komponentais susijusios problemos
1.1 Istrigusios kiuvetés problema
Jei tyrimo metu reakcijy moduliai jstringa analizatoriuje, juos biitina iSimti, kad

tyrimas nebiity neigiamai paveiktas. Daugeliu atvejy, tai galima atlikti paspaudus
<Process> (apdorojimas)---<Init W. Clear> (pradéti valymg).

A L LAY 30896 - [

| Start = SystemTest 4 Patients F Reagents
Y & age

Stacker Status
¥ Stop Usng Stacker

b 3 Save |
[ it W, Clear Piease cick the em below to disable the warming message = =

455 Return Asy

[

Piease replace

pty. Please replace

mal range

is full. Please empty the waste bag

almost empty, Please replace
Waste bquid is almost full. Please replace

# The cover of analyzer is open, please pay attention to safety
Software cannot connect to Lis
Cuvette loader exit sensor fail

B warning opt.

Arba, v¢l jjungus programine jrangg, pazymeékite laukelj “Initialization with
Cuvette(s) Clear” (iniciavimas su kiuveciy valymu).

ogin

User

{3& 0K snibe

@ Cancel

[¥] Initialization with Cuvette(s) Clear

Password

Jei reakcijos modulis negali biiti i§valytas, reikia rankiniu biidu nuimti skydo

plokste ir iSimti modulius:
M2000 skydo plokstés nuémimas

Kaip pavaizduota paveikslélyje zemiau, norint nuimti M2000 skydo plokste,
pirmiausia reikia nuimti 1 plokstg. Tada atsukite keturis raudonai pazymeétus varztus
ir nuimkite 2 ir 3 plokstes. Nuéme 4 plokste, patikrinkite, ar komponentuose néra
trik¢iy. Kity analizatoriy modeliy ploks¢iy nuémimas yra toks pat, kaip ir M2000.
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Kai reakcijos modulis yra antroje pozicijoje, jis negali buiti valomas funkcija <Init
W. Clear> (pradéti valyma). Tokiu atveju yra biitinas rankinis jsikiSimas, kaip
pavaizduota paveikslélyje, iSstumiant reakcijos modulius i$ Sios pozicijos ir iSimant
juos i§ instrumento.

1.2. Peristaltiné pompa ir krautuvas

Kai kurie jspéjimai yra susije¢ su analizatoriaus komponentais, tokiais kaip

peristaltiné praplovimo pompa, kameros atlieky pompa bei krautuvas.

1.2.1 Esant aliarmui, susijusiam su pompomis, pvz. “Washer peristaltic pump soak
abnormally” (Peristaltiné praplovimo pompa neveikia tinkamai), “Chamber
waste pump can not aspire” (Kameros atliecky pompa neaspiruoja) ar
panasiai, stebékite reakcijos modulj jam esant praplovimo voneléje (ar
kameroje) ir patikrinkite, ar jis yra tinkamai praplaunamas ir aspiruojamas
(t.y., modulyje néra likusio skyscio, po jo iSkélimo i§ praplovimo
vonelés ar kameros). Jei atitinkamos pompos veikia tinkamai, aliarma
galima laikinai sustabdyti. D¢l tinkamo sprendimo susisiekite su
inZinieriais.

2.2.2  Priklausomai nuo kasdieninio naudojimo ypatumy, naudotojas gali pazyméti

parinktj ’Stop using Stacker’ (nebenaudoti krautuvo), jei jo nereikia arba jei
jame yra uzstrigusi kiuvete.
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Snibe

Diaanostic

Pastaba: kitais atvejais, susisiekite su vietiniu aptarnaujanciu serviso inZinieriumi.

Stacker Status

Stop Using Stacker |
Please cick the tem below to disable the warming message

Running out of cuvettes soon
¥ Washer peristaltic pump soak abnormally
No cuvette in chamber
Chamber waste pump can not aspirate
Starter 1 is almost empty. Please replace
Starter 2 is almost empty. Piease replace
Shaker is out of normal range
Waste cuvette is full. Please empty the waste bag
System hquid is almost empty. Please replace
Waste liquid Is almost full. Please replace
¥ The cover of analyzer is open, please pay attention to safety
Software cannot connect to Lis

2. Su sgnaudinémis medziagomis susijusios problemos

Kai kurios Maglumi sistemos jspé&jimo parinktys gali biiti stabdomos, nestabdant

tyrimo eigos (i§ viso 12).

2.1.  Dauguma jspéjimy yra susij¢ su sgnaudinémis medziagomis, tokiomis kaip
sistemos skysciai, katalizatoriai bei skystos atliekos. Jei jy kiekis yra
pakankamas, jsp€jamasis pranesimas gali buti blokuojamas, o sgnaudinés
medziagos jdedamos véliau. Pavyzdziui, tyrimo metu, atsiradus pranesimui
“Starter 1 is almost empty, please replace” (1 katalizatorius beveik baigési,
prasome pakeisti), tyrimo stabdymas néra butinas. Katalizatoriy porg naujais
galima pakeisti iSkart po tyrimo.

Pastaba: tos pacios taisyklés galioja sistemos skyscio keitimui.

2.2 Kitu atveju, jei aptiktas skyscio kiekis yra netinkamas, tai reiskia, jog skyscio
(katalizatoriaus, sistemos skyscio) pakanka, tac¢iau aliarmas pateiktas, nes
skystis baigiasi. Tokiu atveju, aliarmg galima laikinai stabdyti ir po tyrimo
sureguliuoti skyscio aptikimo jautruma.

3. Atsarginés faily kopijos

Programos naudojimo problemos atveju, laikykités Zemiau pateikty instrukcijy ir
sukurkite atsargines instrumento faily kopijas bei jas nusiyskite produkto specialistui:
3.1 Darbalaukyje sukurkite naujg aplankg (pvz.: Backup040816).

3.2 Atverkite Maglumi programinés jrangos idiegimo aplanka, nukopijuokite keturis failus:
“assay” (tyrimas), “component” (komponentas), “config” (konfigiiracija), “report”
(ataskaita) ir jklijuokite juos j naujai sukurta aplanka (Backup040816). Sj aplanka
nusiyskite produkto pritaikymo specialistui.
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