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XS5-1000i START-UP

Pre-Operation Checks

1. Refill printer with paper
2. Check waste container (if used)

Power on the Information Processing Unit
(IPU)

1. Press the power button on the IPU.

2. For the Windows logon, “XS” is the user name
and initially there is no password.* Press [ENTER] or
click [OK].

3. When the XS IPU logon displays, input the user
name and password, if required.

4. Press [ENTER] or click [OK].

NOTE: If a password is defined for the Windows log
on, users have 3 chances to input the correct password.
After 3 failed attempts, the account will be disabled for 30

minutes. Unlocking before 30 minutes requires administrative

access (Call 1-888-879-7639).

Power on the Main Unit (MU)

NOTE: XS-Series Main Menu must be displayed before powering on Main Unit.

1. Power on Main Unit using the switch located on upper right side.
2. The XS performs self-checks. If any self-check fails, an error message displays.
Refer to the Instructions for Use Manual chapter on Troubleshooting.

+ Microprocessor Check
Mechanical Parts Check

« Temperature Checks
Background Check

Temperature Stability - X5-1000i

Current Target
Reaction Chamber | 7.6 | 40.7 °c
Reagent Heater | 42,1 | 41.6 “*c

Log On to Windows

Prof

Copyright £ 1935-2001 ""‘
Microsoft Corporation

User name: XS |

Password: | | |

] [ Cancel ] [Options ]

IPL Legon

User Mame |

Password !




X5-1000:7 START-UP

NOTES ABOUT SELF [

CHECKS: FPressures Temper'a.ture I{:]—I
o5E

The “Temperature 0.06 MPa [ 00000 Reaction Chamber [ 333

Stability” dialog box -0.03 MPa -0.0Ull Reagent Heater [ 7.4

displays the FCM Sheath-Temp. [ 1.3

temperatures of the Envi ronment [ 215

reaction chamber and

reagent heater until Laser Current HEE

& . LD driwver j.ﬁmﬂ Convart 2177
they stabilize. If the
h | Aspiration Sensor

box has not closed Simiies [ 15%

30 minutes after it

start up, contact L § 1 1 ==  § e e

Technical Assistance. [sns11 N [sws13 [sns14 [ (Svs10 NN NN NN
« Pressure and vacuum SNSIE SNSZZ SNSZ3 SHSIE SHSDS! SHSIE! |SHS27 [SNS2E SHSZD |SHSIOI

readings are I B (5rc07 [Sws3d [sws35 [SHs36 [SwS37 [SNS3E [Sws3U [Sns40

: SNS41 [SNEAZ [5Ns43 [SN544 5N546 [SNSE7 [SNSAE

monitored by the XS. [SEIT [SeeT ey [ I =X - &

If a pressure or

vacuum error occurs, an error message displays. Click [Accept] on the Help dialog box to display

the sensor dialog box. Follow the instructions. r!
+ If the background check is successful, the Analyzer Icon at the bottom of the IPU screen turns gy

green and the “Ready LED” on the Main Unit turns green.
+ If any background count is

Aule Rinse - X5-1000(
greater than the acceptable

limits, a “Background Error” Background Check
displays and the Background pesults Limit
Check dialog box opens. REC | 0.00] 0.02 1046 /uL
Parameters that exceed HGE | 0.0}l 0.1 g/ /dL
acceptable limits are displayed PLT | ofl 10 10A3 /uL
in red. WEC - [ .02l 0.30 1043 /uL
« If the “Background Error” displays, WEC-D | 0. 00| 0. 10 10A3 fuL

click [Accept] on the Help dialog . —
R .
box to perform another BHEDRINAS 33, L1l PIEGEEsS

Autorinse. I | T—

Troubleshooting

If any problems occur during Start-Up, QC Analysis, or Sample Processing, refer to Chapter 10, Troubleshooting in
the Instructions for Use Manual.



XS-10007 QC ANALYSIS

QC Analysis (e-CHECK XS or e-CHECK XE)

+ Warm controls to room temperature for at least 15 minutes.

+ Mix controls by gentle, end-to-end inversion until re-suspended.
« DO NOT place on a mechanical mixer or rocker.

« "Control Entry Error” occurs if lot is not registered.

Manual Mode (4.5mL or 1.5mL vials) F2 =
E
1. From the Main Menu and with “Ready LED” green, click the [Manual] Icon or the [F2] function key on Vf

the keyboard.

Enter the QC lot number into the “Sample No.” field using

one of the following: Sampe no. - o
+  Ue the handheld barcode reader to scan the barcode [ Gt ]
label (e-CHECK XE only). piscesie SRS ol captllanicos el —= ]

+ OR, Use the keyboard to manually type the number.

patient ID Patient Name

NOTE: The prefix "QC” must always be uppercase and foll '
Click [OK] or press [Enter] on the keyboard. The QC dialog box opens.
NOTE: If lot number has not been established, “Control Entry ERR” will display in the Help dialog box. Click
[Accept] and [Close]. Follow QC New Lot Registration directions.
Verify appropriate lot and level is displayed.
Select the appropriate sample tube adapter, and
place it in the sample position area. Align the red dots,
then turn the adapter clockwise until there is a click
(turn about 45%) to secure it.
Mix the QC vial through gentle, end-to-end
inversion, then place it into the XS sample adapter.
Press the [Start] switch on the right side above the

sample position cover.
The QC results will display in the dialog box when sample measurement has
completed. Out of range results

will display with red
Mickname [25-15661
background. Press [Accept] File o, EOE
i T Li 1
for results to plot or [Cancel] R __ oraoh |
Exp. Day 0772172006
to abort REC 1046/ ul WBC -C 10A3 fuL
Repeat steps 1-8 for the i B [ A
L. MEY fL LYMPHE 10A3/uL
remaining levels of QC to be T — wonot [ Ton/ur
MCHC a/dL EC# 1043 fuL
analyzed PLT 1043/uL  BASO# 10A3/uL
: RDW=5D fL MNEUT %
row-cv [ % (R *
PDW fL MONCE %
PCT % EQ% %
MPY fL BASOS %

P-LCR %




X5-10001 QC ANALYSIS

QC without Barcode Label
sample Mo. oK
1. From the Main Menu and with “Ready LED” green, 1 _em |
click the [Manual] Icon or press [F2] on the BEERE s CRIIUSE
keyboard. patisnt 1D Patisnt Name
: : | [
2. Click [QC] menu button in the Manual Sample No.
dialog box.
3. Highlight the Control level and lot number  EEESEEEEME
File No. Material Lot No. Exp. Day Last OC measurement ;JlIl
to be analyzed. QcOs  Control Levell QC-60860804 061272006 06/07/2006 1 4:20:55
. . Qcoe Contral Level2 QC-60860806 06272006 06/07/2006 14:47:14 cancel
4. Click [OK]. The QC dlalog box opens. acor |
. . . . acos Control Lewvel2 QC-61370602 0722006 D61 3f2006 14:55:45 M 1
5. Verlfy appropriate lot and level is dISp|ayed- acl0 Contral Level3 QCE13T0803 0712006 06/13/2006 14:56:55 e
. aci Otherl 0c-123 D6/30{2006
6. Select the appropriate sample tube adapter, aciz  omer2 ac-tii DGPOZOS  oBm2008 132029
ac7 Control Leveld Qc-61370803 0721{2006
It i+ acia Control Levell Qc-61370601 07212006
and place it in the sample position area. R o e, | Az E

Align the red dots, then turn the adapter
clockwise until there is a click (turn about 45°%)

i
to secure it. ot n
wickname E- 0007 EF

7. Mix the QC vial through gentle, end-to-end File wo. PEOE

. . Lo aterial mml—

inversion, then place it into the XS sample adapter. O _ oreen |

H . . Exp. Day p7 72172008

8. Press the [Start] switch on the right side above the Rec [ josen  wec< [ 1omduL

sample position cover. et kT e ot
. . . . MCY fL Lvmpug | 10A3 /uL
9. The QC results will display in the dialog box when T — Mook [ 10m3/uc

MCHC g/dL EO# [ 1043 fuL
sample measurement has completed. Out of range PLT — VR ) m—

RDW-5D fL NEUTH%

H H H ROW-CY % LyMPHE [ %

results will display with red background. Press e e |

et [ % e [ w

[Accept] for results to plot or [Cancel] to abort. wv [ R P E—

. FoLeR b3 escx [ ch

10. Repeat steps 1-9 for the remaining levels of QC to e —— "
DIFF-Y I ch

be analyzed.

Vials of e-CHECK XS and e-CHECK XE are shown below:




XS5-1000i SAMPLE PROCESSING

Manual Mode

1. From the Main Menu and with “Ready LED” green, click the [Manual]
icon, or press [F2] on the keyboard.

2. Enter the patient identification into the “Sample Number” field using:
+ Handheld barcode reader to scan the patient label
OR
+  Use the keyboard to manually enter the number

3. Select discrete tests if the LIS is not providing order information.
Click [OK], or press [Enter] on the keyboard.

5. Select the appropriate sample tube adapter, and place it in the sample
position area. Align the red dots, then turn the adapter clockwise until
there is a click (turn about 45%) to secure it.

6. Mix the patient sample through gentle, end-to-end inversion, then
place it into the XS sample adapter.

7. Press the [Start] switch on the right side above the sample position
cover.

Micro Tube Analysis in Manual Mode
NOTE: Remove the cap on the micro tube before performing analysis.

1. From the Main Menu and with “Ready LED” green, click the
[Manual] icon, or press [F2] on the keyboard.

19y - vens .
'%] File(F) Edit(E} View(V) Record(R) Action(d) Report(P)} Setting(5) Window(W) Help(H)

FL F2 - F4 F& = . F& F7 Fa F3 F‘lﬂ']-.l_
&% R € AW N n
Help | MANUAL Menu QC Files | Work list | Explorer | Browser Design Align

Enter the patient identification number into the “Sample Number” field.
Select the Discrete tests to be performed.

Click [OK] or press [Enter] on the keyboard.

Select the appropriate sample tube adapter, and place it in the sample

VoA W

position area. Align the red dots, then turn the adapter clockwise
until there is a click (turn about 45°) to secure it.

6. Mix the sample through gentle, end-to-end inversion.
Remove the sample cap, then place the sample into the XS sample

adapter.
8. Press [Start] switch on the right side above the sample position cover.
9. Repeat these steps to analyze additional micro tubes.



X5-1000i SAMPLE EXPLORER

Finding a Sample @ IPU |.':'.=n|!:|||.- Fxplarer Filler[ALL]
0 Fie(F) QE-cial viewY) Record(R) A
1. Click [Explorer], or press [F7] on keyboard. " ‘E |
2. Deselect [Last 20] to access all stored data samples. b=
3. Either press [Ctrl]+[F] or click [Edit(E)] and select [Find(F)]; the "Find" dialog box appears.
4. Enter the Sample Number or Patient ID (number entered must match search number exactly, including leading
zeros) If a number or letter is unknown, use B
“?”inits place . g B A 9
T T T e T T e T e TR DT

5. Click [NEXT] to search below the highlighted
sample, or [PREV] to search above that
sample. The located sample will be backlit in

i
ERFM0000000000F A DGH M Fi
ERFI000J0000002 A DOH MG Func.
ERFI000J0000001 A DGH M Fut

1A

I Rt
o
z

blue. sro i o
6. Select [Close] to exit the “Find” dialog window. recsa o f vt wane foome W
Rocra a  Ward AT
moces s o e
" coc it i a—— T
Modify a Sample
1. Click [Explorer] or press [F7]. o Fle(F) [ia)] Yiewl) RecordR) A
2. Deselect [Last 20] to access all stored data samples. "& 2‘:::'3 e E ‘
3. Click on a Sample ID number to edit. L
4. Click [Validate] or [F11] to un-validate the sample. (The V" in the far left column disappears).
5. Either click [Edit(E)] or [F10], then [Modify(P)]; a dialog box displays with the selected Sample ID.
6. Modify the Sample ID information, then click [OK]; the edited sample information is saved.
7. Click [Validate] or [F11] to re-validate the sample. If applicable, results will automatically print and retransmit to

the Host.

Reprint to Graphic Printer or Retransmit Data to Host

NOTE: System cannot reprint or retransmit data that has not been
validated (V).
1. Click [Explorer] or press [F7]. Deselect [Last 20] to access all stored samples.

2. Select Sample ID number(s) to reprint or retransmit to the Host. Fg‘
- Toselect any single sample, click the Sample ID number. ™ FepotiGPiR) 3
Lecger(LPHL) =

«  Toselect multiple samples (not necessarily in order), press and hold [CTRL] : DD: T 1

on the keyboard and click each additional sample.

-« To highlight a block of samples, click on the first sample to output, then I coutngls) Wickow(W) HobCH)

press and hold [Shift] and click on the last sample to output. "‘i X
3. To reprint, either click [Report(P)] or press [F12], then select [Report(GP)]. £ mﬂ? [
it

To retransmit, either click [Report(P)] or press [F12], then select [Host(HC)]. B DR Repatfor Lab, ke orilo) |mm|:-:-:



X5-10007 QC SETUP

New Lot Registration

Empty QC Files:

1. From the Main Menu, click [QC Files] or press [F5].

2. Select an empty file number (1-20).

3. Click [Input] or press [F9].

4. Select the appropriate Control Level from the
[Material] drop-down box.

5. Manually enter the lot number.

6. Select the appropriate expiration date.

7. Enter the Limit Range % for each parameter.

8. Verify that the information has been input correctly.

9. Select all parameters, then click [Variable Target].

10. Click [OK]. Repeat these steps to register remaining

levels of new control.

Restore QC Files:

1. From the Main Menu, click [QC Files] or press [F5].
Select an empty file number (1-20).

Click [Record(R)], then select 'Restore(R).

Open the [EB Control Limits] desktop folder.

Select and open the desired target limit file; the limits,
lot number, and expiration date are restored.

The QC Files screen returns. Ensure the correct file is
highlighted, then click [Input] or press [F9].

Manually enter the lot number.

Select the appropriate expiration date.

Verify that the information has been input correctly.
Select all parameters, then click [Variable Target].
Click [OK]. Repeat these steps to register remaining

2
3.
4.
5

10.
1.
levels of new control.

NOTE: Any of the three procedures above may be
used to register new lots of QC.

Reuse QC Files:
1. From the Main Menu, click [QC Files] or press [F5].
2. Select a used file, then click [QC Chart] or press [F11].
3. Click and drag the cursor to select all QC data, or
press [Ctrl]+[A] to select all data points.
4. Click [Delete], then [OK].
5. Click [Input] or press [F9].
6. Enter the Lot Number from the QC vial or Assay Sheet.
7. Select the appropriate expiration date.
8. Verify the [Limit Range %] for each parameter.
9. Select all parameters, then click [Variable Target].
10. Click [OK]. Repeat these steps to register remaining
levels of new control.
9 Open = |
Loak in: I 1. EB Control Limits j - l‘j( '
1:' 5] Name = Date modified Type
Hec"'«f | [X5-1000i][QC-11111]_March 2014_L55-00-5... 6/3/201610:17 AM  QCF File
| e e IS 1000i11QC-22222] March 2014_L55-90-5... 6/1/20161007 AM  QCFFile |
-J | [¥5-1000i][QC-33333]_March 2014_LSS-00-5... 6/3/201610:17 AM  QCF File
Desktop
=
L
Computer
&
< T ] 3
File name: I j Cpen
Files of type: IQCBackup File {*.cf) | Cancel |

g Lot Infoemnation.

£
Lot

Information -
Nickname [B5504
Material [Control Levell -

File No. [aC1D i L
Lot No. oc-[63010610  Exp. Day [12/31/2016 7] ﬂ

Target/Limit

Upper Limit unit B

Lower Limit

T
: Arout Manual Setting

fEc
—
[500 %

Item
Target

Limit Range(%)

variable Target
Read Assay




X5-10001 QC SETUP

Establishing Target Values

Analyze each control level once and compare to assay sheet. Comparison is required for the first point only as

instrument compares subsequent results to ongoing mean.

+ Analyze New Lot control at least 10 times before Auto Setting Targets. For statistical integrity, the
accumulation of points should occur over a number of days. Minimum of 5 days, 2 points per day.

«  The results of the New Lot number may be compared to the Current Lot number by selecting [F11] and then
selecting the appropriate file.

Auto Setting Target Values e — m, e =
1. From the Main Menu, click TITI,_ ‘m s L “"‘“‘ A O s 5 I ‘ﬁ
[QC Files] or press [F5]. s S R |
2. Select an appropriate file = i 90
number (1-20) and click [QC ws | 2 i W
Chart] or press [F11]: the QC - |
Chart displays. R
3. Select the range of data to oy e ol
include in calculations by N ‘ -
clicking and dragging on the .
green cursor; to select all i -l
data, press [Ctrl]+[A]. wr | s ‘ S
4. Observe that the Mean, SD | — o
and CV are displayed inright
data column.
5. Click [Input] or press [F9. *# Filelf) Edt(E) ViewV) Record®) Action(A) ReportfP) Setting(s) Window(W) Hela(H) Ver:00-20 User Name:admin [=[=]x]
. Highlight all parameters. == -MEaTu I | h Wi T Fr TE YLV NLIN
7. Click [Auto Setting]. Ensure "ic""f""e’“mi Ll — i — %‘
; Material|Control Levell - Lot No. QC-[63010810  Exp. pay [12/31/2016 -]
that only [Target] is selected e
and that [Limit] is de- imit  Target Upper Limit s

RBC

selected.
8. Click [OK]; target values are

Lot Information
Nickname |65504
File No. :QCOQi &I —
Material lm

Lot No. [aC-63010810

Exp. Day W

Select Data

¥ Target

now displayed.
9. Verify that the values
returned as your analyzer's

I Limit

target values fall within range

Y 0.93 1.31 10A3/uL

for each parameter on the E : b il
= 0.34 10A3/uL
Assay Sheet. | : 023 10A3/uL

10. Click [OK] to close and save.
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XS-1000i REVIEWING QC

Viewing Radar Charts T e ———————
. - 23 Rl I g I R [ R | |J

1. Onthe IPU, click the [QC Files] icon or press [F5]. h—“—”———”—ﬁ—ﬂ g
2. Click the appropriate file number (1-20). o e v e
3. Once the file is selected, the Radar Chart will display on the % E

right side of screen. o "'
4. Control Data is displayed in blue on Radar Chart. o
5. Date and time of analysis are displayed to the left in the 5 °‘

“Analysis Date” column. g u:. =
6. Parameters that exceed the acceptable limit will have a red “X” T

displayed on the radar chart. The parameter name will be |_ t\m

backlit in red and an error message will be displayed to the left
of the file number.

Viewing Levey-Jennings (L-J) Control Charts

1. Onthe IPU, click the [QC Files] icon or press [F5].
2. Double click on the appropriate file (1-20). The L-J Chart will open when [QC Chart] icon is selected.
3. Parameters that exceed an acceptable limit will have a red “X”
12.3
displayed as the plotted point. The parameter name as well as the /‘\.{*
e
result value will be backlit in red. ) e
4. To view remaining parameters use the scroll bar on right side of i
screen or the down arrow key on keyboard. in e
W e =

a
¥ |
i | ssoinen e | e | o | gt ) oo | oim

HHIE

kAR BRI SIS XML/ D {S{0[0]8[N] 8]

<t (|lhowcy BOE wo b
o ' stz B ar |




X5-10001 QUALITY CONTROL

Print QC Reports

1. From the Main Menu, click [QC Files] or press [F5].

2. Select a file number (1-20), then click [QC Chart] or press [F11]; the
QC Chart displays.

3. Click and drag the dark green cursor to select the range of QC data to
print.

4. Click [Report(P)] or press [F12] on the keyboard.

5. Select [Report(GP)] to print graphs and L-] charts, or select [Ledger(LP)] to print raw data ledgers.

Delete QC File Sl

NOTE: Deleting the QC file erases the control
level, lot information, and historical limit %’s.

e e|8

05,26/

Control Lewvell
acoz  Control LewelZ

'|' C||Ck [QC F||es] from the [\/\ain Menu or press [FS] i:::: acD3 Control Leweld  QC-GOBLOS0I  05/02/2006  05/26/2006 09:15:23 ::iz:{i::z
2. Select the appropriate file number (1-20). sltecd Rk il
pprop (120) == | EE— Tl
Do not open the file. 5-30001 e B Cancel | [1esr or/aons
HE- 10001 14:55:45  07/21/2006
3. Click [Delete] icon. Dialog box displays: “1 file(s) el =2 P pp s
W||| be deleted Are yOU sure?" 510001 qriz  Otherz qe-11111 06/01/2006  06/01/2006 13:2F:29  06/30/2008

. . X5-10001 Q13

X5-20001 a4

4.  Click [OK] to delete or [Cancel] to abort. ool o
X5 = 10004 Qci7  Control Level? QC-E1370303 06,05 /2006 07/21,/2006
X5-2000H qcis Control Lewell C-61370801 06,05/2006 07/21/2006
- HE-10001 19 Control Lewvel2 aC-61370802 06,405 /2006 07 /21,2006

Backup QC Files sl o

1. From the Main Menu, click [QC Files] or press [F5].
2. Select the file number (1-20) to back up. Do not open the file.
3. Click [Record(R)] from the menu bar, and select [Backup(B)].
4. Select the folder or disk where you want to store the file.
5. Click [SAVE]; the file name is generated automatically:
+  File name format: (XS-1000i"Serial Number)(Version)(Date-Time)(Lot No).qcf
«  File name example: (XS-1000i711597)(00-15)(03152011-112212)(QC-10050812).qcf

1



XS-1000i Insight”

Save QAP Data Using Sysmex Insight
« Sysmex Insight icon MUST be used for

F4
i" |]
)

Menu

'y
|

QZ Files

Explarer

Browser

Fﬁ%gi F?a?] FS‘? FS'{::d F1I:Iiii

Work, list

Design Align

saving QC data for QAP.
«  Review data and if desired, edit (delete)

control data prior to

“® File(E) Edit(E) Wiew(y) Record(R) Action{d) Report(P) Setting(S) Window(Ww) HelpiH)

Wer,:00-15 User Mame:sysmex

submission. Ensure all QC ‘ Fq‘m e "o Wb? FB.? FS/ Fn,-_-@-‘I% 1Y
data |S p|0tted aﬂd no Menu QU Filz;s TNDrins‘t Explarer | Browser I.nput Qi Chartl  Insight Lmv\;;ar
Mickname No. Material Lot Mo. Eegist. Date Analysis Date Exp. Day
analysis error data is acor  |control 1 : ]
) X5-10001C qroz  Control Level2  QC-01750802 2008,11/26  2010,08/17 09:22:24  2010,/09,13
included (' - ‘) or (+ + +)~ X5-10007C qros  Contral Level3 QC-01750803 2008/11/26  2010/08/17 00:23:34  2010,/09,/13
1. Click [QC Files] %5-10004C qro4  Control Levell  GC-02310801 2008/12/05  2010/08/13 17:26:04 2010/11/08
%5-10007C qros  Control Levelz  GC-02310802 2008/12/05  2010/08/13 17:28:21  2010/11/08
icon on ana|yzer IPU. X5-10004C qcos  Contral Leveld  QC-02310803 2008/12/05  2010,08/13 17:30:39  2010/11/08
) o %5-10004C qror  Control Levell  QC-01370804 2008/12/09 = 2010,07/23 10:27:13  2010,/08/08
2. Click to h'ghhght file to be %5-10009C qcog  Contral Levelz  QC-01370805 2008/12/18  2010/07/23 10:30:02  2010,/08/08
saved ¥5-10004C qros Control Level?  QC-01370806 2008/12/18  2010,07/23 10:33:13  2010,/08/08

3. Click on Insight icon on Menu Bar.
"Save As" dialog box opens. Insert USB Flash Drive into

USB port. e
5. If a “Please insert into Drive A" message displays, click [©)
Iy Recent
[Cancel]. Dgcumanli
- - ~ €]
6. Verify that the USB Flash drive name appears in o
"Save in" box. If not, click [ ] arrow and select drive .
=

(Removable disk) from list. Click [Save]. y
Repeat steps 2 - 4 for other files to be saved.
With USB Flash drive still inserted, verify QC data was

|y Dacurments

.

bdy Computer
downloaded. Verify lot numbers and extensions ﬁ?
eﬂdlﬂg W|th “.iﬂS". Mypfl*letwork
aces

9. Remove USB Flash drive.

Save As |E‘ E‘

| &2 Removable Disk [E:)

~| «e@mckE-

ty Recent Documents

Desktop

Iy Documents

:) My Computer
e Local Disk [C:]
ek DVDACD-RW Diive (D)
R emo B

(5 Shared Documents
() My Documents

‘a tdy Metwork Places

1) Archived OC

1L insight ge files

File name |ac-o 750801

j Save

Save as type:

|5ysmex Insight Files [*.ing) j

Cancel

Submit QAP Data To Sysmex

1. Go to www.sysmex.com/crc. Click [Enter Insight].
2. Logon:

+ User name: Enter your Insight customer email address.

« Password: Enter your Insight customer password. Click [Login].
3. Click [Submit QC Datal.

Click [« ] arrow next to "Please select your Analyzer" and select analyzer from list.

1

Select Insight data folder on Desktop or Flash Drive.

Repeat steps 5 - 6 for other QC files.
Click [View QC Data Report] to view lot-to-date report.
Click [Log off].

O 0 N o

To "Select QC data file" location, click [Browse]. Click [+ ] arrow next to [Look in] box.

Click on one QC data file. Click [Open]. File name is displayed. Click [Submit Data File].

Py N
“sysmex

HOME

QC Data
(- Submit QC Data ]

= Review Your QC Data
Report Center

= Group Comparisons

= Customer QC Reports



X5-1000i SCATTERGRAMS

DIFF Channel

SFL

35C

DIFF Scattergram

Blastsf

Atypical LiympRey § g
R c Gran

Fluorescence

Left Shift

-
dneut) om
NRBCgaso

‘hostip. T Clumps

Side Scatter




XS5-10007 RESULTS INTERPRETATION

The XS-1000i is a screening device which judges and marks each sample as either POSITIVE or NEGATIVE. This
judgment is based on the presence or absence of IP messages (flags). The system evaluates numerical data, scattergrams,

and particle size distributions for 21 reportable parameters and generates flags when abnormalities are or may be

present.

NOTE: If an abnormality exists, determine a corrective action and verify results according to your laboratory’s protocol.

Some corrective actions may include checking the specimen for clots, remixing and reanalyzing the sample, performing a

smear review, reviewing the patient history, etc.
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NEGATIVE (green backlit): Absence of analysis errors or
IP messages with the sample.

The following indicators may appear after the
data:

NOTE: Indicators are listed in priority order.

@ Data exceeds the linearity range

* Data of low reliability (the value may have been
influenced); verify results following laboratory SOP

+- Value outside of the upper or lower limit

The following indicators may appear in lieu of
data:

"- - --" Analysis impossible. Data won't appear due to
analysis error or abnormal data.

"++++" Data exceeds display limit.

" " A blank space indicates there is no order.
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POSITIVE (red backlit): Presence of numerical analysis
errors and/or IP messages with the sample.

Parameter: Linearity (Whole Blood)
WBC 0-400 x 103/pL

RBC 0-8 x 10¢/pL

HGB 0.0 -250 g/dL

HCT 0.0 - 60.0%

PLT 0 - 5000 x 10%/pL

Action Message

Count DIFF-CH.
Add a DIFF and repeat the
analysis.




XS5-1000i REAGENT REPLACEMENT

Help Message: Reagent: Open Expiration: Volume:
Replace Container CELLPACK (EPK) CELLPACK ™ 60 Days 10L / 20L
Replace Container STROMATOLYSER-4DL (FFD) STROMATOLYSER-4DL ™ 60 Days 5L

Replace Container STROMATOLYSER-4DS (FFS) STROMATOLYSER-4DS ™ 90 Days 42uL
Replace Container SULFOLYSER (SLS) SULFOLYSER ™ 60 Days / 90 Days 500mL /5L

Analyzer Prompted Message

1.

When a reagent container is empty, an alarm sounds
and the "Help" dialog box is displayed on the IPU.
Click [Reset Alarm] or press [F1] to silence the
audible alarm. The "Help" dialog box will display the
reagent that needs to be replaced.

Click [Execute] to open Reagent Replacement screen.

Once open, the reagent replacement screen will list
the reagents used by the system. The reagent
requiring replacement will have a “Replace”
notification next to it.

Use the handheld barcode reader to scan the
reagent barcode label. Updated

Help - X5-10001C

Error List

Replace Container SULFOLYSE! 5LS )

Exacute
Cancel
Reset alarm

Action

replace the empty reagent co;uainer(s)

with new reagent container(s
and press [0K] key.

information is displayed, i.e. lot number,

expiration date and volume.

NOTE: If needed, manually enter reagent

information on the right side:

a. Enter the Lot # found on reagent label.

b. Enter the “unopened” expiration date
from reagent label.

c. Enter the number of days in “Exp. After
Opened” box.

d. Refer to the package insert for product
expiration once opened.

Remove cap from new reagent container.

Using clean technique to avoid

contamination, remove reagent tubing spout

kit from empty reagent container and insert

Reagents Replacement - X5-10001
Setting

Feagent Replace Lot Mo Exp. Date Amunt ¥ Exchange
Manual Input
c5384 |0 3 Cancel
CELLPACK C5384 |0 06 B ot “IEd _J
SULFOLYSER €5002  07/02/2006 250 mL
Exp. Day i vﬂ
STROMATOL YSER-4DL. c5002 07/09/2006 4.2 L
ExP. After Opened 60 paye
STROMATOLYSER-405 <5006  07/09/2006 30 mL
Amount 4 s
Reagents Replacement is in progress.
| o

Reagenls Replacement - X5-10001
Setting

Reagent Replace Lot Mo Exp. Date Amunt F l:
Manual Input
CELLPACK « C5384 |08/12 /2006 20 4
Lot
SULFOLYSER C5002  07/02/2006 250 mL
Exp. Day -] %]
STROMATOLYSER-4DL 5002 07/09/2006 4.2 L
ExP. after Opened Days
STROMATOLYSER-4DS <5006  08/12/2006 30 mL
Amount L
Reagents Replacement is in progress.

into new reagent container. Initial and date new reagent container.

Click [Execute] to initiate priming.

Once completed, the reagent information will be updated in the reagent log.
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XS-10007 REAGENT REPLACEMENT

User Prompted Reagent Replacement

NOTE: This procedure may be used for troubleshooting reagent or result issues prior to an empty or expired reagent.

1. Click the [Controller] icon in the Main Menu, then click on [Maintenance].

2. Click on [Reagent Replacement] to open reagent replacement screen.

3. Once open, the reagent replacement screen will list the reagents used by the system. Select the reagent to be
replaced.

4. Using handheld barcode reader, scan the reagent barcode label. Updated information is displayed, i.e. lot number,
expiration date and volume.

5. Confirm the Exchange box is checked and lot

Reagents Replacement - X5-1000

number information is correct.

Setting

Feagent Replace Lot Mo Exp. Date Amount ¥ Exchange
. 1 In
NOTE: If needed, manually enter reagent o B - cancel
information on the right side:
g SULFOLYSER €5002 07/02/2006 250 mL R mﬂ

a. Enterthe Lot # found on reagent label.

STROMATOLYSER-4DL

€5002 0Y/09/2006

b. Enter the “unopened” expiration date from  smoumisee s <5006 07/09/2006

ExP. after Opened 60 Days

Amaunt

[ *

L

reagent label.
c. Enter the number of days in “Exp. After

Reagents Replacement is in progress.

%

Opened” box.

d. Refer to the package insert for product expiration once opened.

6. Remove cap from new
reagent container. Using
clean technique to avoid
contamination, remove
reagent tubing spout kit
from empty reagent
container and insert into
new reagent container. Initial and date new reagent container.
Click [Execute] to initiate priming.

@ IPU - [Remaining reagent valume - X5-1000]

5 Fie(F) EGRE} Viewd¥) Record(R) Actiondd) ReportP) Setting(s)

Once completed, the reagent information will be updated in the reagent log and

remaining reagent volume screen.

@ IPU . [Reagent Log Term:All Reagent:All]
W Fie(F) EGRE) Miewd¥) Record(R) Action(d) ReportfF) Setting(S) Window(W) HelpiH)

Wer, 0006 Liser Haimes: sysmex

F2 ‘.. o,
& .

Instrument ID:

AR L

Help mumsamaz Meru

Files | Work kst | Explc

[x5-10001 A11082

Remaining reagent wvolume

CELLPACK

20
L

F - F2 - F3 f" F4 I'S F& F¥
& g o
Help | MaMUAL | SAMPLER: | Menu Fhs [

Mo, | Date | Times |I.D9:|'|Usef R.:\aqﬂh‘. hia, | Exp.Dste | Exp. Dabe after cpened | dmeurks | Ertry Type |
1 DSI09fI0E  16:ET 8 CELLPACK. Manual
z DSIORO0E 16 %5 SLLFOLYSER Manual
3 DSILOfO0E 12 admin CELLPACK B384 1010572007 &00ays 20U Manual
4 osiofzs 122 adrin SUFOLYSER 5002 071 10/2006 Manual
5 osfilnfze 1249 adrmin SUFOLYSER cs00z 07 02/ 2006 600ays  SO0mL Manual
6 DSILOfA00E 1249 admin STROMATOLYSER4CL s 0911/2006 G0y S0 Manusl
7 DSiL0fEE 1249 admin STROMATOLYSER 405 5006 09130/ 2006 &00ays 4zml Manual
8 OSflEf0s o FYE SLFOLVEER 500 0702/ 2006 saDays SoamL - Manual
9 DSILEM2006  15:40 sysmex CELLPACK R34 1052007 0lays 200 Manusl
0] 0EiI00E 162 admin CELLPACK 5384 10M05/2007 00ays L Manual
1] DTS 2006 15:54 adrin CELLPACK CE354 1O 2007 &ODays 200 Manual
12 DEJOGT00G 1452 sysmex CELLPACK 5354 00y 0L Manusl
13 DEILEI006 162 Sysmen CELLPACK. 5384 60Days Manual
4 D& 1372008 13 SySmer CELLPACE 5384 &00ays Manual
is DEILAI006 164D sysmex CELLPACK 5384 00y 0L Manusl
) DEILEZ006 1649 Sysmex STROMATOLYSER 4TS 5006 930/ 2006 s00ays Manual

SULFOLYSER

500
mL.

[+

STROMATOL YSER-4DL

5.0
L

STROMATOLYSER-4D5

30
mL




X5-1000i MAINTENANCE

Daily - Shutdown

NOTE: When Shutdown is performed, the detector and dilution lines are cleaned. Put the
instrument through a shutdown cycle at the end of each day’s analyses; once every 24 hours if the

instrument is running continuously.

1.

From the Main
Menu, double-click The shutdown process will take about 2 minutes. :I

the [Shutdown] icon. .

2. Click [Execute]; the
Shutdown process 15 in progress.

e =

approximately 2

minutes to complete.
3. After the Shutdown

procedure has completed, the "Shutdown" dialog box closes and the "Power Off" dialog box appears.
4. Click the [Restart] icon to initiate an Autorinse, or follow the Weekly Power-off procedure.
Weekly - Power-off Power Off - X5-1000i

Power off the analyzer at least once per week.

1.

2.
3.
4

Please power off the analwzer.

Press the Power Switch on the Main Unit.
Click the red [X] to close the software.
Click the Windows (Start) icon, and select [Shutdown]. The analyzer completely powers off.
When ready, follow the steps for Start-up, on Page 2.

Monthly - Rinse Sequence
Perform monthly or every 1200 samples. This procedure cleans the optical detector block.

1.

2.
3.
4

Click the [Controller] icon from the Main Menu.

Click [Maintenance] icon.

Click [Monthly Rinse]. A dialog box will appear.

Select the appropriate sample adapter, then set a tube containing a minimum 3mL of CELLCLEAN 5% Sodium
Hypochlorite Solution into the sample position area. Align the red dots, then turn the adapter clockwise until
there is a click (turn about 45°) to secure it.

Press the white manual [Start] switch to initiate cleaning.

After the procedure

completes (approximately

. . Monthly Rinse procezs will take about 15 minutes.
15 minutes), either __Cancel |
Please set CELLCLEAM(3Im1) to the Tube Holder,

Power-off the instrument
then press Start switch.

or click [Restart]. Rl

Do not use any detergent except CELLCLEAN.

Monthly Rinse is in progress.
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