[Sysmex CS-2100]

Onpenenenne nporpoMounHoBoro sBpemenn (PT)

st kaauOpoBKkHM Npudopa B KauecTBe pa3daBuTess KajaudpaTopa He00X0AUMO

HCNoJIb30BaTh pusnonorndeckuii pacreop (0,9 % NaCL), koTropslii ycTaHaBIUBaeTCsl B

no3unuio DIL.

IIyTh IpoBepKH NPOTOKOIA

[Menu] — [Setting] — [Assay Parameters] — [PT THS] — [Test Protocol]

Assay Group Basic I Re-analysis Reflex QC I Test Protocol I
PT THS Rinse at the Time of Primar
APTT PSL Aspiration O Pre-Rinse IIl Post-Rinse
Fibrinogen Sample Dispensing
Thrombine /Dilution
Time Dilution Setting
AT Il Buffer: ovB Dilution Ratio 1/1,1/2,1/4,1/8 | Edit Add
BCPC Aspirated Sample Sample Aspiration Vol [ul] Buffer Volume [pl] Pre-rinse List Post-rinse List Edit
F Vil Sample 50 0| - Delete
FIX
BCPIg
Factor-Deficient Plasma Add
Aspirated Reagent I Reagent Aspiration Vol [pl] Pre-rinse List Post-rinse List Edit
Delete
Add
Aspirated Reagent I Reagent Aspiration Vol [pl] Pipette at [sec] Mixing Level Pre-rinse List Post-Rinse List Edit
PT THS 100 190 | Weak - Clean | Delete
Measurement Condition -
:\,/\I/Ie;ill;rement Time 180 sec Meaﬁurement Time (fub) 180 sec Seq. Reagent Lot management Stable
1 OVB O 0
Measurement Time Measurement Time (Sub) 2 PT THS o4} 0
(Main)
O | Mixing during measurement
STEP 1 0 sec— 0 0rpm
STEP 2 0 sec— 0 Orpm
STEP 3 0sec— | 180 sec Orpm
Export Add Load Print Save Close

MNocne npoBepKn NPaBUALHOCTU NPOTOKOANA BbIMTU U3 [Test Protocol] ¢ mnomouipio [Save]. B

KauectBe peareHTa PT THS ucnonb3yetca «PEHaMMNNacTMH»; B LUTAaTMBE MUCMO/1b30BaTh NO3ULMIO

ana PT THS.

lIpumepHsblie 3HaYeHuA
Kanubpoeo4Ho20 epadpuKa.

Sysmex CS-2000/2100
PT, % Quick Time, sec.
102.00 14.3
58.00 21.2
41.00 27.7
16.00 50.1




[Sysmex CS-2100]

OnpenesieHne AKTHBUPOBAHHOI0 YACTHYHOI'O
TpoMOoIJIacTHHOBOI0 BpeMeHu (APTT)

[Menu] — [Setting] — [Assay Parameters] — [APTT PSL] — [Test Protocol]

IIyTh IpoBepKH NPOTOKOIA

Assay Group | Basic Re-analysis Reflex Qc ITest Protocol I
PT THS Rinse at the Time of Primar
APTT PSL Aspiration O Pre-Rinse E Post-Rinse
Fibrinogen Sample Dispensing
Thrombine /Dilution
Time Dilution Setting
ATINI Buffer: None Dilution Ratio 1/1 ] Edit Add
BCPC Aspirated Sample Sample Aspiration Vol [ul] Buffer Volume [ul] Pre-rinse List Post-rinse List Edit
F VI Sample 50 [ - Delete
FIX
BCPIg
Factor-Deficient Plasma Add
Aspirated Reagent Reagent Aspiration Vol [pl] Pre-rinse List Post-rinse List I Edit
Delete
Add
Aspirated Reagent Reagent Aspiration Vol [pl] Pipette at [sec] Mixing Level Pre-rinse List Post-Rinse List Edit
APTT PSL 50 60 | Weak - - Delete
CaCl2 50 190 | Weak - -
Measurement Condition
:\,/\I/Ie;ill;rement Time 180 sec | Measurement Time (Sub) 180 sec Seq. Reagent Lot management Stable
1 APTT PSL M
Measurement Time Measurement Time (Sub) 2 CaCl2 O
(Main)
O | Mixing during measurement
STEP 1 0 sec — 0 0 rpm
STEP 2 0 sec— 0 0rpm
STEP 3 Osec— || 180sec Orpm
|
Export Add Load Print Save Close

MNocne npoBepKU NpPaBUALHOCTU NPOTOKOoNa BbiTU M3 [Test Protocol] ¢ nomowpto [Save]. B

KauyectBe peareHTa APTT PSL mncnonbsyetrca «AYTB — peareHT»; B LWTAaTMBE MCMNOAb30BaTb

nosuumio gna APTT PSL.



[Sysmex CS-2100]

IIyTh npoBepKU NPOTOKOJIA

[Menu] — [Setting] — [Assay Parameters] — [Fbg] — [Test Protocol]

H- TECT

Omnpenenenne koanuecTBa pudpuHorena merogom Kuaaycca (Fbg)

Assay Group | Basic I Re-analysis Reflex QC ITest Protocol I
PT THS Rinse at the Time of Primar:
APTT PSL Aspiration O Pre-Rinse IIl Post-Rinse
Fibrinogen Sample Dispensing
Thrombine /Dilution
Time Dilution Setting
AT Buffer: OVB Dilution Ratio 1/1, 1/2, 1/4,1/8, 2/1, 3/1 | Edit Add
BCPC Aspirated Sample Sample Aspiration Vol [ul] Buffer Volume [ul] Pre-rinse List Post-rinse List Edit
FVIIl Sample 10 90 | - - Delete
FIX
| BCPIg
m Factor-Deficient Plasma Add
Aspirated Reagent Reagent Aspiration Vol [ul] | Pre-rinse List Post-rinse List I Edit
Delete
Add
Aspirated Reagent Reagent Aspiration Vol [ul] ] Pipette at [sec] Mixing Level Pre-rinse List Post-Rinse List Edit
Fbg 50 190 | Weak - Clean | Delete
Measurement Condition
:\'/\I/Ie;:.)lrement Time 100 sec | Measurement Time (Sub) 100 sec Seq. Reagent Lot management Stable
1 OVB O 0
Measurement Time Measurement Time (Sub) 2 Fbg | 0
(Main)
O | Mixing during measurement
STEP 1 0 sec— 0 0rpm
STEP 2 0 sec— 0 Orpm
STEP 3 0sec— | 100sec Orpm
Export Add Load Print Save Close

MNocne npoBepKn NPaBUALHOCTU NPOTOKOANA BbIMTU U3 [Test Protocol] ¢ nomouipio [Save]. B

KayecTBe peareHTa Fbg wucnonbayetrcs TpombuH un3 «PubpuMHOreH — TecTy»; B LWITaTUBE

ncnonb3oBatb nosunumto ansa Fbg.

MpumepHvble 3HayeHus Sysmex CS-2000/2100

KanubposouHozo zpacpuka. | i, g/l Time, sec.
7.65 5.1
5.10 7.5
2.55 13.4
1.27 25.9
0.64 42 1
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[Sysmex CS-2100]

Onpenenenne TpoMoHOBOTO Bpemenu (TT)

IIyTh npoBepKU NPOTOKOJIA
[Menu] — [Setting] — [Assay Parameters] — [TT] — [Test Protocol]

TPOMBUH -

Assay Group Basic I Re-analysis Reflex QC I Test Protocol I
PTTHS Rinse at the Time of Primar
APTT PSL T —— O | pre-Rinse [ O | Post-Rinse
Fibrinogen Sample Dispensing
Thrombine /Dilution
Time Dilution Setting
ATIII Buffer: OVB Dilution Ratio 1/1 | Edit Add
BCPC Aspirated Sample Sample Aspiration Vol [ul] Buffer Volume [ul] Pre-rinse List Post-rinse List Edit
FVIIl Sample 50 0] - - Delete
FIX
BCPIg
Factor-Deficient Plasma Add
Aspirated Reagent Reagent Aspiration Vol [ul] | Pre-rinse List Post-rinse List I Edit
Delete
Add
Aspirated Reagent Reagent Aspiration Vol [ul] | Pipette at [sec] Mixing Level Pre-rinse List Post-Rinse List Edit
Test Thr 100 70 | Weak - Clean | Delete
Measurement Condition
:\'/\I/Ie;:.)lrement Time 160 sec | Measurement Time (Sub) 160 sec Seq. Reagent Lot management Stable
1 OVB O 0
Measurement Time Measurement Time 2 Test Thr | 0
(Main) (Sub)
O | Mixing during measurement
STEP 1 0 sec— 0 0rpm
STEP 2 0 sec— 0 Orpm
STEP 3 0sec— | 160sec Orpm
Export Add Load Print Save Close

MNocne npoBepKn NPaBUALHOCTU NPOTOKOANA BbIMTU U3 [Test Protocol] ¢ nomouipio [Save]. B

KayectBe peareHTa TestThr mucnonbsyetca «TpOMOWH — peareHT»; B WITAaTUBE MCMNO/b30BaTb

nosuumto gnha TT.



[Sysmex CS-2100]

Onpenenenne akTUBHOCTH aHTHTpoMOuHA |11 (AT3)

(TpoMOMH — 3 MJI TUCTHIIJIMPOBAHHOI BO/bI,

Xp.cyOcTpart — 1 M1 AUCTH/VINPOBAHHOI BOABI).

IIyTh IpoBepKH NPOTOKOJIA
[Menu] — [Setting] — [Assay Parameters] — [AT3] — [Test Protocoll

Assay Group Basic I Re-analysis Reflex QcC I Test Protocol I
PTTHS Rinse at the Time of Primary
APTT PSL Aspiration O Pre-Rinse IIl Post-Rinse
Fibrinogen Sample Dispensing
Thrombine /Dilution
Time Dilution Setting
AT Il Buffer: OVB Dilution Ratio 1/1,1/2,1/4,1/8,3/2,0/1 | Edit Add
BCPC Aspirated Sample Sample Aspiration Vol [pl] Buffer Volume [ul] Pre-rinse List Post-rinse List Edit
FVII Sample 21 147 | - - Delete
FIX Dilution 24 0
BCPIg
Factor-Deficient Plasma Add
Aspirated Reagent Reagent Aspiration Vol [ul] | Pre-rinse List Post-rinse List I Edit
Delete
Add
Aspirated Reagent Reagent Aspiration Vol [ul] Pipette at [sec] Mixing Level Pre-rinse List Post-Rinse List Edit
AT3Thro 175 40 | Weak Clean | Clean | Delete
AT3Subs 33 230 | Strong
Measurement Condition
:\'/\I/Ie;:.)lrementTime 60 sec R T (S 60 sec Seq. Reagent Lot management Stable
1 OVB | g 0
Measurement Time Measurement Time 2 AT3Thro | 0
(Main) (Sub)
O | Mixing during measurement 3 AT3Subs ] 0
STEP 1 0 sec— 0 0rpm
STEP 2 0sec— 0 0rpm
STEP 3 0sec— | 60 sec 0 rpm
Export Add Load Print Save Close

MNocne npoBepKU NPaBUALHOCTU NPOTOKOANA BbiTK U3 [Test Protocol] ¢ nomouipio [Save]. B

KayectBe peareHTa AT3Thro wucnonb3yerca TpombuH; B

KayecCcTBe peareHTa

AT3Subs

ncnosb3yeTca XpOMOreHHbI cybcTpaT; B WTaTUBE MCNOAb30BaTb COOTBETCTBYHOLWME MO3ULUK

ANnAa peareHTos.

lpumepHsbie 3HaYeHUA
Kanubpoeo4Ho20 2padghuka.

Sysmex CS5-2000/2100
ATIIL% oD/mn

135.00 0.2901

90.00 0.8786

45.00 1.5537

22.50 1.8623

11.30 1.9814

0.00 2.0485




[Sysmex CS-2100]

Onpenesenne akTuBHOCTH m1a3MuHorena (BCPIg)

IIyTh npoBepKU NPOTOKOJIA
[Menu] — [Setting] — [Assay Parameters] — [BCPIg] — [Test Protocoll

Assay Group | Basic I Re-analysis Reflex QC ITest Protocol I
PTTHS Rinse at the Time of Primar
APTT PSL T —— O | pre-Rinse [ O | Post-Rinse
Fibrinogen Sample Dispensing
Thrombine /Dilution
Time Dilution Setting
AT I Buffer: OVB Dilution Ratio 1/1,1/2,1/4,1/8,3/2,0/1 | Edit Add
BCPC Aspirated Sample Sample Aspiration Vol [pl] Buffer Volume [ul] Pre-rinse List Post-rinse List Edit
FVII Sample 21 147 | - - Delete
FIX Dilution 28 0
BCPlg
Factor-Deficient Plasma Add
Aspirated Reagent Reagent Aspiration Vol [ul] | Pre-rinse List Post-rinse List I Edit
PIReag Delete
Add
Aspirated Reagent Reagent Aspiration Vol [ul] | Pipette at [sec] Mixing Level Pre-rinse List Post-Rinse List Edit
PIReag 175 40 | Middle Clean | Clean | Delete
PISubs 35 350 | Strong
Measurement Condition
:\'/\I/Ie;:.)lrement Time 120 sec | Measurement Time (Sub) 120 sec Seq. Reagent Lot management Stable
1 OVB O 0
Measurement Time Measurement Time 2 PIReag M 0
(Main) (Sub)
O | Mixing during measurement 3 PISubs ] 0
STEP 1 0 sec— 0 0rpm
STEP 2 0sec— 0 Orpm
STEP 3 Osec— | 120sec Orpm
Export Add Load Print Save Close

MNocne npoBepKn NPaBUALHOCTU NPOTOKOANA BbIMTU U3 [Test Protocol] ¢ nomouipio [Save]. B
KayectBe peareHTa PIReag wucnonb3yetrca CTpenTOKMHA3a; B KayecTBe peareHta PlSubs
MCNosib3yeTcA XPOMOreHHbIM cybCcTpaT; B WITAaTMBE MCMNO/Ib30BaTb COOTBETCTBYOWME MO3MLUU
ONA peareHTos.



[Sysmex CS-2100]

Omnpenenenue akTuBHocTH npotenHa C (BCPC)

IIyTh npoBepKH NPOTOKOJIA
[Menu] — [Setting] — [Assay Parameters] — [BCPC] — [Test Protocol]

Assay Group Basic Re-analysis Reflex QcC I Test Protocol I
PT THS Rinse at the Time of Primary
APTT PSL Aspiration O Pre-Rinse III Post-Rinse
Fibrinogen Sample Dispensing
Thrombine /Dilution
Time Dilution Setting
ATIII Buffer: OVB Dilution Ratio 1/1,1/2,1/4,1/8, 3/2, 0/1 ] Edit Add
BCPC Aspirated Sample Sample Aspiration Vol [pl] Buffer Volume [ul] Pre-rinse List Post-rinse List Edit
FVIII Sample 15 15 | - - Delete
FIX
BCPIg
Factor-Deficient Plasma Add
Aspirated Reagent Reagent Aspiration Vol [pul] | Pre-rinse List Post-rinse List Edit
Delete
Add
Aspirated Reagent Reagent Aspiration Vol [pl] | Pipette at [sec] Mixing Level Pre-rinse List Post-Rinse List Edit
BCPCAct 150 60 | Weak Clean | Clean | Delete
BCPCSubs 30 350 | Strong
Measurement Condition
:\'/\I/Ie;i'l;rement Time 30 sec AT e () 30 sec Seq. Reagent Lot management Stable
1 OVB O 0
Measurement Time Measurement Time 2 BCPCAct o 0
(Main) (Sub)
O | Mixing during measurement 3 BCPCSubs 4] 0
STEP 1 0 sec— 0 0 rpm
STEP 2 0sec— 0 0rpm
STEP 3 Osec— || 80sec 0rpm
Export Add Load Print Save Close

Mocne npoBepKM MPaBUALHOCTM MPOTOKOANA BbIMTU U3 [Test Protocol] ¢ nomowbto [Save]. B KauecTBe peareHTa
BCPCAct ncnonbsyetca TpoMbOUH; B KauecTBe peareHTa BCPCSub mMcnonb3yetcs XpOMOreHHbIM cybCcTpaT; B WTaTuBe
MCNO/b30BaTb COOTBETCTBYHOLME NO3ULMU ANA PEaAreHTOoB.



[Sysmex CS-2100]

Omnpenenenne aktuBHocTH pakTopa VII/IX (VIHI/IX)

IIyTh npoBepKH NPOTOKOJIA
[Menu] — [Setting] — [Assay Parameters] — [FVIII] — [Test Protocol]

Assay Group Basic Re-analysis Reflex QcC I Test Protocol I
PT THS Rinse at the Time of Primary
APTT PSL Aspiration O Pre-Rinse III Post-Rinse
Fibrinogen Sample Dispensing
Thrombine /Dilution
Time Dilution Setting
AT Il Buffer: OVB | Dilution Ratio | 1/1, 1/2, 1/4,1/8, 1/16,1/32, 3/2, 2/1,1/64,1/256 | Edit Add
BCPC Aspirated Sample Sample Aspiration Vol [pl] Buffer Volume [ul] Pre-rinse List Post-rinse List Edit
FVIII Sample 15 135 | - - Delete
FIX Dilution 20 20
BCPIg
Factor-Deficient Plasma Add
Aspirated Reagent Reagent Aspiration Vol [pul] | Pre-rinse List Post-rinse List Edit
VI 40 Delete
Add
Aspirated Reagent Reagent Aspiration Vol [pl] | Pipette at [sec] Mixing Level Pre-rinse List Post-Rinse List Edit
APTT PSL 40 60 | Weak Delete
CaCl2 40 190 | Strong
Measurement Condition
:\'/\I/Ie;i'l;rement Time 360 sec | Measurement Time (Sub) 360 sec Seq. Reagent Lot management Stable
1 OVB O 0
Measurement Time Measurement Time 2 VIl o 0
(Main) (Sub)
O | Mixing during measurement 3 APTT PSL 4] 0
STEP 1 0 sec — 0 0 rpm 4 CaCl2 O
STEP 2 0sec— 0 0rpm
STEP 3 0sec— || 360 sec 0rpm
1 | |
Export Add Load Print Save Close

Mocne NpoBepKU NPaBUAbHOCTM NPOTOKONA BbIMTU M3 [Test Protocol] ¢ nomowbto [Save]. B kKauectBe peareHTa VilI
ncnonb3yetrca CybcTpaT-aed. nnasma; B KadectBe peareHTa APTT PSL ucnonb3syetca AYTB-peareHT; B LITaTMBE
MCMNONb30BaTb COOTBETCTBYIOLWME NO3ULUM ONA PeareHTos.



[Sysmex CS-2100]

Onpenenenne Haauuust Bosuanoynoro antuxkoaryJsinta (LA-Tecr)

IIyTh npoBepKH NPOTOKOJIA
[Menu] — [Setting] — [Assay Parameters] — [LA R] — [Test Protocol]

Assay Group Basic Re-analysis Reflex Qc I Test Protocol
PTTHS Rinse at the Time of Primary
APTT PSL Aspiration O | preRinse [ O | PostRinse
Fibrinogen Sample Dispensing
Thrombine /Dilution
Time Dilution Setting
AT I Buffer: ovB | Dilution Ratio | 1/1, 1/2, 1/4, 1/8, 1/16, 1/32, 3/2, 2/1, 1/64, 1/256 Add
BCPC Aspirated Sample Sample Aspiration Vol [ul] Buffer Volume [ul] Pre-rinse List Post-rinse List Edit
LA-1R Sample 50 - - - Delete
LA2R Dilution - -
BCPIg
Factor-Deficient Plasma Add
Aspirated Reagent Reagent Aspiration Vol [ul] | Pre-rinse List Post-rinse List Edit
Delete
Add
Aspirated Reagent Reagent Aspiration Vol [ul] | Pipette at [sec] Mixing Level Pre-rinse List Post-Rinse List Edit
LA-1 50 20 | Weak Delete
CaCl2 50 90 | Strong
Measurement Condition
:\,/\I/Ieaai:;rement Time 360 sec | Measurement Time (Sub) 360 sec Seq. Reagent Lot management Stable
1 OVB O 0
O Mixing during measurement LA-1 %] 0
STEP 1 0 sec — 0 0 rpm 4 CaCl2 O
STEP 2 0sec— 0 Orpm
STEP 3 0sec— || 360 sec Orpm
Export Add Load Print Save Close




[Sysmex CS-2100]

Assay Group || Basic Re-analysis Reflex QC ITest Protocol I
PT THS Rinse at the Time of Primary
APTT PSL Aspiration E Pre-Rinse E Post-Rinse
Fibrinogen Sample
Thrombine Dispensing
Time /Dilution
AT I E;l:ft;?:n Setting OVB bilition Ratio 125 é/z, 1/4,1/8, 1/16,1/32,3/2, 2/1, 1/64, ey Add
BCPC Aspirated Sample | Sample Aspiration Vol Buffer Volume P.re-rinse Post-rinse List Edit
(] [ul] List
LA-1R Sample 50 - |- - Delete
LA2 R Dilution - -
BCPIg
Factor-Deficient Plasma Add
Aspirated Reagent Aspiration Vol Pre-rinse Post-rinse Edit
Reagent [ul] List List
Delete
Add
e Reagent Aspiration Vol f Pipetteat | viying Lover | 1% [ postginse st | Edi
LA-2 50 20 | Weak Delete
CaCl2 50 90 | Strong
Measurement Condition
Measurement 360 Measurement Time Seq. Reagent Lot management Stable
Time (Main) sec (Sub) 360 sec
OVB O 0
O Mixing during 3 LA-2 4} 0
measurement
0 sec 0] Orpm 4 CaCl2 O
ggg ; 0 sec O] Orpm
STEP 3
Osec | 360 0 rpm
— | sec
Export Add Load Print Save Close

MNocne NnpoBepKM NPaBUIbHOCTU NPOTOKONA BbINTU U3 [Test Protocol] c nomoubto [Save].
PacueT noaTBeprKAatoLLero pesynbTaTa yaobHee Bcero Nnponucatb B IMC C YC/IOBUEM.




[Sysmex CS-2100]

KoanuyecrBennoe onpeneaenne JI-qumepa (DDi)

IIyTh npoBepku (co31aHMs) MPOTOKOJIA
[Menu] — [Setting] — [Assay Parameters] — [DDi] nau [Red D-dimer] — [Test Protocol]
TecT MOXHO co3aaTtb NYTEM KONMPOBaHUA CTaHA4ApTHOro Tecta DDi.

£®) Assay Group Setup g‘

Aszay Group
PT Li

APTT FS Agsay Group: |[Red D-dimer Display Name: |RDD Maragement ID: (20033 Edit
Fibrincgsn

Thromboclstin ¥ Valid Undated on: [16/04/2010 Assay Group Host ID: [g1 =]

D-Di
Reptilase
Mix FSL
FactorIl
E:z:z: &I Replications m
Factor WII
Factor IX —Assay Parametar
Factor X
Factor X1 Vald
Factor XII

WIAF Ag

YINFReo

HepXa

BC Antithromhbin IKCF)
BC Protein C

Lupus Anticoaglantsi
Lupus Anticoaglants?
APG1

Basic |Re*a na \ysisl Reflex | Qc | Test Pr’otocoli

Analysis Condition

Default Dilution Ratio:|1/1 =l

Display Mame !Assay Parameter
QD ROD dOD
RDD Cone 14/04/2010

iUpdatad on

d

Edit/\View

Dalete

i

Pelumep-TecT

Export ‘ Add ‘ Load ‘ Print ‘ Save ‘ Close

B HacTpoMKax CO34aHHOro Tecta nepenauTte Ha BKAaaky Test Protocol w nposepbTe BBeaeHble AaHHble B
COOTBETCTBMM C HACTPOMKAMM, YKa3aHHbIMU HUKE:



Pelumep-TecT

[Sysmex CS-2100]

[ Assay Group Setup

Agzay Group
PT Li

PT INN

APTT Fs
Fibrinogen
Thremboclotin
D-Gi

R

Mix FEL

Factor Il

Factor

Factor VI

Facter VI

Factor IX

Factor X

Factor X

Factor X

INF A

WNFRco

HepXa

EC Antithrombin IIKCE)
BC Protein ©

Lupus Anticoaglants!
Lupus Anticoaglants?
APCI

Copy

Delete |

|

Dewn |

Basic | Re—analysis | Reflesx l Qc

Rinse at the Time of Primary
Aspiration

Sample Dispensing/ Dilution

Test Protocol I

I” Pre-Rinse

I Post-Rinse

i Dilution Setting

Buffer: iDD Diluent T

Dilution Ratio for Measurements: |1 A,1/2,1/41/8,1/16,1/32

Exlit

Al

Aszpirated Sample

| Sample Aspiration Vol L] |

Buffer Valume [ul] | Pre-Rinse List

| Post Rinze List |

Sample

Factor-Deficient Plasma

10

10| =

Glean |

Edit

U

Dealete

4

Azpirated Reagent |

FReagent fspiration Yol [uL] | Pre-Rinse List

| Post Ringe List l

Reagent Protocol

Aspirated Reazent |

Reagent fispiration vallul] |

Pipette at [sec] | Mixing Level

| Pre-Ringe List | Post-Rinse List |

T Mixing during measuremeant

STEP1 0 sec - 0
STEP2 0 sec - 0

I 0 rpm
I 0 rpm

STEP3 0 sec — | 200 sec I 0 rpm

DD RButf a0 20 Middle & Glean 1
DD Latex a0 90 Middle = Glean 1
- Measurement Condition -
hMeasurement = heasurement - Sen. | Reagent Lot Manag! Stable Time |
Time(Mainy| 200=19%° Time (Sub). | 2001 sec 1 DD Diluent 0 a
heasurement Time (hain} IMeasur‘ement maenh) | 2 DD RBuff O o]
3 DD Latex O 0

Edit

Delete

d
Edit

Delete

dd

Export

Load

Print Save

Close

BepHVITECb BO BK/a4RYy Basic AnAa nNpoBepKn n penaktnpoBaHMA HACTPOEK TecCTa. I'Iepexo,a,MTe no BKAa4Kam

Calculation

Method\

Datacheck\

Evaluation

Preset

AanA nposepku BCeX

HACTPOEK.



Assay Parameter Setup

Assay Parameter:

[Sysmex CS-2100]

(x

|RDD dOD Display Name: [RDDdOD Management ID: [20035

v Walid Updated on: 147042010 Aszay Parameter Host [0 |1

Data Oheck] Evaluation Preset1

* Raw Data

Unit System: JAbsorbance/min hd Units: IdOD '1 Digits: g;igral - B:(r:-;mal 14 33

Calib,
£ Curve

Unit System: |Ahsorbance/min Units: [s0D =] Digits: g;?{gral b= B:?—lmal =
. = Calib. Curve - Interpolation ]ﬁ Lo Crigin
Input Walue: Tipe ethod: ok

Aixis

M A oY Ais

Extrapolation

[T Estrapolate Rargs: i X080 E = hasc X]‘ 5

-Giraph Axis

X Asds Min. - 1 K Axis Max 1 Y Axis hin 1 Y Axis Max 1
Dilution Analvsis: v

Correction Calibrator | Dilution Ra- Replicatio Stable Time

Save Close




[Sysmex CS-2100]

Assay Parameter Setup |

Assay Parameter: ]RDD dCD Dizplay Mame: ]RDDCIOD Management 1D: 20035
v Walid Updated on: 147042010 Aszay Parameter Host [0 |1

Evaluation Preset

Calculation Method

T Report Limit Check ] T Mark Limit Check

Upper Limit Upper Limit:

Lewwer Limit Lenwer Limit:

T Replication Difference Limit Check

Upper Limit { 8]

T MDA Slope Ratio Check

Uppar Limit {

Lewwer Limit

Save Close




[Sysmex CS-2100]

Assay Parameter Setup

(%]
Assay Parameter:  |RDD dQD Display MName: [RDDJOD Management ID: [20035
W Valid Updated on: [14/04/2010 Azzay Parameter Host ID: 1

Calculation Method ] Data Check Evaluation Presset ]

Evaluation Algorithm |WLin analysis & Detection Principle |Immunoaasay hethod j

Target Smoothing

Wave: ’m v Reference Correction
P ’W v Median ‘ Preceding Point m Following Point m ‘
Gain |Low - W Moving Average ‘ Preceding Point 5= e Eoint 5= ‘

Correction -

Evaluation Parameter I Evaluation Check Parameter |
v User

Start Timelsecl: 30 33

A(Slope)  BOffset) Falynomial Dimension: 3 3

Erd Timelsec}[ 18002 :
,Ttl 0.0000= Ao e Integral Areatauck: | 0012000 3
Min. Regression Timelsec]: 15 33

¥ “ariable Start Time

Preeval Search Width[sec]:m
Upper Eval Offsetlsec]: ’7:'

pper Preeval Rate[d0D/ minl: ’W
Lower Preeval RateldQD/minl: ’W
Minimum Search Windowlsec]: ’T:I

Save Close




[Sysmex CS-2100]

Assay Parameter Setup |§|

Assay Parameter:  |RDD dQD Display MName: [RDDJOD Management ID: [20035
W Valid Updated on: [14/04/2010 Azzay Parameter Host ID: 1

Calculation Method ] Data Check Evaluation Presset ]

Evaluation Algorithm |WLin analysis & Detection Principle |Immunoaasay hethod j

Target Smoothing

Wave: ’m v Reference Correction
P ’W v Median ‘ Preceding Point m Following Point m ‘
Gain |Low - W Moving Average ‘ Preceding Point 5= e Eoint 5= ‘

Correction -

W User

Evaluation Parameter Evaluation Check Parameter ]

High Light Limit: 400033

Low Light Limit: 200

A (Slope)  BOffset)

1.00 E|3 0.000C E|3

[ Reaction Curve

Slope: |Increase '1
Slope Thresh.: 0.001033

W Antigen Check

Start Time 1[sec: a0
End Time 1[sec]: 1.0
Cut OFF | 002702
Rate: | 7.0000=
Offset: | -0.0400=
Start Tims 2[sec] 700

RELEERE

End Time 2[sec]: 15002

Save Close

BbibepuTe COOTBETCTBYIOWME pa3BeAeHUA NAa3Mbl-KanmbpaTopa ANs NOCTPOEHUA KanMbPOBOYHOro rpadmka



[Sysmex CS-2100]

Assay Parameter Setup

Dizplay Mame: |[RDDCon

Assay Parameter: {RDD Conc
W \alid

Calculation Method lData Check | Evaluation Preset |

Updated o [14/04/2010

Management I 20035

Aszsay Parameter Host ID: 12

" Raw Data It | Do |
. e ] B[RS ] S ntegra 0=
Unit Svstem: y Units: Digits: B Part -
= Calib Decimal
Curve Lnit System: iOoncentration - Units: |ug/L - Digits: g;?tgral 4] p:gma 0=
) = Galib. Gurve -] Interpolation 1—j Auto Origin
Input Value: [d0D | Type Mormal = Method: |Point=Point Lices o
Puis
X Asds: Real v | Y Axis: JReaI ']
 Extrapolation
W Extrapolats Rangs: Min 200 = - Max 3 |10.00 =

Graph Axis

¥ Axis Min - |0 X Asds hase 3500
Dilution Analysis:  |Autematic Dilution ']

Y Aeds Min 00001 W Loz M 1013

Correction Calibrator | Dilution Ra-|
O LD Cal 141
O 0D Cal 1/2
O oD Cal 1/4
O DD Cal 1/8
[ DD Cal 1/16
O DD Cal 1/32

Replicatiol Stable Time

Add
Edit/ i
Delete

oo o oo

Save Close




[Sysmex CS-2100]

Assay Parameter: JRDD Conc Display MName: ]RDDCon Management I[D: 20035
W Valid Updated on: [14/04/2010 Azzay Parameter Host IO 12

Calculation Method Data Check |Evaluation Preset

T Report Limit Check ] T Mark Limit Check

Upper Limit: Upper Limit: { 0
Lowwer Limit: Lo Limit: { 0

™ Replication Difference Limit Check

Upper Limit: 20

T MDA Slope Ratio Check

Upper Limit:

Lo Limit:

Save Close




[Sysmex CS-2100]

Assay Parameter Setup |$_<|

Assay Parameter: {RDD Conc Display Mame: |[RDDCon Management 1D: 20035
v Walid Updated on: 147042010 Aszay Parameter Host I[D: 12

Calculation Method ] Data Check Evaluation Presst ]

Evaluation Algorithm |WLin analysis & Detection Principle |Immunoassay Method j

Target Srnoothing

Wiave: ’m V Refersnce Correction
T ’W v hedian ‘ Preceding Point m Following Point m ‘
Gain: |Low = ¥ Moving Average ‘ Preceding Point 53; o lloving Boirt 5] ‘

Caorrection -

W User

Evaluation Parameter ] Evaluation Check Parameter |

Start Timelsec] 3'03: Palynomial Dimension:’ﬁ

A (Slope)  BlOffset)

Erd Timelsecl:[ 18003 :
,Ttl 0.0000= Al L Intagral Areatauck | 0012000 3
Min. Regression Timelzsec] 15 33

W “ariahle Start Time

Preeval Search Width[sec]:lm
Upper Eval Offsetlsec] ’m

Upper Preeval Rate[dOD/minlk: ’W
Lower Preeval Rate[dQD/ minl: ’W
Minimum Search Windowlsec] ’7:'

Save Close




[Sysmex CS-2100]

Assay Parameter Setup EJ
Assay Parameter: |RDD Conc Dizplay Mame: |RDDCon Management ID: 20035
W Walid Updated on: 147042010 Aszay Parameter Host [D |2
Calculation Method | Data Check Evaluation Preset |
Evaluation Algorithm |WLin analysis & Detection Principle |Immunoassay Method j
Target Srnoothing
Wave: ’m v Reference Correction
Type: [Transmitted v] M Median ‘ Fracading Point EEIi Following Point EEIi ‘
Gain: |Low e V Moving Average ‘ Preceding Point EEIi Following Point EEIi ‘
Caorrection

Evaluation Parameter Ewvaluation Check Parameter ]

High Light Limit: 4000 E|3

Low Light Limit: 200

W User

A (Slope)  BlQffset)

1.00 E|3 0.000C E|3

Reaction Curve

Slope: |Increase ~
Slope Thrash: 0.0Mm OE|3

W Antigen Check

Start Time 1[secl: ’T:I
Erd Time 1lsecl [ 110
Cut Off | 002702

Rate: ,TOO:I

Offeet: [-0.0400=]

Start Time 2[sec]: ’TO:I
End Time 2[sec]: ’TO:I

Save Close

CoxpaHuTe BCe BHECEHHblE HAaCTPOMKM M BbINOJHUTE CTaHAAPTHbIE OMepauMu Mo KainbpoBKe COOTBETCTBYHOLLEN
METOAMKW, a TaKXkKe, NPOBEAEHMIO KOHTPOJIA KayecTBa (MpyM MOMOLWM KOHTPOJbHbIX MaTepuanos Pelumep
KOHTpOAb [1-2) nepep, BbINONHEHNEM aHaNN3a NALMEHTOB.

YcnoBua nepepasBeneHUs: KenaTeNbHO YCTaHOBUTb MepepasBedeHWe aHaausupyembix 06pasuoB  npu
nosy4aembix pesynbtatax cebiwe 3,5 mr\n (FEU) no aHanorMm c HacTpolKamu CTaHAApPTHOro TecTa Ans
KOoAn4yecTBeHHoro onpeaeneHua [-anmepa.
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[HocTpoenue kaauOPOBOYHOIO rpadguka
(ua mpumepe tecta PT)

[TpuroTtoBneHNe peareHTOB OCYIIECTBIISETCS COTJIACHO MHCTPYKLIHUU K COOTBETCTBYIOIIEH TECT —

cucTeme.

1. Pa3mecTuTh peareHThbl Ha 0OPTY aHATU3ATOPA;

2. BbINOJHUTBH AeiicTBUS B YKa3aHHOH nociaenoBareasnoctu: [Main Menu] — [Order]
— [Switch order] — [Holder Calib.Curve Order] — [PT];

3. B orkpeBmemcss okHe B rpade [Lot] BpIOpaTh u3 BBINAmaloNIEro  CIUCKa
COOTBETCTBYIOLIMI HOMEP JIOTA,

4. B srom xe oxkHe BBecTH 3HaueHue IIB B % mo KBuky (ykasaHo B macmopre Ha
iazmy-kanuoparop) B rpady [Assay Sheet Value];

5. IlpoBepuTth peareHTbI Ha HOPTY aHaIHM3aTOpa, HAXKATH [Start];

6. Ilocme mpoBenenHoil kamuOpoBku B MeHI0 [Main Menu] — [Calibration Curve]
BBIOpATh HYKHBIN TecT npu oMo [Change];

7. Beectm 3Hauenme CHIIB (I1B1oo%): [1B100%s = T[IBuk/IOnk, rme IIBm -
MIPOTPOMOMHOBOE BpeMsl IIIa3MbI-KaquOparopa (COOTBETCTBYET IMEPBOMY H3MEPECHHIO
npu kanmuopoBke), [0 - mpoTpoMOMHOBOE BpeMs IUIa3MbI-KaimOpaTopa (yka3aHO B
MacropTe Ha MIa3My-Kaauoparop);

8. Bsectn 3Hauenue MUY (ISI) (B macniopte k «PeHaMIuiacTuny);

9. MoaTrBepauTh cOXpaHeHUe KaJINOPoBKHU HaxaTreM [Validate].

[Ipy BBHIIOTTHEHUH KAJIMOPOBOK TECTOB HA OMpECICHNE KOJIMYeCTBa (PMOPHHOTCHA, aKTUBHOCTH
antutpombuHa 1, mporenna C, miazmunorena u ¢akropos ceeptoiBanus VI u X BemonHATE

JNEUCTBUSI B COOTBETCTBUM ¢ MmaraMd 1 — 6, 9 BelmeykazaHHONW WHCTPYKIIUU JJIS
COOTBETCTBYIOIIEH METOTUKH.
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