MpoToKon aganTaumm Habopa peareHToB
«ANTB-3N1-TECT»

(kaT. Ne 649, 652, 731) Ha 100-200 onpeaeneHui
npoussoactea 000 ¢mpmbl «TexHonorna-CTaHZapT»
[A/19 aBTOMATUYECKOro Koary/iomeTpa
«ACLTOP»

Habop npeaHasHayeH A1 BbINOAHEHMA 0a30BOWM METOAMKU WUCCAeAOoBaHWA CUCTEMbl remocTasa —
onpeaeneHnsa napumanbHoro TpombonnactMHoBoro BpemeHu (AMTB uam AYTB). Onpegenenuve AMNTB
MCNoJib3yeTca ANA BbIABAEHUA TMNEP- U TMNOKOAryAsUMOHHbIX CABMIOB, KOHTPO/IA 33 renapuHoTepanmen npu
Tpombo3sax, Tpomboambonmsax u [ABC-cMHApOMax pasMYHOW 3TMONOTUWU, AN AMArHOCTUKM remodunmnii
(aednuymt dakTopos VI, IX, XI), 6onesHn BunnebpaHaa.

NpuHuun metoga. OnpedenaeTcAa BpPems CBepTbiBaHMA MN1a3Mbl KPOBU B YCAOBUAX CTaHAAPTU3MPOBAHHOM
KOHTAKTHOM (3nnaroBol Kucnoton) n dochonnnugamm (kepanvH unm coesble docdonmnuabl) akTuBaLmm
npouecca Koarynasaumm B NpUCYTCTBUMU MOHOB KanbLUA.

CoctaB Habopa:

AMNTB-3a-peazeHmN2649 (NMopunNbHO BLICYLLEHHAs CMECh, coaepallas docdonunuabl Mo3sra
Kponuka, annaroByto Kucnoty, 6ydep n crabmnmsaTopsl), Ha 2,5 mn - 4 ¢n.

2. Kaabuusa xaopud (KOHLEHTPUPOBAHHbIN

20:1 pactBop; 0,5 M), 2 mn - 1 don.

Uau

1. AITB-3a-peazesm N2652 (pacTBOp, coaepxalunin pocdonmnmabl Mo3ra Kpornuvka, anaroByto
kucnoty, 6ydep n crabunmsatopsl), 5 mn - 2 dn.
2. Kanbyusa xaopud (0,277 % pacteop), 10 mn - 2 da.

Unu

1. AITB-3a-peazesm No731(pacTBOp, coaepxaLimi coesble dpochonnnuapl, nnaroByto KUCMOTY,
Oydep n ctabmnmsartopsl), 5 mn — 2 dn.
2. Kaabyus xaopud (0,277 % pacteop), 10 mn - 2 .

1. MpurotoBneHue peareHTOB ANA aHaNAU3a

NHdopmaumio cocTaBy Habopa, Mo NPUTOTOBEHWUIO PEAreHTOB N YCI0BUAM UX XPaHEHNA CMOTpUTE B
MHCTPYKLUNK, NPUAaraemoii K Habopy.

2. YcTaHOBKa maTtepuanos (peareHTos)

BHeceHwue B CNMCOK MaTepunanos aHanm3aTtopa (Material List) HOBbIX peareHTOB.
B cTpouke MeHIo Bbibupaem onumio Setup\YcraHoBKa
Instrument Actions Analysis QC Calibration NPP System Help

B Bbinagatoliem cnucke Bbibupaem onumio Material List\Cnncok maTtepunanos.



4L ACL TOP Family - ¥Yersion 4.4.0 - [Calibration Status List]

Instrument Actions Analysis QC Calibration NPP |Setup Systern Help

: Wial LLists
2 | 2 e
3 = =B [Vaterial List
. " A % Test List
Test Code’ Calibrator Job Status Un Q @ Lt Last ¥:

MNoasUTCA CNNCOK mMmaTepmnanos (peaKTMBOB).

4L ACL TOP Family - ¥ersion 4.4.0 - [Material List]

Imstrument  Actions  Analysis OC  Calibration NPP - Setup Systermn Help

w g el d . {
| :) a .23 e [ = i; : ;, =l ™ 4
4y Name ¢ | Type | ) | 4 | 413 | L] | Lot ID | Exp. date |
LPTT-SP Intermediate reagent O v O MNO91 7362 09/2013
APTT-5P Caclz Start reagent [w] [w] O W NO917375 09/2014
AT Lig Fa Inkermediabe reagent O v O v
AT Lig Substrate Skart reagent [w] [w] O =]
Clean B Clean O v v v
Clean B Diluted Clean O [w] = =]
C-Dirner High Control Cuality Conkrol O v O W EBl117E9 02/2014
D-Dirmer HS Buffer Intermediate reagent O [w] = W B1i7a0 04/2013
D-Dirmer H5 Cal  alibrator/MPP O W M M Bl 042013
D-Dimer HS Latex Start reagent [w] [w] = W B11730 04/2013
D-Dirner Low Conkrol Cuality Conkrol O v O W EBl117E9 02/2014
Factor Diluent Sample Diluent O vl v] v]
Fib-C Start reagent v v O vl
Fib-C Abn Contral Cuality Control O vl O v]
F2I1I Buffer Inkermediabe reagent O v O v
FXIII Diluent Sample Diluent O [w] O v]
F2I1I Latex Start reagent v v O v
HemnosIL Cal Plasma CalibratorMPP O [w] v W  EDsle32 06/2014
High Abn C Unassayed Cuality Conkral O v O v
High &bn ., Assayed Quality Control O v O W MOB18330 0g/2014
Low 8bn C. Assayed Guality Contral O w] O W millsosz 11/2014
Low Abn . Unassaved Quality Control O v O v
Low Fib Contral Quality Contral O w] O v
Mormal C. Assayved | Quality Control O v O W M1118092 11/2014
Mormal C. Unassayed Quality Contral O [w] O v
[ SN By Y RN ) PRl et a a a L N e T ] PR T

3atem Ha naHenu onepaumii BbibMpaem 3Hadok Add a New Material\Jo6asuntb HOBbI MaTepuan

I 3 B e

o

]

Bo Bknaake Material Definition\OnucaHne matepuana 3anonHsem auct General Information\O6uwasn
MHbOopMaumsa. Hnxke nokasaHbl Nnpumepbl Ans 3anoiHeHus peareHTos AMNTB n CaCl2.

BHMMAHMUE: BCE BHOCUMbIE AAHHBIE UTK UX USMEHEHUA HEOBEXOANMO COXPAHATb HAXKATUEM

NMUKTOIPAMMDI a HA NMAHE/IN ONEPALMIA BO U3BEXXAHUE YTEPU UHGOPMALUMN.



General Information

Stir, Rinse & Clean Information

| Lot Specific Information

Material index:

[681

Material name: I APTTTS
Manufacturer: l T8
i~ ¥olume tracking

IV Enable volume threshold:

[ 04 Hm

IV Enable expiration tracking

¥ Enable warning threshold:

| 30 ':_']'l Days

Category: | Reagents

|

Material type:

| Intermediate Reagent ZI

Bottle type: I 10mL

[~ |
Comments:

—On-board stability
[V Enable on-board stability tracking

On-board stability: I

48 ﬂ IHD!JI’S LI

IV Enable warning threshold: |

1 j IHours L]

IV Test not feasible when stability is expired

r~ Location information

Track Identifier

Rack Identifier

Rack Pos.Identifier

Lot ID

General Information Stir, Rinse & Clean Information | Lot Specific Information
Material index: I 661 Category: | Reagents ZI
Material name: I APTT TS CaCl2 Material type: | Start Reagent L]
Manufacturer: I TS Bottle type: f10mL = Comments:

—Volume tracking
IV Enable volume threshold:

[ 04 Hm

—On-board stability
[V Enable on-board stability tracking

On-board stability: I

48 :Il IHours L]

¥ Enable warning threshold: I

1 jlj lHours 3

IV Enable expiration tracking

¥ Enable warning threshold:

| 30 ﬁ Days

IV Test not feasible when stability is expired

- Location information

Track Identifier

Rack Identifier

Rack Pos.Identifier

Lot ID

Lindposoe 0603HaueHMe BHOBb BBOAVMMbIX PEAreHTOB NMPMCBaMBAETCA aBTOMaTUYECKK, nosie Homep

matepuana\ Material Index He 3anonHaem.

Peaktus AMNTB-peareHT Kanbuusa xnopua, KannbposouHas
(pacTeop) nnasma

HasBaHue B APTT TS CACL2 TS CALIB TS

aHanusatope \

Material Name

Mpounssogutens \ TS TS TS

Manufacturer

«MepTBbIit» 06beM \ 0,4 0,4 0,4

Volume threshold

KaTeropua maTepuana PeareHT\Reagents PeareHT\Reagents Kanunbpatop

\ Category (HopmanbHas

nyMpoBaHHas
nnasma) \ Cal/NPP




™N MaTtepuana \ MpomeRyToYHbIN CTapToBbIi peareHT\ Kanunbpatop
Material Type peareHT\ Start Reagent (HopmanbHan
Intermediate Reagent nyNpoBaHHasn
nnasma) \ Cal/NPP
™mn dnakoHa \ Bottle 10 ml 10 ml 4 ml
Type

BonawnTe B meHio SETUP @ MATERIAL LIST

BHecute Mchopmau,mo O HOMEPaAxX 1I0TOB U CPOKaX rogHOCTU ANA KaxXaA0ro peaktuea Ha6opa:

Bo Bknaake "Lot Specific Information (MHpopmaumsa o note)" nocrasbTe rasoyky B okowke "Enable lot

management (BKAounTb ynpasaeHue notamu)" 1 BBegUTE HOMEpP J10Ta U CPOK FOAHOCTU B CEKLMIO

"Active lot (AKTMBHDI not)", B nona "Lot ID (MaeHTMdUKauua nora)" n "Expiration date (Cpok

roaHoctu)". Homep noTa 1 CPOK roAHOCTM BBOAATCS C KOPOBKM C Habopom.

#L ACL TOP Family - Yersion 4.4.0 - [IL Material Definition - Start reagent PT RecombiPlasTin] -8 x|
Instrument  Actions Analysis QC Calibration NPP_ Sefup Systemn  Help
2 1 @ 35 < 4 B B3 B3
2% A o 8 3
General Information I Stir, Rinse & Clean Information ILot Specific Information I l
|v Enable lot management
Enable alternate lot
[~ Active lot
Lot ID: Lot ID:
Expiration date: ‘January lJ ‘ 2014 i]j Expiration date: November v 2003 j
| Enable extended expiration date [ | Enable extended expiration date
Expiration date: [!‘Jo’-ﬁernbet v { 2003 j Expiration date: November v
[ 151 value [¥ 151 value

151 value:

151 value:

Lot specific comment

Lot specific comment

3. YcTaHOBKA TeCcT-npoToKona

B cTpouke MeHIo Bbibpaem onumio Setup\YcTaHoBKa

Instrument Actions Analysis QC Calibration NPP System Help

B Bbinagatolem crnmcke Bbibupaem onumio Test List\Cnucok TecTos.



Instrument  Actions  Analvsis

2% -V

i

w3

&
‘_h-_l.

OC  Calibration MNPP | Setup System Help
Wiall lLists
Material List

est List |_
44  SampleID | Date & Time Jzh || V|~ | : L5p
T List
M. ' . o |
Test Profiles List
o1 zaonzoitonztes | ) T ¥ | ¥ |ac QC Profiles List 77
MoABMTCA CNUCOK TECTOB.
41 Code 7 Name ﬂ LIs Acq. Time No. Reps. Unit Normal Range ;’ Al b
=T apcrl basale o v O 461 240 1s
|APcR 2 apcr2 attivako no ¥ O 453 240 1s
| APCR v- BPCR. ¥ without APC 228 250 1s 0
APCR Y+ BPCR ¥ with APC 225 250 1s O
|apTT BPTT Syrthasil 2z 120 1 Ratio 080 1.25
| ApTT* BPTT SPECIAL O 412 500 1 Ratio 0.80 1.25
APTT-SF BPTT SyrthaFas O 418 120 1s -999999,9 999999,9 O
|&PTT-5P APTT Syn Phospholip 4 120 1s 000999,0 909909, 3 O
|aT Antithrorbin Liquid 2071 20 1% 60 130 =]
|aT 1:2 AT 1:2(1+81) [=] 288 20 1 % 60 130 [l
|AT_ antithrambin 199 20 1 % 70 130 [ O
e D-Dimer 250 300 1 mgfL 0.00 0.25 [
Bbibupaem Tect APTT-SP, oTMeYaeM «rasioukoii» nose caeBa oT Hero.
Instrument Actions Analysis QC Calibration NPP Setup System Help
[ = ~ 4
‘ .x) £ ):’ \f.é" ig] ' =U ™
4 Code ¥ ‘ Name I bL‘ | LIS Acqg. Time ‘ No. Reps. Unit Normal Range l ;’ i
Riva Riva antixa O 252 80 1 ngfmL -999999,9 999999,9 [} vl
QFA Low Q.F.A, Thrombin Low 2061 120 1 mafdL -999999 999999 vl ]
|oFa Q.F.A. Thrombin 2001 120 1 mgfdL -999999 999999 v v
¥ [APTT-SP ] APTT Syn Phespholip 1310 100 1s 9,4 12,5 2] ™
PTR PT-Fib Recombinant 151 100 1s -999999,9 999999,9 ]
PT HS+ PT HS Plus v 91 100 1s -999999,9 999999.9 v v

3aTemM HaxKMMaem NUKTorpammy JE] Ha NaHenu onepaunn U KONUPyem AaHHbIA TeCT-NPOTOKO.

L )2 - -

MNoasnaeTca cnegytowee MeHo 414 3aN0/IHEHUA TeCT-NPOTOKOAA.



Instrument  Actions  Analysis QU Lalibration NPFP - Setup  System  Help

2| ¥ Ao ¢ P — 3

3 Test Definition - APTT-SP [~ Acquisition - wavelength [~ Acquisition - time
General information

Primary wavelength: Standard time: w00 =
5] Analytical cycle definition ¥ 2 |
Sample pre-dilution Delay time: 5 j s

Alternative pre-dilution
B DR Parameters

B Primary wavelength

[V Enable extended test mode

Wavelength definition Extended time: 320 ‘_1 s

Raw data checks e

Normalized data checks LIS number: 132 Test code: PT-RP(E)

Primary algorithm

Secondary algorithm [fLoad cycle
Result units Number of replicates: | 1 i

& Calibration
Automatic dilution ELL Material Name Type Load Yolume | Incubation Range
Parallelism APTT-SP CaCl2 Start Reagent 50
Normal Pool Plasma
Rerun - Rules
Total cuvette volume: 150 ul

K| | ]

|| Consistency Check. (Double click to go to the inconsistency).

B 3TOM OKHe cneBa B AiepeBe NPOBOAHMKA MOXHO BbiBUPaTh Pas/iMyHble BKAAAKM (ABONHBIM LENYKOM
Mbiwn). Cnpasa oTobpaxKaeTcs BbibpaHHaA BKAaAKa C Pas/iMUYHbIMKU NapameTpamu. BHU3y pacnonoskeHa
cTpoka “Consistency check (MpoBepKa HacTpoek)”. B 3Tol cTpoKe BbIBOAATCA cO0bLeHMA 06 olmnbKax u
NpOoTUBOPEYMAX B MapameTpax TecTa, a TakKe 06 OTCyTCTBMM HEOBX0AMMbIX AaHHbIX (Hanpumep, 06
OTCYTCTBMM 3HaYeHUA KanubpaTopa).

InsTrument  ACtions  Analysis QU Lallbraton  INPP- Setup  System  Help
4 v y
2| ¥ R ol 2 —

3 Test Definition - PT-RP Acquisition - wavelength———————————
General information

Primary wavelength:
= Analytical cycle definition ¥ 9

Sample pre-dilution

[~ Acquisition - time:

7 om Standard time: 100 j s
Delay time: S j s

Alternative pre-dilution
= DR Parameters
= Primary wavelength

‘Wavelength definition Extended time: 320 _{ H

Raw data checks

IV Enable extended test mode

Normalized data checks e 2 132 Test code: ELREE)
Primary algorithm
Secondary algorithm [ Load cycle
Result units Number of replicates: | 1 i
= Calibration
Automatic dilution e Material Name ‘ Type Load ¥olume | Incubation Range
Pre-diluted calibrators |— g:“l‘lelsomhiPlasTin = IStart o= 122 55,000 - 360,000
Parallelism —

Normal Pool Plasma
Rerun - Rules

Total cuvette volume: 150 ul

I I Consistency Check. (Double click to go to the im:onsistem:y).l




Ecnn B cTpoKe HeT coobLeHMIA, 3HAUUT, TECT HACTPOEH NPaBU/IbHO, N BCe HEOOXOAMMbIE AaHHbIe
BBeAeHbl.Eciv B cTpoKe ecTb cooblueHns 06 owmnbKax n/mam o6 oTcyTcTBMM HEOBXOAMMOW MHPOPMaLUN,
TECT BbINONHATbCA He byaeT. OWMOKN HYXKHO YCTPaHUTb, HEAOCTAtOLLY 0 MHPOPMALMIO HEOOX0AUMO
BBecTM. CneBa B AepeBe NPOBOLAHMKA BKNAZKA, B KOTOPYHO HYXKHO BHECTW HEA,0CTAOLLYH0 MHPOPMALLMIO
(nnm ncnpasuTb OWKBKY) ByaeT oTMeyeHa KpacHbIM WPUGTOM U 60/IbLUMM KPaCHbIM KPeCToM.

Heobxoammo Beectu kog Tecta APPT TS B cooTBeTcTBylOLLEE MO/e, 3aTeM Ha3BaHue Tecta APPT TS
(pacwmpeHHbI BapuaHT Koga) u Ko TecTa 4841

Instrument Actions Analysis QC Calibration NPP Setup  System  Help

21 ¥ § @

% Test Definition - APTT TS ~General information

Test code: I APTTTS est name: l APTTTS
B Analytical cycle definition

Sample pre-dilution ILIS number: | 4841 I Test number: 13 [V 1L test [ For investigation onfy
Alternative pre-dilution

[T Assay

5] DR Parameters

=] Primary wavelength Assay release number: ‘ 7.4

Wavelength definition

Raw data checks Test modification number: 220

Normalized data checks -
User revision comment:

Primary algorithm

Secondary algorithm 1L revision comment: l
Result units
5] Calibration
Automatic dilution

Pre-diluted calibrators Parent test: =

Parallelism

[} Enable as shadow test

Normal Pool Plasma Ol s

Master paired test: v

[ Enable paired test dependency.

Rerun - Rules

l | >

Mepexoanm K Bknagke Analytical cycle definition. Haxkumaem Ha HaumeHOBaHME U3MEHAEMOrO peareHTa.

Instument Actions  Analysis QL (allbrauon NHP  Setup  System  Help

2 v li )17 J
2 | & @G| * - =
3 TestDefinition - APTT-SP EREa e e

General information =

: 7 e =
P T
e m || s s
Sample pre-diution st /7: 7} -

Alternative pre-diution

= DR Parameters [V Ensble extended

Primary wavelength

+ mos
wavelength definion Extended tine 32 J‘ 5
Raw data checks ‘

- 132 : PT-RP(E)
Normalized data checks LEdh e Test code: (C]
Primary algorithm
Secondary algorthm Load cyde
Result units Number of replicates: 8
Calibration |
Automatic diution .| Material Name Type Load Yolume Range
B | S0 20,000 - 150,000
Prodhted cabrators APTT-SP ‘Iv‘:e'—ecsaﬁe Reagent S0 300,000 - 340,000
Perallelism P s =
Normal Pool Plasma |
Rerun - Rules |
Total cuvette volume: T
K [ i

I Consistency Check. (Double click to go to the inconsistency).




MoasnsaeTca AUCT BbiboOpa peareHTa U ero XapakTepucTUK. BHOCMM M3MeHeHUA B Ha3BaHWe peareHTa (U3
BbINaAatoLLEro Crmncka) 1 BpemeHn MHKYbaLmMmM CornacHo PacrosioXeHHbIM HUXKe CXemam.

Material/Sample Load Cycle Definition ) 5]

: Rinse & clean information
| Sample ZI ’7‘: Rinse " Clean & rinse
~ Aspiration information Time: | 1 j 5 Clean & rinse cycles: I 1 j
Head volume: = Clean material:
I” Enable agitation: I 1 j |5ystem clean =l
Airgap:
Aspiration cycles: 1 j
Head volume airgap: —
Clean airgap: 15 L
Material{Sample volume: clear vohimas 0 -;JuL
: ] o)
ll=0=poitickgzp. Clean transport airgap: 0 ﬁuL
Total volume; Clean total volume: 145 uL
Dispensation information ————————————— Hold time: 0 :JJ
I” Enhanced dispense =
Enable agitation: e
I Enable mix =
Clean volume (all cycles): 130 oL
Misx: 50 =l Yo Frequency:
Rinse e artarmbed 1 j . lBetwe»:-n changes in material only ;I
Mumber of cycles: | 1 j ISR, o
I” | Enable agitation; | 1 j-‘
¥ Enable incubation time
Incubation range:
[ 60.000 j - | 60.000 :,' s I Lock clean &rinse

OK Cancel |

Material/Sample Load Cycle Definition N 1'

. Rinse & clean information
| APTTTS =l {6 Rinse " Clean &rinse

Aspiration information Time: I 1 .;IJ 5 Clean & rinse cycles: | 1 =

Head volume: 0 j uL Clean material:

rr I Enable agitation: I 1 j System clean j
Airgap: 15 —ju

Aspiration cycles: 1 —‘

Head volume airgap: I 0 pL j
Clean airgap: 15 UL
Material/Sample volume: 50 —' L Ao, 130 =

2 = |

i G 30 = v
Transport airgap oM Clean transport airgap: 0 =

Total volume: I 95 L Clean total volume: | 145 L

~Dispensation information ————————————— Hold time: 0 j
I” | Enhanced dispense >
4 Enable agitation: 1 —_"
I~ Enable mix -
Clean volume (all cycles): 130 oL
IMix: 50 = Yo Frequency:
Riries Hine aFter mic: 1 j IBetween changes in material only Ll
= ¥ e 1 =
Mumber of cycles: I 1 j LR =S

[" Enable agitation: I 1 ﬂ

¥ Enable incubation time

Incubation range:

I 180.000 ‘_‘J > 180.000 ‘j H I~ Lotk clean & rinse

OK Cancel




Material/Sample Load Cycle Definition

" Clean & rinse

~ Aspiration information

Head volume:
Airgap:

Head volume airgap:

Rinse & clean information
v I[G Rinse
- Time: | 1 j s
0 — uL
=l -
= [~ Enable agitation: I 1 j

I Ul..lL

I Material{Sample volume: 50 —' uL

Transport airgap:

Total volume:

0=

=

I 95 HL

I~ Enhanced dispense
I~ Enable mix

 Dispensation information

i
Rinse time after mix;

Mumber of cycles:

| 50 j %

=

—

¥ | Enable incubation time

Incubation range:

Clean & rinse cycles: I =y
s 2 =
Clean material:
System clean LI
Aspiration cycles: 1 i~
i . 15 _'J
Clean airgap: __IuL
: 120 =l
Clean volume ;‘uL
Clean transport airgap: 0 ﬁuL
Clean total volume: I 145 UL
Hold time: 0 j
[~ Enable agitation: 1 j
Clean volume (all cycles): 130 L
Frequency:
|E<etween changes in material only _'_I
i ipae 1 _‘l
Rinse time: =
[" Enable agitation; l—lj-l

| 20,000 :I' 2 I 150.000 j e [T Lock clean & rinse
OK Cancel
3
He 3abbiBaem nocne KaXXa0ro 3Tana COXpPaHATb USMEHEHUNA HaXXaTUeM 3Ha4Ka
Mepexoanm Ha BKnagky Result units:
#L ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - APTT Syn Phospholip - Result units] = |l5‘ I}_l

Instrument  Actions  Analysis QC Calibration NPP Setup Systern Help

2| ¥ q @ |+ P — d Bi B3 B3
2 | d 2 ~ ]
I
4 Test Definition - APTTTS Result unit definition
Generél |nFormatlon. B ‘4‘ Unit Unit Type [ Label !@Idec.] Normal Range Therapeutic Range I Linear Range [ Test Range
B Boyirdeyticenaen Seconds_|Measured s 1 25.0 36.5 16.0 500.0
Sample pre-dilution Ratio Calculated  Ratio 2 0.00 1.20
Alternative pre-dilution ] )
[=]---- DR Parameters - g
= Primary wavelength =il 0
Wavelength definition | ]
Raw data checks | O
Normalized data checks | | S
Primary algorithm
= dpoinky Patient result selection Primary unit cfg. Measured result curve display settings
m 9 Unit 1: ‘Seconds | Primary unit: [V Enable auto scale
& |Se(unds ~
Automatic dilution Unit 2 IRatio | - ' Raw
v i ~
Pre-diluted calibrators v Elisbisieg Nfetelce {*  Normalized {Absorbance)
i Unit 3: | | =
- Parallelism i i —
Unit 4 | Hadiizence; 30 (5 & Y-Axis minimumn: Y-Axis maximum:
: v = 5
Normal Pool Plasma _J | 0,000 :|| _ l 3000.000 j mibs
- Rerun - Rules : = =

HacTpanBaem, KaKk NOKa3aHO Ha PUCYHKe, Ldpbl pazbpoca HOPMasibHOrO 3HAYEHUA B CEKYHAAX bepem n3
nacnopTa K Habopy.



Mepexoanm K Bknaake Normal Pool Plasma.

BHecuTe OPMEHTMPOBOYHOE 3HauYeHue B ceKyHaax NPP Kak MoKa3aHO Ha pUCyHKe Huxe (aaHHble 6epyTca
M3 nacnopTa K Habopy).

¥ ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - APTT Syn Phospholip - Normal Pool Plasma] -8 x|

Instrument  Actions  Analysis QC Calibration NPP  Setup System Help

y <
2| ¥ Ao |« d Bi B3 B3
3 Test Definition - APTT TS v s
General information

= Analytical cycle definition General Frequency

Sample pre-dilution . ‘VU T |

Alternative pre-dilution SRy e i —
& DR Parameters [ Enable adjust calibration to NPP

= Primary wavelength
Wavelength definition NPP material: ‘ v

Raw data checks
Normalized data checks

Derived from calibration

Primary algorithm Method: [r’»:‘ an of calibration point rep! v
Secondary algorithm Calibration point; [ <
Result units -
= Calibration NPP value: [ =
Automatic dilution NPP: ‘ 30.5 :,JJ s
Pre-diluted calibrators ==
Parallelism
Rerun - Rules
0
Mo OKOHYaHUK HaAXKMUTE Ha ANCKeTy , YyTObBI COXPaHUTDb .

MNocne HacTpoKK TecTa He06X0AMMO NPOBEPUTb, aKTUBUPOBaAH N OH. Ecin TecT akTUBMpPOBaH
(BKkntoueH), To B meHto SETUP - TEST LIST HanpoTUB Hero CTOUT raiouka B nocniefHeli KONOHKe.

B iR
Instrument  Actions  Analysis QC Calibration NPP  Setup Systemn  Help

El . - o
‘ J) £ )2 = \‘E' ﬂ | T gl
Rl Code Name ‘ bL‘ | LIS Acq. Time No. Reps. Unit Normal Range ;’ l i
| |Riva Riva antiXa O 252 80 1 ngjmL -999999,9 999999,9 O v
| |QFALow Q.F.A. Thrombin Low 2 2061 120 1 mgfdL -999999 999999 v ]
 |oFa Q.F.A, Thrombin v 2001 120 1 mgjdL -999999 999999 v vl
APTT TS |APTT TS 4 1310 100 1s 9,4 12,5 CI I |
. |PTR PT-Fib Recombinant v 151 100 1s -999999,9 999999,9 v |
PT HS+ PT HS Plus vl 91 100 1ls -999999.9 999999.9 vl vl

Ecnm TecT He aKTUBMPOBaH (HeT rasiouKku B HOCHEAHEﬁ KOHOHKE), ero HEOGXOAMMO dKTUBMPOBATb

(BKNIOUUTDL).

[na 3Toro WwenkHUTe No cepoMy Nosto CeBa OT Ha3BaHMA TecTa, YTobbl Ha cepom Mose caeBa OT Ha3BaHMUA
TecTa NoABMAACh KPacHas rasioyka, M 0AMH Pas HaXXMUTE Ha KHOMKY "BKAOUUTL / BbIKAOUYUTD

~ n ‘a]
Bbl6pPaHHbIN TecT

Mocne HacTpoiiku Tecta B meHio TEST LIST Bam Hy)XXHO TaKyKe caenatb caeayiouiee:
1. BKAOUMTb TECT B OKHO 3aKa3a TecToB A4/ nNpob.

2. BKNIOUUTb TECT B OKHO NMPOCMOTpa pe3ynbTaToB.

3. BKNIOUMTb peaKTUBbl ANA OaHHOrO TecTa B OKHO UAeHTUPUKALUM PeaKTUBOB.

1. Yto6bI BKNIOUMTb TECT B 3KPaH 3aKa3a TecTos ana npob, sbibepute meHio SETUP >  DISPLAY

TEST PROGRAMMING WINDOW.
OTKpoeTca OKHO NPOrpaMmMMpPOBaHNA OKHa 3aKa3a TecToB.

10



Program Tests and Profiles Placement Window 3

. : A Available tests: B Available profiles: €
Test lPro_ﬁIgs I Factors I Protein C chrom | APTTMix - EEDiier

APTTMix(E) LAC
APTT-SP Protein C

PT-RP APTT-SP Fib-C ATT-3RE) Routin

AT LIQ 18 LAC-5

LAC-C DD SCT-S
Fib-RP{E)
FII-HS+

SCT-C APTTMix DDHS FII-HS+(E)
FII-HS+({P)
FII-RP

Add Tab Remove Tab l Cancel |

CneBa Bbl yBuamMTe Balle OKHO 3aKa3a TecToB (pamKka A), cnpasa — A,Be KOJNOHKM:
Available tests - cnncoK TecToB, KOTOpPblE HACTPOEHbI U aKTUBHbI B MeHto SETUP - TEST LIST (B),

Available profiles — cnucok npoduneit Tectos, KoTopble co3aaHbl B meHto SETUP > TEST PROFILES LIST
(C) (*npogpuns mecmos — smo epynna mecmos, Komopbie 3anyCKarmMCcs HaXamuem Ha 00HY KHOIMKY).

B 3TOM OKHe Bbl MmoKeTe A06aBAATb HOBbIE BK/IaAKU B OKHO 3aKa3a TeCTOB (/1/11 3TOr0 HaXKmMuTe Ha
KHonKy “Add Tab”) unu yaanatb cylwecTsytowme BKAagKM U3 OKHA 3aKa3a TeCTOB (415 3TOro HaXKmuUTe Ha
KHOMKY “Remove Tab”). Ya06HO rpynnmMpoBaTh TECTbl Ha TEMaTUYECKUX BKAaAKax. Hanpumep, MOXHO
€034aTb BKNaAKy «Routine (PyTuHa)» 1 BKAtoUMTb B Hee TecTbl APTT TS (ANTB), n apyrue.

Y106b1 4O06ABUTL TECT BO BK/aAKY OKHa 3aKasa TecToB, NPOCTO OTKPOWTe 3Ty BKAaAKY (Man co3aaliTe,
€CJIM TaKOW BKNaZKM elle HeT) U NepeTaLimuTe B Hee TecT U3 KOJIOHKKU AO0CTYNHbIX TECTOB Ha Ntobyto
cB06OAHYIO KHOMKY. AHAaNOMMYHO MOXHO 406aBUTb BO BKAaAKY Npodu/b TECTOB.

[na Toro, 4Tobbl yAANUTb TECT U3 KaKON-NMBO0 BKNAZAKM OKHa 3aKa3a TeCToB, OTKPOWTE 3Ty BKAAAKY U
neperaLuTe N3 Hee TEeCT B KOJIOHKY AOCTYMNHbIX TECTOB. AHANOMMUYHO MOXHO YaanuTb Npoduib TeCTos.

Boiigute 8 SETUP > DISPLAY > TEST PROGRAMMING WINDOW
BbibepuTte Bknaaky ROUTINE (Kak npumep uam nobyto apyryio) n nobasbte Tect APTT TS Ha 3Ty BKAaAKY.

Program Tests and Profiles Placement Window ) l]

Available tests: Available profiles:

ous | THROMBOPHILIA | anTicoacu | *]

PT-RP APTTTS 75

Fib-C AT LIQ PLG

Add Tab Remove Tab

APCR Y- z
APCR Y+

APTTMIX
APTTMIX(E)
APTT-SP

APTT-SP(E)

APTT-S5

APTT-SS(E)
ARIXTRA

AT LIQ

DDHS

DDHS(D)

Fib-C

Fib-C H

Fib-C L

Fib-RP

Fib-RP{E)

FII-RP v

-

o]

LA SCREEN
PROST COAG
RAZV COAG

Cancel
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2. Y106bI BKNIOUMTb TECT B OKHO NPOCMOTPa pe3ynbTaTtos, Bbibepute meHio SETUP &  DISPLAY
- SAMPLE LIST SETTINGS > VIEW
OTKpoeTcA OKHO NPOrpPamMMMPOBAHNA OKHA NMPOCMOTPa pPe3y/1bTaToB
sample List Display Settings i

Configuration name: | THROMBOPHILIA

Available test unit columns:

s
Ratio >

CBepxy Bbl yBUAMUTE pasHble BKAAAKM OKHA NPOCMOTpPA pe3ynbTtaTtos (A). MNpu Bbibope Kakolh-nmbo
BK/NaZlKN oTobparkaeTtcs ee HasBaHue (B), a B cnucke "Scrollable columns” (C) — TecTbl, pe3ynbTathl
KOTOPbIX Bbl BUAMTE B OKHE NPOCMOTpPa pPe3y/1bTaToB, eC/iv BbibMpaeTe AaHHYIO BKAAOKY:

il v

o View...,
ROUTINE

v URGENT
LUPUS
APC RESISTANCE
FACTORS
SPECIALTY
Setting 7
Setting 8

12



YT106bI £,06aBUTb TECT B KaKYyI0-TM60 BKNAAKYy OKHA NPOCMOTpPa pe3yabTaToB, NPOCTO BbibepuTe 3Ty
BKNaAKY (MK, ecnv Takol BKNaZKM elle HeT, Bbibepute HeMCnoib3yemyto BKAaaKy U BBeaUTe ANn Hee
Ha3BaHue), nepeianTe B cnmcok "Scrollable columns", BbIGepuTe HYXKHbIN TECT B IEBOM YaCTW 3KpaHa B
cron6bue "Available columns" 1 HaxkmuTe Ha KHonKy ">". TecT NOABUTCA B NPaBOI YacTW 3KpaHa B cTonbLe
"Selected columns". Haxxmute "OK".

Boigute B SETUP > DISPLAY > SAMPLE LIST SETTINGS > VIEW
BbibepuTe Bknaaxy ROUTINE (Kak npumep unu nobyio apyryto) u nobasbte Tect APTT TS B cnucok

oTobpaxKaembix TECTOB.

Sample List Display Settings _’S_I

Setting 1 SettlnngSettth lSetthg4 ISettk\gS ISe&hg6 |Setthg7 ISeltth I

Configuration name: §§ | ROUTINE -

i |

Available columns: Selected columns:
RLRE
APCR Y+ i APTT TS
APTTMIX
APTT-55 Fib-C
ARIXTRA Fib-CH
Fib-RP Fib-CL
FII-RP AT LIQ
FIX-5P — > PLG
FIX-55 _— DOHS
Free PS Pl
FYIII-SP <
FYIII-55
FYII-RP
FY-RP
FXIII Ag
FXIIH
FXII-5P ~|
Available test unit columns: Selected test unit columns:
5
TR >
< |

3. YTo6bl BKNIOUMTb PEAKTUBDI A1 AAHHOrO TeCTa B OKHO MAEHTUUKALMKN PEaKTUBOB, BbiGepHTe MEHH0
SETUP - DISPLAY > MATERIAL PROGRAMMING WINDOW

OTKpOETCA OKHO NPOrPamMMUPOBAHMA OKHA UAEHTUGUKALLMU PEAKTUBOB.
- am aterins placement windom x

i 7H S Available materials:
SAMOE CHASTOE [GENERAL | Routve | Rou ] *] Anti PS MAb Latex

-~
APC APCJCaCl2 =
APC APTT J
APC CaClz

APC Control Level 1

APC Control Level 2

APC F¥ Reagent

ProClot Working APTT-SP

Dil APTT-SP CaClz

APTT-SS

APTT-SS CaCl2

AT Lig FXa

AT Liq Substrate

C4BP Latex

CA REAGENT

CleanB

Clean B Diluted

D-Dimer High Control ~|

o L [ ok | coel |

13

LA NEG DILUENT LAC Screen LAC Confirm




Cnesa Bbl yBugute Bawe okHO ngeHTuduKaumm peaktmsos (A), cnpaBa — KosioHKy "Available materials" co
CMUCKOM BCEX AOCTYMHbIX PEaKTUBOB.

B 3TOM OKHe Bbl MorKeTe £,06aBNATb HOBble BKIAAKU B OKHO MAEHTUDUKALMU PeaKTUBOB (415 3TOro
Ha)kmuTe Ha KHonKy “Add Tab”) nnun yganatb cylwecTsyolme BKNAAKN U3 OKHA UAEeHTUDMKaLUK
pPeaKkTMBOB (418 3TOro HaXkmuTe Ha KHoMKy “Remove Tab”). Y0o6HO rpynnupoBaTth peakTuBbl Ha
TeMaTUYECKUX BKNaZKax. Hanpumep, MOXKHO co3aaTb BKAAAKY «HacToe» U BKIOUUTb B HEE BCE PEAKTUBDI,
Y KOTOpPbIX HET WTPUX-KOA40B OJ/1 aBTOMATUYECKON MAEHTUPUKALMM U KOTOPbIE, TaKMM 0bpasom, Bam
npuUxoanTCA BCeraa naeHTMPULMpPoBaTb BPYYHYIO.

Y106b1 L,06aBUTH PEAKTMB B KaKyHO-TMHO BKNAAKY OKHA NAEHTUPUKALUMM PEAKTUBOB, MPOCTO OTKPOMTE 3Ty
BK/IagKy (MU co3ganTe BKAALKY, €CIM TaKOM BKNAAKU €LLe HET) 1 nepeTallmTe B Hee peakTUB 13 KOJIOHKU
AOCTYMHbIX PEAKTUBOB Ha CBOBOAHYIO KHOMKY.

Y106bl yAANUTb PEaKTUB U3 KaKoN-1nbo BKNAAKM OKHA NAEHTUPUKALMM PEAKTUBOB, OTKPOMTE 3Ty BKNALKY
W NepeTaLLmnTe U3 Hee PeakTUB B KOJIOHKY AOCTYMHbIX peakTUBOB.

Boitgute B SETUP - DISPLAY > MATERIAL PROGRAMMING WINDOW
BbibepuTe Bknagky ROUTINE (Kak npumep unu nobyto apyryto) n nobasbTe BCce peaKTUBbI ANs TecTa

APTT TS Ha a1y BKnaaky: APTT TS (peareHt A4YTB) CACL2 TS (CaCl2).

Program Materials Placement Window x|
Available materials:

savoe crastoe | cererar . [rovrme - Jrouels]  Avalablematen _

woe usroe | s [rourne ] e L |

APC APCJCaCl2
APC APTT

) APC CaCl2
APTTTS CACL2TS PT RecombiPlasTin APC Control Level 1

APC Control Level 2

APC FV Reagent
Substr okinase APTT-SP

ALEG Sta AligEde AT APTT-SP CaCl2

APTT-5S

APTT-SS CaCl2

Thrombin PLG Substrate Fib-C AT Liq FXa

AT Liq Substrate

C4BP Latex

CA REAGENT

D-Dimer HS Buffer | D-Dimer HS Cal | D-Dimer HS Latex Clean B

Clean B Diluted

D-Dimer High Control v |

Add Tab Remove Tab | oK I Cancel

(> |

MocTraBbTe Ha 60PT BCce peaKTUBbI U KaIMBPOBOUHYIO NAA3My.
BbINOAHUTE KOHTPOJIb KauecTBa. ECn KOHTPO/Ib KauecTBa NpoiAaeH, TeCTUpYnTe Naa3smMbl NALUEHTOB.
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«MYNbTUTEX-PUBPUHOTEH»
ONA onpegeneHua KoHueHTpauun ¢ubpuHoreHa (kat. Ne 712)

0na nposedeHua Kanubposku Heobxooum Habop PUBPUHOIEH-KA/IMBPATOP (kam. Ne 714)

npoussoacTea 000 dupmbl «TexHoNorna-CraHZapT»
ONA aBTOMATMUYECKOro KoarysomeTpa
«ACLTOP»

MYNbTUTEX-®PUBPUHOTEH

Habop npegHasHayeH 414 KOANYECTBEHHOTO ONpeaeneHuns cogepaHna pubpuHoreHa B Naasme KpoBu
Ha aBTOMATMYECKUX KoaryaomeTtpax, 6e3 npeaBapuUTeibHOro pas3BeaeHUs uccaesyemon naasmol.

XapaKkTepuctmka Habopa

MpUHLMN MeToAa 3aK/t04aeTcs B OnpeaeneHnn BpeMeHN CBEPTbIBAHWUS LMTPATHOM Nia3mMbl M36bITKOM
TpomburHa (MognduumpoBaHHbI meTog, Clauss). Bpema cBepTbiBaHUA NPY 3TOM NPOMNOPLMOHaIbHO
KOHUEHTpaUnn pubpuHoreHa, KOTopyto onpeaensitoT No KannbpoBoyHoOMY rpaduky.

CoctaB Habopa:

1. TpoMbuH (nModurnbHO BbicyweHHbIN peareHT, 500 ea. NIH) - 2 ¢n.

2. PactBoputenb gns TpombuHa, 10,5 mn - 2 on.

AHaNUTUYECKNE XapaKTePUCTMKN Habopa:

JNInHeltHocTb onpeaenexna ot 0,9 ao 10,0 r/A.

KoaddnumneHT Bapnaummn pesynbTaToB onpeaeneHns KoHueHTpaumum pubpurHoreHa He npesblwaet 10 %.

Jonyctnmbin pa3bpoc pesy/ibTaToB onpeaesieHns KoHUeHTpauum dubpmnHoreHa B ogHoM npobe naasmobi
pa3HbIMK Habopamu ogHoMN cepum He npesbiwaeT 10 %.

CopepskaHue renapuHa B nnasme g0 1,0 Ea/mn He BAnseT Ha pe3y/ibTaTtbl onpeaesieHuns.

OUBPUHOTEH-KAJIUBPATOP

Habop npegHasHayeH Ans nNosiydeHMsa KaanbpoBOUHbIX 3HAYEHWNI BPEMEHW CBEPTbIBAHUA MpPK
onpeaeneHnn KoHLeHTpaumMm pubpuHoreHa B nnasme Kposu mogmduumposaHHbim metogom Clauss 6e3
npeaBapuTe/IbHOrO Pas3BeaeHmsa UCCeayeMol NaasMbl HA aBTOMATUYECKUX KoarysomeTpax. PubpuHoreH-
KanmbpaTtop He NpegHasHayeH Ans KaMbpoBKMU ApyrMx METOLOB onpeaeneHns KoOHUEHTpauum ¢pubpuHoreHa,
B TOM ymncne Habopa «Tex-OubpuHoreH-TecT».

XapaKtepucTuka Habopa

MprHLMN MeToAa 3aKNH0YaAETCA B oNpeaeneHn BpEMEHM CBEPTbIBAHUA LLUTPATHOM NAa3mbl N36bITKOM
TpombuHa (MoandunumpoBaHHbiit meTtog Clauss). Bpemsa cBepTbiBaHMA NpY 3TOM NPOMNOPLMOHAABHO
KOHUEHTpaummn pubpurHoreHa, KOTOpyto onpeaensatoT No KaanbpoBoYHoOMY rpaduKy.

CocTaB Habopa:

1. Kannbpatop Nol (nModunbHO BbiCyLEHHbIR), - 1 ¢a.

2. Kannbpatop Ne2 (nModunbHO BbiCyLEHHbIR), - 1 ¢a.

3. Kannbpatop Ne3 (nmodpunbHO BbiCyLWEHHbIN), - 1 .

4. KannbpaTop No4 (nmodunbHO BbicyLleHHbIN), - 1 da.

5. Kannbpatop No5 (1ModpurnbHO BbiCyWEHHbIN), - 1 .

KoHueHTpauma pubpurHoreHa 4na Kaxaoro Kananmbpatopa ykasaHa B MNacnopte K Habopy.

AHanUTUYECKMe XapaKTepUCTUKM Habopa:

JNlnHenHocTtb onpeaenexms: 0,9-10,0 r/n.

KoadppuumneHT Bapmaumm pesyibTaToB onpenesieHns KOHUEHTpaumMmM GpubpuHoreHa npu Mcnonb30BaHnm
Habopa KannbpaTopos He npesbiwaeT 10 %.

Jonyctumblii pa3bpoc pesyibTaToB onpeaeneHnsa KoHUeHTpauum ¢pubpmuHoreHa B ogHoM npobe naasmbl
Habopamu KannbpaTopoB oAHOWM cepun He npesbiwaeT 10 %

1. MpurotoBneHue peareHToOB ANA aHaAU3a

NHdopmauumio cocTaBy Habopa, MO NPUTOTOB/IEHUIO PEATrEHTOB U YCIOBUAM UX XPaHEHUA CMOTpUTE B
MHCTPYKLUWK, NpUAaraemoii K Habopy.




2. YcTaHOBKa maTepuanos (peareHTosB)

BHeceHMWe B CMMCOK MaTepranos aHannsatopa (Material List) HOBbIX peareHTOB.
B cTpouke MeHIo Bblibpaem onumio Setup\YcTaHoBKa

Instrument Actions Analysis QC Calibration NPP [EERD] System Help

B Bbinagatoliem cnucke Bbibupaem onuuio Material List\Cnncok matepunanos.

#L ACL TOP Family - ¥Yersion 4.4.0 - [Calibration Status List]

Instrument  Actions Analysis QC Calibration NPP |Setup Systern Help

? 22 d Wial LLists
3 e o =8 Material List
Test List
Test Code’ Calibrat Job Stat u , Last ¥
est Lode alibrator [1] atus n QC L|St as

MoaABMTCA CNUCOK MaTepurasnos (PeakTMBOB).

4L ACL TOP Family - ¥ersion 4.4.0 - [Material List]

Instrument  Actions  Analysis ©OC Calibration NPP Setup Systern Help

- o R ] o e 1
3) e JJ = B s ij COARE < ‘ ™
44 Name ¢ | Type | B | 4 | 43 ‘ 4L ‘ Lot ID | Exp. date |
APTT-5P Intermediate reagent O [l NO917362 09/2013
APTT-SP Caclz Skart raagent vl vl O W WO91737S 092014
AT Lig Fra Intermediate reagent O v O v
AT Liq Subskrate Start reagent v v O v
Clean B Clean (| v v v
Clean B Diluted Clean O vl vl v
C-Dimer High Control Cuality Conkrol O v O ¥  EB11789 O2fe014
D-Dimer HS Buffer Intermediate reagent O w] v W Bli7a0 04/2013
D-Dimer HS Cal Calibrator /PP O | ¥ | ¥ | M Bll7sn 04/2013
D-Dimer HS Latex Start reagent [w] [w] vl W Bl17a0 04/2013
C-Dimer Low Control Quality Conkrol O v O W EB117E9 02/2014
Factor Diluent Sample Diluent O [w] v v
Fib-C Start reagent v v O vl
Fib-C abn Cortral Quality Contral O [w] O v
F2I1I Buffer Inkermediake reagent O v O v
FAIII Diluent Sample Diluent O [w] O =]
F2III Latex Start reagent v v O v
HemosIL Cal Plasma Calibrator/MPP O [w] = W ENB16325 06/2014
High &bn C Unassayved Cuality Conkrol O v O v
High &bn . Assaved Quality Contral O [w] O W MOB16330 06/2014
Lowe Abn C, Assayed Cuality Conkrol O v O W M1l1s082 11)2014
Lowy Abn . Unassaved Quality Control O [w] O =
Lowy Fib Contral Cuality Conkrol O vl O I~
Mormal . Assayved | Qualicy Contral O vl O W mit1309z 112014
Mormal C, Unassayed Cuality Conkrol O v O v
[ SN By Y RN ) PRl et a a a a R4S Ao PR T

3atem Ha naHenu onepaumii BbibMpaem 3Havyok Add a New Material\lo6asuntb HOBbIN MaTepuan

: q,-/‘:,)j'f PO A
29 —|7 @ .

3 W

Bo BKknaake Material Definition\OnucaHne matepuana 3anonHsem auct General Information\O61wuasn
UHbopMaumsa. Huske nokasaHbl NpUMepbl BHeCEHMA MHbOPMaLMKM ANs peareHTa TPOMBUH npu
onpeaeneHnn KoHueHTpaunmn dnbprHoreHa n KaanbpaTopos.



BHUMAHMUE: BCE BHOCUMbIE AAHHbIE U1 NX USMEHEHUA HEOBXOAUMO COXPAHATb HAXATUEM

NMUKTOTPAMMDI a HA NMAHE/IN ONEPAL U BO U3BEXXAHUE YTEPU UHOOPMALUMN.

General Information IStir, Rinse & Clean Information | Lot Specific Information
Material index: 501 Category: I Reagents ZI
Material name: IFIB.C MTS Material type: [ Start Reagent j
Manufacturer: I TS Bottle type: |me ﬂ e
[~ Yolume tracking —On-board stability
; B | v le on-b ilicy tracki
[V Enable volume threshold: 04 =yl [V Enable on-board stability tracking
On-board stability: l 48 :jl IHn:xuv:‘- j
[V Enable warning threshold: l 1 ::j IHours ﬂ
[V Enable expiration tracking IV Test not feasible when stability is expired
IV Enable warning threshold: 30 i‘l Days
~ Location information
Track Identifier Rack Identifier Rack Pos.Identifier Lot ID 2 B

LLM(I)pOBOE ob03HayeHMe BHOBb BBOAUMDBIX peareHToB NpncBanBaeTCcA aBTOMaTn4eCku, none Homep

maTepuana\ Material Index He 3anoniHAem.

PeakTtus TpombuH (ana KannbposoyHas
MynbTuTex- nnasma
dubpuHoreHa)

Ha3BaHue B FIB-CM TS CALIB FIB 1 TS, CALIB

aHanusatope \ FIB2 TS, CALIBFIB 3

Material Name TS, CALIBFIB4 TS,
CALIBFIB5TS

Mpounssogutens \ TS TS

Manufacturer

«MepTBbIt» 06bem \ 0,4 0,4

Volume threshold

KaTeropma matepuana PeareHT\Reagents Kanubpatop

\ Category (HopmanbHas
ny/IMpoBaHHasA

nnasma) \ Cal/NPP

™N maTtepuana \ CTapToBbIli peareHT\ Kanubpatop

Material Type Start Reagent (HopmanbHas
nyanMpoBaHHan

nnasma) \ Cal/NPP
™™Mn ¢pnakoHa \ Bottle 10 ml 4 ml

Type




Bongute B meHio SETUP Bl MATERIAL LIST
BHecuTe nHbopMaLMIo 0 HOMEepaXx JIOTOB M CPOKAX FoAHOCTM A/1A KaXKA0ro peakTuBa Habopa:

Bo Bknaake "Lot Specific Information (MHpopmauua o note)" nocrasbTe ranoyky B okolke "Enable lot
management (BKAouuTb ynpasieHue notamu)" 1 BBeguTE HOMEpP J10Ta U CPOK FOAHOCTU B CEKLMIO
"Active lot (AKTUBHDIN noT)", B nona "Lot ID (MaeHTuduKauua nota)" u "Expiration date (Cpok

rogHocTtun)". Homep noTta 1 cpoKk rogHoOCTM BBOAATCA C KOPOOKM C Habopom.

#L ACL TOP Family - Yersion 4.4.0 - [IL Material Definition - Start reagent PT RecombiPlasTin] = Iﬁ’ |5|

Instrument  Actions  Analysis QC Calibration NPP  Setup  Systern Help
P A Q5[ I « 4 BI B3 BS

General Information I Stir, Rinse & Clean Information lLol: Specific Information l l

[v Enable lot management

Enable alternate lot

Lot ID: |

Expiration date: ‘ January lJ [ 2014 i’J Expiration date: November % j
| Enable extended expiration date [ Enable extended expiration date
Expiration date: ‘rwJ-:w,-'erntn:-r v [ 2003 j Expiration date: November v 2003 j

[ 151 value [V 151 yalue
151 value: "j 151 value: —;!—‘
Lot specific comment Lot specific comment

3. YcTaHOBKa TeCcT-npoToKoNa

B cTpouke MeHIo Bbibupaem onumio Setup\YcraHoBKa
Instrument Actions Analysis QC Calibration NPP System Help

B Bbinagatolem cnucke sbibupaem onumio Test List\Cnuncok Tectos.

Imstrument  Actions  Analvsis OC  Calibraton MNPP | Setlp Svstemn Help

= — ial LLists

.l) .'I - .'/ {-‘ 1 -

3 %J V (” ' Eﬁi \;‘ & Material List
; 758 e | v . B Tect List
44 | Sample ID Date & Time | &2 Ml \

JC List
- Test Profiles List o |d
01 zaoezoiiowztés | ) |7 M ac QC Profiles List 77

MoABUTCA CMNCOK TeCTOoB.



* Code i MName @ LIS Acq. Time Mo. Reps. Unit Normal Range ;’ Al

APCR. 1 aperl basale na ¥ O 461 240 15

APCR 2 apcr attivako no ¥ = 463 240 s

APCR Y APCR ¥ withaut APC 226 250 15 O

APCR Y+ BPCR Y with APC 225 250 15 0

APTT BPTT Synthasi 9z 120 1 Ratio 0.80 1.25

APTT* APTT SPECIAL O 412 500 1 Ratio 0.80 1.25

APTT-SF BPTT SynthaFax O 418 120 1s -999999,9 999999.9 0

APTT-SP BFTT Syn Phospholip 84 120 1s -999999,9 999999.9 O

a7 antithrambin Liquid 2071 20 1 % 60 130 [

AT 1:2 AT 1:2 {14+81) O 285 20 1% 60 130 =]

:m_ antithrombin 199 20 1 % 70 130 [l ]

oD D-Dimer 250 300 1 mgjfL 0.00 0.25 [
Bbibupaem tect FIB-C, oTmeyaem «rano4ykom» none cnesa ot Hero.
Instrument Actions Analysis OQC Calibration NPP  Setup Systern Help

J =~ o

(2] 2 -2 @ 72 -
Ral Code ¥ ‘ Name | @ | LIS Acq. Time ‘ No. Reps. Unit Normal Range l x’ |
 |Riva Riva antiXa O 252 80 1 ngfmL -999999,9 999999,9 (] v
| |QFALow Q.F.A. Thrombin Low 2061 120 1 mgfdL -999999 999999 )
|GFA Q.F.A. Thrombin ] 2001 120 1 magjdL -999999 999999 v v
W [FoC_ | Fibrinogen Clauss 2 1310 100 1s 9,4 12,5 2 2]
___|FTR PT-Fib Recombinant 151 100 1s -999999,9 999999,9 4] [

PT H5+ PT HS Plus v 91 100 1s -999999.9 999999.9 v 2l

1‘9 — \' a Y -

Noasnaetca cnepyroulee MeHo ANA 3aN0JIHEHUA TeCcT-NPOTOKOoa.

A

Instrument Actions Analysis QC Calibration NPP Setup  System  Help

2 ¥ Q@

5 Test Definition - FIB-C
B Analytical cycle definition
Sample pre-dilution
Alternative pre-dilution
5] DR Parameters
=] Primary wavelength
Wavelength definition
Raw data checks
MNormalized data checks
Primary algorithm
Secondary algorithm
Result units
5] Calibration
Automatic dilution
Pre-diluted calibrators
Parallelism
Mormal Pool Plasma

Rerun - Rules

< [ >

=General information

Test code: | FIB-C Test name: ’ Fibrinogen Clauss

LIS number: | 1310 Test number: 13 [V 1L test

[~ For investigation oy

- As5ay

Assay release number:

Test modification number:

User revision comment: |

1L revision comment: ’

Parent test:

[ Enable as paireditest

Master paired test:

[ Enable paired test dependency.

B aTOM OKHe c/neBa B AepeBe NPOBOAHMKA MOXKHO BbI6MpaTb pPa3/inyHblie BKNagKun (ABOﬁHbIM wen4ykom

mbiwn). CnpaBa oTobpaykaeTcs BbIOPaHHAA BKAAZAKa C Pas/IMYHBIMK NapameTpamn. BHU3y pacnonorkeHa
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cTpoka “Consistency check (MpoBepKa HacTpoek)”. B aTol cTpoKe BbiBOAATCA coobLeHma 06 owmbKax 1

NPOTUBOPEUMAX B NAapaMeTpax TecTa, a TakKe 06 OTCYTCTBUM HEOBXOAMMbIX AaHHbIX (Hanpumep, 06
OTCYTCTBMM 3HAYEHUA KannbpaTopa).

InsTrument  Actions  Analysis QU Calibration  INPP- Setup  System  Help

J B 3 =
3) ; ‘ (J‘ "‘ s S
& Test Definition - PT-RP [~ Acquisition - wavelength—————— [~ Acquisition - time
General information . . et |
rimary wavelength: 4 -andard time: 100 =
= Analytical cycle definition i = e} | 5=
Sample pre-dilution Delay time: | 5 j 4
Alternative pre-dilution
by DR Poramotors ¥ Enable extended best mode
= Primary wavelength
Wavelength definition Extended time: 320 j s
Raw data checks 1% PTRRE)
Normalized data checks LIS number: l Test code:
Primary algorithm
Secondary algorithm [Load cyce »
R . - 4 1 [
esult units Number of replicates: j =}
=) Calibration
Automatic diltion 4 Material Name I‘ Type Load Yolume | Incubation Range
Sample 50 55,000 - 360,000
-dil I IS ) J
Freccliesd clbrafors PT RecombiPlasTin 2G Start Reagent 100
Parallelism
Normal Pool Plasma
Rerun - Rules |
Total cuvette volume: 150 ul
4 | »]
I Consistency Check. (Double click to go to the inconsistency).l

Ecnin B cTpoOKe HET coObLEHUIA, 3HAYUT, TECT HACTPOEH NPABUJIbHO, U BCE HEOOX0AMMbIe AaHHble
BBeAeHbl.Ecin B cTpoKe ecTb cooblueHns 06 owmnbKax n/mam 06 oTcyTCTBMM HEOBX0AMMOWM HPOPMaLMN,
TECT BbINONHATLCA He byaeT. OWMOKN HYXKHO YCTPaHUTb, He4OoCTatoLLy MHPOopPMaLMi0 HeobXoaMMO
BBecTW. CneBa B AepeBe NPOBOAHMKA BKNAKa, B KOTOPYIO HYXKHO BHECTU HeA0CTaloLWyo MHPOPMaLLMIO
(nnm ncnpasuTb owKBKY) ByaeT oTMeueHa KpacHbIM WPUGTOM U 6ObLINMM KPaCHbIM KPecTom.

Heobxogumo Beectu Kog Tecta FIB-C M TS B cooTBeTcTBYtOLLEE NOJIE, 3aTeM Ha3BaHue Tecta MULTITECH
FIBRINOGEN TS (pacluMpeHHbIii BapuaHT Koga) u Kog Tecta 4011.



Instrument Actions  Analysis QC

Calibration NPP Setup System Help

21 ¥ § @

5 Test Definition - FIB-C
B Analytical cycle definition
Sample pre-dilution
Alternative pre-dilution
5] DR Parameters
=} Primary wavelength
Wavelength definition
Raw data checks
MNormalized data checks
Primary algorithm
Secondary algorithm
Result units
5] Calibration
: Automatic dilution
Pre-diluted calibrators
Parallelism
Mormal Pool Plasma

Rerun - Rules

< | >

Mepexoanm K Bknaake Analytical cycle definition. Haxkumaem Ha HaumeHOBaHME U3MEHAEMOrO peareHTa.

Instrument  AcCtions  Analysis QU Lalibration

= General information

ITest code: l FIB-C

Testname: | Fibrinogen Clauss

|

LIS number: | 1310 Test number: 13 [V 1L test
= Assay
Assay release number: ’ 7.4

Test modification number:

User revision comment: l

1L revision comment: l

[} Enable as shadow test

Parent test:

-

[ Enable as paired test

Master paired test:

[ Enable paired test dependency.

[ =

I For investination oy

NEF Setup  System  Help

2| Y Ao+ P —

3 Test Definition - FIB-C
General information
o
Sample pre-dilution
Alternative pre-dilution

[~ Acquisition - wavelength

Primary wavelength:

Acquisition - time

Standard time:

100 ji s

Delay time: 5 j s

=) DR Parameters

=] Primary wavelength

[V Enable extended test mode

‘Wavelength definition
Raw data checks
Normalized data checks
Primary algorithm

Extended time:

LIS number: 132

Test code: [ PT-RP(E)

Secondary algorithm
Result units
=) Calibration

[~Load cycle

Mumber of replicates:

Automatic dilution
Pre-diluted calibrators
Parallelism
Normal Pool Plasma
Rerun - Rules

Type Load Yolume

Incubation Range

Start Reagent 100

S0 55,000 - 360,000

Total cuvette volume:

150 ul

< | >

|| Consistency Check. (Double click to go to the inconsistency).

MNoasnaetca ancr Bbl60pa peareHTa n ero XapakKTepuctuk. BHOCKMM M3MeHeHMA B Ha3BaHUe peareHTa (I/I3

BbINaAatoLLero CNncka) 1 Bpems MHKybauumn (ecnm HeobxoaMMOo) No HUXKE PACMOIOXKEHHbIM CXeMaM.
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Material/Sample Load Cycle Definition N _XJ

i Rinse & clean information
| sample = [5' Rinse " Clean &rinse
Aspiration information = Time: | 1 j s Clean & rinse cycles: 1 =i
Head volume: 0 =i L . Clean material:
[~ Enable agitation: I 1= System clean ;I
Airgap: 15 j uL —
Aspiration cycles: I 1 __IJ
Head volume airgap: I 0" pL =
Clean airgap: 15 UL
I Material{Sample volume: —' L i
Clean volume: 130 ;luL
_— % =l :
TIS0-pert Skaon: 2 = b Clean transport airgap: 0 juL
Total volume: I 95 L Clean total volume: 145 L
~Dispensation information Hold time: 0 j
I~ Enhanced dispense -
MOREEESPET Enable aagitation: 1 j
I™  Enatle mix
Clean volume (all cycles): 130 L
Mix: 50 = Yo Frequency:
Rl s st e 1 j . |E<etween changes in material only LI
Number of cycles: I 1 j Rinse bime: L = e
I~ Enable agitation; I 1 -_lJ
¥ Enable incubation time
Incubation range:
I 60.000 '_"ll > 60.000 j s I~ Lock clean &rinse

OK Cancel I

Material/Sample Load Cycle Definition x|

. Rinse & clean information
l FIB-CMTS 3 I"G Rinse " Clean &rinse

~ Aspiration information Titie: I 1 j s Clean & rinse cycles: I 1 j
Head volume: 0 j uL i Clean material:
[~ Enable agitation: I 1 - System clean v
o 5 5 — ! -
Airgap: = ML

Aspiration cycles: I 1 :‘J
Head volume airgap: I 0 L

- Clean airgap: ;JuL
Material/Sample volume: =1 %
I bl 100 _i=gfet Clean volume: 120 juL
o A 3 _'J &
iEn=RoHE Se0s & =l e Clean transport airgap: 0 -__lJuL
Total volume: 95 L Clean total volume: 145 L
 Dispensation information Hold time: 0 -_IJ
I~ Enhanced dispense = |
[~ Enable agitation: I e
I~ Enatile mix —

Clean volume {all cycles): l 130 oL
s - = i Frequency:

Rinse time after mix: 1 j 5 IEetween changes in material only LI
= i e 1 = |
Mumber of cycles: I 1 j Rinse time: =

" Enable agitation; I 1 _;I_[

|¥  Enable incubation time

Incubation range:

20,000 = - 150.000 = [T Lock clean &tinse
| _'.l I R _'_I S

OK I Cancel I




He 3abbiBaem nocne KaX40ro 3Tana COXpaHATb U3MeHeHNA Ha*XaTnem 3Ha4yKa 3

MNepexoanm Ha BKNagKy Result units:

I\ acL ToP Family - Demo - 4.3.0 - [IL Test Definition - Fibrinogen Clauss - Result units]
Instrument Actions Analysis QC Calibration NPP  Setup System Help

2 ¥ W@+ P — w3 B obd b3

| & Test Definition - FIB-CMTS | | Result nit defiton
i Generél mformatlon‘ w Eal Unit Unit Type Label &‘ dec. Normal Range Therapeutic Range Linear Range Test Range
= Analytical cycle definition Measur 15 i B
+ Sample pre-dilution | mgfd Calibrated  mafdL VM 0 200 400 80 15000 50 15000
alternative pre-dilution | alL Calibrated gL 2 2.00 4.00 0,80 15,00 0,80 15,00
=2 DR Parameters S
=2 Primary wavelength O
Wavelength definition O
Raw data checks O
Normalized data checks| S
Primary algorithm
i Patient result selection Primary unit cfg. Measured result curve display settings
Unit 1: [eaconds B ‘ Primar); unit: : Enable auto scale
| Seconds v
Automatic dilution I Uniit 2: 9."- VJ o i =" O Raw
Pre-diluted calibrators URiES " ‘ e ecerTaonce (® Normalized (Absorbance)
u mgfdL v =
Parallelism L Max difference: 10 |I=8 % g roe ; X
; r ¥, Y-Axis minirum: ¥-Axis maximumm:
Normal Pool Plasma Unit 4: v ‘ ‘ 1 =] i are

HacTpavBaem, Kak NoOKasaHO Ha pUCyHKe, umdpbl pa3bpoca HOPMAIbHOIo 3Ha4YEeHMA B CEKYHAAxX 6epem 13
nacnoprta K Habopy. IOBABbTE B eANHULbI, B KOTOPbIX BblAAETCA pe3ynbTaT, eauHuubl [r/a].

Mepexogum K onuuun npeasaputenbHoe passeaeHune obpasua / Sample Pre-Dilution Screen.

Ha Bknaake Analytical cycle definition oTkpbiBaem nuct Sample pre-dilution.

Instrument Actions Analysis QC Calibration NPP Setup System  Help
) - .
21 ¥ @ @

3
i Test Definition - FIB-C —General information

General information

Test code: | FIB-C Test name: ' Fibrinogen Clauss
= Analytical cycle definition
Sample pre-dilution LIS number: | 1310 Test number: 13 [V 1L test [ For investigation ory
Alternative pre-dilution o
i [-Assay
B DR Parameters
& Primary wavelength Assay release number: I 7.4
‘Wavelength definition
Raw data checks Test modification number: 220

Normalized data checks ”
User revision comment:

Primary algorithm

Secondary algorithm 1L revision comment: I
Result units
5] Calibration
Automatic dilution

Pre-diluted calibrators Parent test: =

Parallelism

[} Enable as shadow test

Normal Pool Plasma [ Enable as paired test

Master paired test: v

[ Enable paired test dependency.

Rerun - Rules

< | >




3aTem OTK/OYaem onumio NpeasapuTensHoe passeaeHue obpasua / Sample Pre-Dilution Screen.

I Enable sample pre-dilution I

General I Sample/Mixture
Dilution definition -
Number of parts sample: 1 e
Number of parts diluent: 2
Minimum aspiratable volume: 4 : L
Yolumes(pL)
Sample | Mixture Diluent
39 78
Enable mix
Mix volume: 50 %  Mumber of cycles: i
Rinse after mix: ol |

Mepexoaum K BKnaake Kannbposka/Calibration.

] Diluent

Bkntovaem onuutio MNpeayctaHoBneHHble Kannbpatopsbl/ Pre-diluted calibrators.

i Test Definition -
General information Gen:
[=- Analytical cycle definition
Sample pre-dilution
Alternative pre-dilution
[=}- DR Parameters
[=l-- Primary wavelength
Wavelength definition
Raw data checks
MNormalized data checks

Primary algorithm

General

[V Enable calibration

eral

| Frequency

Mumber of replicates:

ol

Calibration unit:

Calibration Mode

" automatic dilutions process

IG' Prediluted calibrators I

DR Parameters

~ Test Feasibility

™ Test not Feasible when no validated calibration

 Calibration Execution

[~ Force mode with reduced clean

Secondary algorithm

Result units
-/ Calibration
Automatic dilution
Pre-diluted calibrators
Parallelism
MNormal Pool Plasma

Rerun - Rules

[~ Enable import calibration

Imported test: I LI
Imported type: IF:aw Data L.I
Correction Factor: m:’

Imported unit: |

Bbibupaem nuct NpeaycraHosieHHble Kannbpartopsbl/ Pre-diluted calibrators.
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#\ ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - - Calibration - Pre-diluted calibrators] = Iﬂ I_X_l
Instrument  Actions  Analysis QC  Calibration NPP  Setup  Systern  Help

2| ¥ a e o d B oBE B2

é Test Definition - FIB-C Mk TS
- General information

Calibration Points

B Analytical cycle definition Point Calibrator Material ‘ Target Yalue \ Min. Replicates =~ % C¥ Max.
Sample pre-dilution e v|
Alternative pre-dilution 2
[=]-- DR Parameters = 3’*
[=]--- Primary wavelength 5
5 Wavelength definition i 6
- Raw data checks IS
Mormalized data checks g

- Primary algorithm
Secondary algorithm
- Result units
[+ Calibration
- Automatic dilution
Parallelism
- Normal Pool Plasma

»»»»»» Rerun - Rules

Consistency Check. {Double click to go to the inconsistency).

< | >

EY!

Analyzer status:  €) Ready

LIS status: Mot connected i q J B
AutoRun status: (@) Disabled t £ M A

.; y / ‘ &l ‘ ‘v q ‘

For Help, press F1 [ [ | |User ID: SysAdmin [Security Level: Administrator |10/31/2012 14:47:11
4 start| |[(y acL TOP Family - Vers... = nastroika 1.odt - Open... | BEaAEMe 99 24rem

Ha aTom nncTe 13 BbINaZatoLwWwero CN1cka Boibupaem KaimbpaTopbl, OTHOCALLMECS K HAalLeMy TecT-
npoTtokony (CALIB FIB 1 TS, CALIB FIB 2 TS, CALIB FIB 3 TS, CALIB FIB 4 TS, CALIB FIB 5 TS).

Calibration Points

Point ‘ Calibrator Material Target ¥Yalue | Min. Replicates ‘ % CY¥ Max.

3 Cal Plasma-EU
4 |D-Dimer Calibrator
5 Cal Plasma Assess
= |HemosIL Cal Plasma
6 HepCal LMW 0.8
7 |D-Dimer HS Cal
g8  |D-DimerHLCal
= HepCal UF 0.8
Unicalibrator
HCY Calibrator

BHocMM 13 nacnopTa K Habopy KannbpaTopoB MX 3HaYeHMA B KOOHKY Target Value no gaHHomy obpasuy.
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#\ ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - - Calibration - Pre-diluted calibrators] = ]ﬂ I_X_I

Instrument  Actions  Analysis QC  Calibration NPP  Setup  Systern  Help
w 4 B B3 B3

2| ¥ a o |

i Test Definition - FIB-C Mk TS s S
Calibration Paints
General information
=) Analytical cycle definition Point Calibrator Material Target Yalue Min. Replicates %o CY Max.
Sample pre-dilution 1 Csalib Fib5 TS | 7061 2 5,000
Alternative pre-dilution 2 Caib Fh 4TS 48al 2 5,000
3 | cabFb3Ts 34ql 2 5,000
Ll DRParameters 4 | csibFb2Ts 2200 2 5,000
[=]--- Primary wavelength 5 Calib Fb 1 TS 13gh 2 5,000
Wavelength definition 8
Raw data checks ;
Mormalized data checks

Primary algorithm
Secondary algorithm
- Result units
=] Calibration
- Automatic dilution
Parallelism
- Normal Pool Plasma

- Rerun - Rules

Consistency Check. {Double click to go to the inconsistency).

< | >

Analyzer status: O Ready

LIS status: Mot connected i q ¥ % / ‘ \ s
AutoRunstatus: (@) Disabled ¢ Mo, o \‘ L 5.

For Help, press F1 [ [ [ |User ID: SysAdmin [Security Level: Administrator |10/31/2012 14:47:11
sttart| || ¢t AcL TOP Family - vers... | nastroika 1.odt - OpenO.. | B iNe DS 247pm
Mo OKOHYaHUW HaXKMUTE Ha ANCKeETY , yTObbI COXPaHUTL .

Mocne HacTPoOiIiKK TecTa He06X0AMMO NPOBEPUTb, aKTUBUPOBAH NN OH. Ecn TecT akTMBUpPOBaAH
(BkntoueH), To B meHto SETUP =  TEST LIST HanpoTUB HEro CTOMT raJiouka B nocneaHel KONOoHKe.

Instrument  Actions  Analysis QC Calibration NPP  Setup Systemn  Help

] y
) » S| ‘ - D/
3 £ )2 = ‘ E - E 1 =~ ‘ Ay
4 Code ¥ ‘ Name | @ | LIS | Acq. Time ‘ No. Reps. | Unit Normal Range | 3’ | 4]
Riva Riva antixa O 252 80 1 ngfmL -999999,9 999999,9 O
QFA Low Q.F.A. Thrombin Low 2061 120 1 magfdL -999999 999999
QFA Q.F.4. Thrombin 2001 120 1 mafdL 999999 999999
IBCM TS MULTITECH FIBRINOGEN TS 1310 100 1s 9,4 12,5
PTR PT-Fib Recombinant 151 100 1s -999999,9 999999,9 L]
PT HS+ PT HS Plus vl 91 100 1ls -999999.9 999999.9 vl vl

Ecnm TecT He aKTMBMPOBaH (HeT raJlouku B NocnegHel KONOHKe), ero Heob6XxoaMMO aKTUBUPOBATb
(BKNIOUNTD).

[nA 3TOrO LWeNKHWUTE MO CepoMy MOJIKO C/1eBa OT HAa3BaHUSA TECTa, YTOObI Ha CEPOM MoJie C/IeBa OT Ha3BaHWA
Tecta NOABMIACh KPACHaA ranoyka, U OAMH Pa3 HasKMMTE Ha KHOMKY "BKAOUYUTL / BbIKNIOYUTD

~ n a
BblGpPaHHbIN TecT

Nocne HacTpoiiku Tecta B meHio TEST LIST Bam Hy}KHO TaK:Ke caenaTb cnegytoulee:
1. BKNOUMTb TECT B OKHO 3aKas3a TecToB Aaa npob.

2. BKAIOUYKTb TeCT B OKHO NPOCMOTpPa pe3ynbTaTos.
3. BKNIOUMTb peaKTUBbI ANA OaHHOrO TecTa B OKHO MaeHTUdMKaLUmM peakTUBOB.
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1. Yto6bI BKNIOUMTb TECT B 3KPaH 3aKa3a TecTos ana npob, sbibepute meHio SETUP >  DISPLAY

- TEST PROGRAMMING WINDOW.

OTKpOGTCFI OKHO nMporpaMmmmpoBaHnNA OKHa 3aKa3a TeCTOB.

Program Tests and Profiles Placement Window _

- : A Available tests: B Available profiles:
Test lProﬁles | Factors | protein c chrom | APTTMix » D-Dimor

APTTMix{E) LAC
APTT-SP Protein C
APTT-SP Routi

PT-RP APTT-SP Fib-C LERE) outin

AT LIQ 118 LAC-5

LAC-C DD SCT-S
Fib-RP{E)
FII-HS+

SCT-C APTTMix DDHS FII-HS+{E)
FII-HS+(P)
FII-RP

Add Tab Remove Tab ] | oK I Cancel I

Cnesa Bbl yBuamTe Ballle OKHO 3aKa3a TecToB (pamKa A), cnpaBa — [1Be KOJIOHKMU:
Available tests - cnncoK TecToB, KOTOpPblE HACTPOEHbI U aKTUBHbI B MeHto SETUP - TEST LIST (B),

Available profiles — cnncok npoduneit Tectos, KoTopble co3aaHbl B meHto SETUP - TEST PROFILES LIST
(C) (*npogpuns mecmos — smo 2pynna mecmos, Komopbie 3anNyCKArMCca HaXamuem Ha 00HY KHOMKY).

B 3TOM OKHe Bbl MmoKeTe A06aBAATb HOBbIE BK/IaAKU B OKHO 3aKa3a TeCTOB (/1/19 3TOr0 HaXKMuTe Ha
KHonky “Add Tab”) nnun yaanatb cyliecTBytowme BKAaLKM U3 OKHA 3aKa3a TeCTOB (415 3TOr0 HaXKMMUTe Ha
KHOMKY “Remove Tab”). Ya06HO rpynnnpoBaTth TECTbI HAa TEMATUYECKUX BKAaLKax. Hanprumep, MOXKHO
€034aTb BKNaAKy «Routine (PyTuHa)» 1 BKAoUMTb B Hee TecTbl FIB-C M TS, u apyrue.

YT06bl 4,06aBUTb TECT BO BKNAAKY OKHA 3aKa3a TECTOB, NPOCTO OTKPOWTE 3Ty BKNAAKY (MK co3gaitTe,
€C/IM TaKOW BKNAAKM eLle HeT) U nepeTaliuTe B Hee TeCT M3 KOIOHKM AOCTYMNHbIX TECTOB Ha Nobyto
cBO6OAHYIO KHOMKY. AHANOMMUYHO MOXKHO 406aBMTb BO BKAAAKY NPOPUIb TECTOB.

[na Toro, 4Tobbl Y4aNUTb TECT U3 KaKOM-TMB0 BKaAKM OKHA 3aKa3a TECTOB, OTKPOITE 3Ty BKNAAKY U
nepeTawmTe U3 HEE TeCT B KOJIOHKY AOCTYMNHbIX TECTOB. AHa/NIOMMYHO MOKHO YAaAUTb NPodUab TECTOB.

Boiigute 8 SETUP > DISPLAY > TEST PROGRAMMING WINDOW
BbibepuTe Bknaaky ROUTINE (Kak npumep unu nobyto gpyryio) u nobasbTte Tect FIB-C M TS Ha a1y

BKIAOKY.
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Program Tests and Profiles Placement Window § 3 x|
| HRoMBORHILIA | anTicoagu ¢ [ »|  Avalabletests: - Available profies:
ROUTIN m' = —~ APCR Y- LA SCREEN

APCR Y+ PROST COAG
APTTMIX RAZY COAG

APTTMIX(E)

APTT-SP(E)
APTT-S5

APTT-SS(E)
Fib-C AT LIQ PLG el
AT LIQ
DDHS
DDHS PI DDHS(D)
Fib-C
Fib-C H
Fib-C L
PROST COAG RAZY COAG Fib-RP
Fib-RP(E)

FERE B

Add Tab Remove Tab OK Cancel

2. Y106bI BKNIOUMTb TECT B OKHO NPOCMOTpa pe3ynbTaTos, Bbibepute meHio SETUP > DISPLAY
- SAMPLE LIST SETTINGS > VIEW
OTKpoeTcA OKHO NPOrPamMMMPOBAHNA OKHA MPOCMOTPA pPe3y/1bTaTos

sample List Display Settings i

ol A AT

Available columns:

APTT-5P
APTT-55
ARIXTRA

DDHS

Fib-C

Fib-CH

Fib-C L —
Fib-RP

FII-RP

FIx-5P

FIX-55

FVIIL-SP

FVIII-S5

FVIL-RP

FV-RP

FXIII Ag x|
Available test unit columns:

S
Ratio >

14



Csepxy Bbl yBugmMTe pasHble BKAAAKM OKHA NpocmMoTpa pe3dyabTtaTtos (A). Mpu Bbibope Kako-1nbo
BK/IagKM oTobparkaetcs ee HasBaHue (B), a B cnvcke "Scrollable columns” (C) — TecTbl, pe3yibTaThl
KOTOpPbIX Bbl BUAUTE B OKHE MPOCMOTPA pe3y/1bTaToB, eC/IN BblbMpaeTe AaHHYIO BKAAOKY:

dlv

= View...
ROUTINE

v URGENT
LUPUS
APC RESISTANCE
FACTORS
SPECIALTY
Setting 7
Setting 8

YT06bI A,062BUTbL TECT B KaKYI-AM60 BKNIAAKY OKHa NPOCMOTPA Pe3y/ibTaToB, NPOCTO BblibepuTe 3Ty
BK/IagKy (MK, ecnv TaKol BKNAZKM elle HeT, Bbibepute HEUCMNOIb3YeMYIO BKIAAKY U BBeAUTE s Hee
Ha3BaHue), nepeiaunTe B cnmcok "Scrollable columns", BbIBepuTe HY}KHbIN TECT B 1€BOM YaCTW 3KpaHa B
ctonbue "Available columns" 1 HaxkmuTe Ha KHonKy ">". TecT noABMTCA B NPaBOM YacTW 3KpaHa B cTonbue
"Selected columns". Haxxmute "OK".

Boitgute 8 SETUP > DISPLAY > SAMPLE LIST SETTINGS > VIEW
BbibepuTe Bknagky ROUTINE (Kak npumep unu nobyto apyryto) n gobasbte Tect PT TS B cnmcok

0T06pa)+(GEMbIX TECTOB.
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Sample List Display Settings i x|

etting 1 Settin zl. i sl w] : s|s| . 7|e|

Configuration name: § ROUTINE
Available columns: Selected columns:
=

APCR Y+ AP [ 1 -9
APTTMIX T1S
APTT-55 Fib-C
ARIXTRA Fib-CH
Fib-RP Fib-CL
FII-RP AT LIQ
FIX-5P — > PLG
FIX-55 —_— DDHS
Free PS Pl
FYIII-SP <

FYIII-5S

FYII-RP

FV-RP

FXIII Ag

FXIITH

FXII-5P ~|
Available test unit columns: Selected test unit columns:
5

TR >

<
OK Cancel

3. YT06bI BK/NIIOUUTL peaKTUBbI A/1A AAHHOIO TeCTa B OKHO MAEHTUDUKALMM PeaKTUBOB, BbibepnTe MeHIo
SETUP > DISPLAY > MATERIAL PROGRAMMING WINDOW
OTKpOeTCA OKHO NPOrPaMMMPOBAHMA OKHA NAEHTUUKALMU PEaKTUBOB.

lProgram Materials Placement Window x|

i » 7 7 S Available materials:
| samoe crastoe|cenera  [Rourme  [roLele] | PEEEEEEEEE j
APC APCfCaCl2

APC APTT
APC CaCl2

APC Control Level 1
APC Control Level 2
APC F¥Y Reagent
ProClot Working APTT-SP

Dil APTT-SP CaClz
APTT-S5 .
APTT-S5 CaCl2

AT Liq FXa

AT Liq Substrate

C4BP Latex

CA REAGENT

CleanB

Clean B Diluted

D-Dimer High Control |

——TE T T [ o« ]| conce |

Cnesa Bbl yBuanTe Balle oKHO naeHTUdUKaUmMmM peaktneos (A), cnpasa — KonoHKy "Available materials" co
CMUCKOM BCEX AOCTYMHbIX PEaKTUBOB.

LA NEG DILUENT LAC Screen LAC Confirm
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B sTOM OKHe Bbl MoKeTe A,06aBNATb HOBblE BKIAAKU B OKHO MAEHTUPUKALMU PeaKTUBOB (417 3TOro
Ha*KmuTe Ha KHonky “Add Tab”) nan yaanate cyliecTsytowme BKAaLKMN U3 OKHa UAeHTUPUKaLUM
PeaKkTMBOB (418 3TOro HaxkmuTe Ha KHoMKy “Remove Tab”). Y0o06HO rpynnupoBaTtbh peakTuBbl Ha
TeMaTU4YecKkux BKlaaKax. Hanpumep, MoXHO co3aTb BKNaAKy «4acToe» 1 BKAKOYUTb B HEe BCE PeaKTUBHI,
Y KOTOpPbIX HET WTPUX-KOA40B 418 aBTOMATUYECKON MAEHTUPUKALLMM M KOTOPbIE, TaKMM 0bpasom, Bam
npuUxXoanTCA BCeraa naeHTMPULMpPoBaTb BPYYHYIO.

Y106b1 £,06aBUTb PEAKTMB B KaKyHO-N1MOO BKNAAKY OKHA NAEHTUPUKALUMM PEAKTUBOB, MPOCTO OTKPOMTE 3Ty
BK/IagKy (MU co3ganTe BKAALKY, €CM TaKOM BKIAAKU €LLe HET) 1 nepeTallmTe B Hee peakTUB 13 KOJTOHKU
AOCTYMHbIX PEAKTUBOB Ha CBOBOAHYIO KHOMKY.

Y106bl YyAANUTb PEaKTUB U3 KaKOoN-Tnbo BKNAAKM OKHA NAEHTUPUKALMM PEAKTUBOB, OTKPOMTE 3Ty BKNALKY
W NepeTaLLmnTe M3 Hee peakTUB B KOJIOHKY AOCTYMHbIX peakTUBOB.

Boitgute B SETUP - DISPLAY > MATERIAL PROGRAMMING WINDOW
BbibepuTe BKnagry ROUTINE (Kak npumep unu nobyto apyryto) u nobasbTe Bce peakTusbl ans TecTta FIB-

C M TS Ha a1y BKN1aaKy: FIB-C M TS (Tpom6uH ana gaHHoro Tecta), Bce Kaanbpartopbl (CALIB FIB 1 TS,
CALIB FIB 2 TS, CALIB FIB3 TS, CALIB FIB 4 TS, CALIB FIB 5 TS).

Program Materials Placement Window ] x|

«|» Available materials: :
SAMOE CHASTOE | GENERAL IRO"J—’ [Anti PS MAb Latex I

| APC APCJCaCI2
APC APTT

APC Cadl
APTT-SP APTT-SP CaCl2 FIB-CMTS APC Contfol Level 1

APC Control Level 2

APC FV Reagent
APTT-SP

AT Liq Substrate AT Liqg FXa PLG Streptokinase APTT-SP Cacl2

= 4 4= APTT-55

APTT-SS CaCl2

Thrombin PLG Substrate Fib-C AT Liq FXa

AT Lig Substrate

— C4EP Latex

CA REAGENT

D-Dimer HS Buffer | D-Dimer HS Cal | D-Dimer HS Latex Clean B

Clean B Diluted

D-Dimer High Control he [

Add Tab Remove Tab | oK I Cancel

>

MocTtaBbTe Ha 60PT BCe peaKkTUBbI U KAAMBPOBOYHbIE Na3Mbl.

OTkanubpyiite Tecr.

Banupgupyite KaambpoBsKy, ecnm ee ctartyc "OK".

BbINONIHUTE KOHTPOJIb KauecTBa. Ec/iM KOHTPOb KauecTBa NpoiAeH, TeCTUPYITE Naa3Mbl NALMEHTOB.
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«TEXNNTACTUH-TECT»
(kaT. Ne 131, Kat. Ne 140, kat. Ne 607, KaT. No 608, KaT. No 735, kaT. N2736)
Ha 40, 100, 500 n 1000 onpeaeneHui
npoussoactea 000 ¢mpmbl «TexHonorna-CTaHZapT»
N7 aBTOMATUYECKOro KoaryiomeTpa
«ACLTOP»

Habop peareHToB TexnnacTUH-TECT NpeAHa3HAYeH A5 OLEHKM NPOTPOMOUHOBOrO BpeMeHH
cBEpTbIBaHMA. OnpegeneHne NpoTPOMONHOBOrO BPEMEHW MCMOb3YETCA ANA TECTUPOBAHUA GAKTOPOB
npoTpombuHoBoro Komnekca (Il - nporpombuHa, V, VII, X) U KOHTPOAA 33 IeYeHNEM aHTUKOAryAaHTaMM
HEMNPAMOro AelCTBUA.

[NnA ocylecTBAEHUA MAHMNYNALMIA NO KOPPEKTHOM YCTAHOBKE M KaNMBpOBKe TecTa Heobxoaumble
peareHTbl, He BXOAALLME B COCTaB Habopa:

1. dusmonormyecknit (0,9%) pactsop Nacl.

2. [na ncnonb3oBaHmA B KayecTse KaanbpaTopa Npu NOCTPOEHUN KaaMbPOBOYHOM KPUBOY NyA
nnasmbl oT 3-5 340p0oBbIX NtoAel, IMbo aTTecToBaHHAA MO NoKasaTento no KBMKy Kommepyeckas
ModuNn3MpoBaHHaA nNaasma.

3. KoHTponbHble Naa3mbl 418 OCYLLECTBAEHUA KOHTPOA KavyecTBa Uccae0BaHUA:

-PHM-nna3sma (9 napameTpoBs) — HOpMasbHbIV KOHTPOAb.

1. MpurotoBneHue peareHToOB A1 aHA/NU3aA

NHbopmaumto coctaBy Habopa, NO NPUTOTOBJAEHUIO PEareHToB M YC0BUAM UX XPaHEHUA CMOTpUTE B
MHCTPYKLUMK, Npuiaraemoi K Habopy.

2. YcTaHOBKa MaTepuanos (peareHToB)

BHeceHMe B cnUCOK maTepuranos aHannsaTtopa (Material List) HoBbIX peareHTOB.
B cTpouke meHto Bbibupaem onumio Setup\YcraHoBKa

Instrument Actions Analysis QC Calibration NPP System Help

B Bbinagatolem cnucke Bbibupaem onuuto Material List\Cnucok matepuanos.

4L ACL TOP Family - Yersion 4.4.0 - [Calibration Status List]

Instrument Actions Analysis OC Calibration NPP |Setup Systern Help

2 | 2 < i

% Test List
Test Code’ Calibrator Job Status Un . Last ¥:
QC List

MoABUTCA CNNCOK MaTePUanoB (PeakT1eoB).



4L ACL TOP Family - Yersion 4.4.0 - [Material List]

Instrument  Actions  Analysis OC  Calibration NPP Setup Systern Help

wr P R ") o 1
j) e );’ e [ = f‘é - | ™ 4
4y Name ¢ | Type | ) | 4 | 413 ‘ L] ‘ Lot ID | Exp. date |
LPTT-SP Intermediate reagent O O MNO91 7362 09/2013
APTT-5P Caclz Start reagent [w] [w] O W NO917375 09/2014
AT Lig Fxa Intermediate reagent O v O v
AT Liq Substrate Start reagent [w] vl O [w]
Clean B Clean O v v v
Clean B Diluted Clean O v v v
C-Dirner High Control Cuality Conkrol O v O ¥ B11789 02/2014
D-Dirmer HS Buffer Intermediate reagent O [w] = W Bli7a0 04/2013
D-Dirmer H5 Cal  alibrator/MPP O W M M Bl 042013
D-Dimer HS Latex Start reagent [w] [w] = W B11730 04/2013
D-Dirner Low Conkrol Cuality Conkrol O v O ¥ EBl17E9 02/2014
Factor Diluent Sample Diluent O [w] = =
Fib-C Start reagent v v O vl
Fib-C Abn Contral Cuality Control O vl O v]
F2I1I Buffer Inkermediabe reagent O v O v
FXIII Diluent Sample Diluent O vl O v]
F2III Latex Start reagent v v O v
HemnosIL Cal Plasma CalibratorMPP O [w] v W  EDsle32 06/2014
High &bn C Unassayved Cuality Conkrol O v O v
High Abn C. Assayved Cuality Contral O [w] O W MDB1EZ30 06/2014
Lows Abn C, Assayed Cuality Conkral O v O W Milis082 112014
Low Abn . Unassaved Quality Control O v O v
Low Fib Contral Quality Contral O w] O v
Mormal C. Assayved | Quality Contral O v O W M1l1s092 11/2014
Mormal C. Unassayed Quality Contral O w] O v
[ SN By Y RN ) PRl et a a a a R4S Ao PR T

3atem Ha naHenu onepaumii BbibMpaem 3Havyok Add a New Material\[o6asuntb HOBbIN MaTepuan

¥ nes =

Bo sknagke Material Definition\OnuncaHue matepuana 3anosHaem auct General Information\O6wan
nHdopmauma. HuKe nokasaH npumep 415 3anoHEHMA peareHTa TexnaacTuH.

BHMMAHMUE: BCE BHOCUMbIE AAHHBIE UTK UX USMEHEHUA HEOBXOANMO COXPAHATb HAXKATUEM

NMUKTOrPAMMDI 3 HA NAHE/IN ONEPAL A BO U3BEXXAHUE YTEPU UHOOPMALUMN.

General Information IStir, Rinse & Clean Information I Lot Specific Information
Material index: 501 Category: [ Reagents Z]
Material name: | PTTS Material bype: | Start Reagent =l
Manufacturer: I TS Bottle type: IlOmL ;I Correne
[~ Volume tracking ~On-board stability
¥ Enable volume threshold: 04 j ml IV Enable on-board stability tracking
On-board stability: l 48 _—'_I ’Hc-ur s L]
IV Enable warning threshold: l 1 _—IJ fHous =]
[V Enable expiration tracking IV Test not feasible when stability is expired
V¥ Enable warning threshold: 30 ﬁ Days
i~ Location information
Track Identifier Rack Identifier Rack Pos.Identifier Lot ID _7), B




Ll,Md)pOBOE o603HayeHMe BHOBb BBOOUMDBIX peareHToB NpncBanBaeTCcA aBTOMaTtn4eCku, none Homep

maTepuana\ Material Index He 3anonHsaem.

PeakTtuns TexnnacTuH dus.pacteop KannbposouHas
nnasma
Ha3sBaHue B PTTS NacCl CALIBTS
aHanusartope \
Material Name
Mpoussogutens \ TS TS TS
Manufacturer
«MepTBbIii» 06bem \ 0,4 0,4 0,4
Volume threshold
KaTeropma matepuana PeareHT\Reagents AOunnioeHT\Diluents Kannbpartop
\ Category (HopmanbHan
nyanMpoBaHHas
nnasma) \ Cal/NPP
™N maTtepuana \ CrapToBbIit peareHT\ Pactsop gns Kannbpartop
Material Type Start Reagent pa3seneHuA (HopmanbHan
ob6pasuos\ Sample nyanMpoBaHHas
Diluent nnasma) \ Cal/NPP
™™"n ¢pnakoHa \ Bottle 10 ml 10 ml 4 ml
Type

Boinpgute B meHio SETUP B MATERIAL LIST

BHecuTe MHPOPMALMIO O HOMEpPAX I0TOB M CPOKAxX rOAHOCTU ANA KaXKA0ro peakTea Habopa:

Bo Bknagke "Lot Specific Information (MHpopmauua o note)" nocrasbTe ranouky B okouwke "Enable lot
management (Bkatountb ynpasneHue notamu)" 1 BBegUTE HOMEP J10Ta U CPOK FOLHOCTU B CEKLMIO
"Active lot (AKTUBHDIN noT)", B nona "Lot ID (MaeHTMduKauua nota)" u "Expiration date (Cpok
rogHocTtu)". Homep noTta 1 cpoKk rogHoCTM BBOAATCA C KOPOOKM ¢ Habopom.

[Ons peakTBa Ha NpoTpomb6bMHOBOro Bpemsa He 3abyapTe BBecT MUY: noctaBbTe rasoyky B okoluke "ISI
value (3HaueHne MUM)" n BBegnTe MUY U3 UHCTPYKLMK K HAbOPY, K AAHHOMY NOTY.



#L ACL TOP Family - Yersion 4.4.0 - [IL Material Definition - Start reagent PT RecombiPlasTin]

Instrument  Actions  Analysis QC Calibration NPP Setup Systern Help

? A @ 5§ I 4 B B3 B3
‘ 3 ’ Q CI\ jj = ‘ ) 3 S ¥
General Information I Stir, Rinse & Clean Information Lot Specific Information l

[v Enable lot management

Cive [0l

Lot ID:

[ Enable alternate lot

Lot ID: |

]January

Expiration date:

RIET j

Expiration date:

| Enable extended expiration date

[ | Enable extended expiration date

November v

Expiration date: l[\Jov-’:rnbe: v [ 2003 j Expiration date: November v 2003 :jl
2
[v 151 value [¥ 151 value
. =] . =]
151 value: 0.990 =i 151 value: =

Lot specific comment

Lot specific comment

3. YcTaHOBKa TeCcT-npoToKona

B cTpouKe MeHIo Bbibrpaem onumio Setup\YcTaHoBKa

Instrument Actions Analysis QC Calibration NPP System Help

B Bbinagatoliem cnucke sbibupaem onumio Test List\Cnuncok Tectos.

Imstrument  Actions  Analvsis

QOC  Calibration  MNPP

Sehup Swystermn Help

?

3 %Ef ) V (” l'/-

{7 B e

Wiall Lists

Material List

Bl Test List |
44 | SampleID | Date & Time 3 zd | | V|1 | : Lsp
JC List
n... ' . o |
Test Profiles List
01 2300201100214 | P T [T ¥ | ¥ |ac QC Profiles List 77
MoABMTCA CNUCOK TECTOB.

T - i w -

Ll Code ¢ Name ﬁL LIS Acq. Time No. Reps. Unit Normal Range _L Al 5
|APCR 1 apcrl basale no W O 461 240 1s
APCR 2 apcrz attivako no ¥ = 463 240 1s
|APCR v- APCR V without APC 226 250 1s O
| APCR Y+ BPCR. Y with APC 225 50 1s ]
|APTT BPTT Synthasi 9z 120 1 Ratio 0,80 1.25
|APTT* BPTT SPECIAL O 412 500 1 Ratio 0,80 1.25
| APTT-5F BPTT SynthaFax O 418 120 15 -999999.9 999999.9 O
| APTT-5P BPTT Syn Phospholip g4 120 15 -999999,9 999999,9 O
a7 antithrombin Liquid 2071 20 1 % 60 130 [l
(AT 12 AT 1:2 (14+81) O 288 20 1 % 60 130 O
|aT_ antithrombin 199 20 1% 70 130 O O
oD D-Dimer 250 300 1 mgjfL 0.00 0.25 [

Bbibupaem tect PT-RP, oTmeyaem «ranovykoi» nose ciesa oT Hero.




Instrument  Actions  Analysis QC Calibration NPP  Setup  System  Help

5| w o,
‘ 4) £ ):’ = ‘ \‘g' ﬂ] L7 = ey
41 Code © Name | o l LIS Acq. Time l No. Reps. Unit Normal Range ‘ ¥ ] 4
| |Riva Riva antixa [m] 252 80 1 ngfmL -999999,9 999999,9 O v
QFA Low Q.F.4. Thrombin Low v 2061 120 1 magfdL -999999 999999 Wl 2]
| |QFA Q.F.A. Thrombin ) 2001 120 1 mafdL -999999 999999 v 2]
v [PT-RP ]PT RecombiPlasTin 4] 1310 100 ls 9,4 12,5 Vi v
[P PT-Fib Recombinant 4] 151 100 s -999999,9 999999,9 v O
PT HS5+ PT HS Plus vl 91 100 1s -999999.9 999999.9 v vl

3aTtem HaxKMmaem NMUKTOrpammy \g Ha naHenun onepau,mﬁ N Konupyem ,D,aHHbIﬁ TECT-NPOTOKO.

MNoasnaeTca cnegyowlee MeHo 4714 3anN0/IHEHUA TECT-NPOTOKOAA.

Instrument Actions  Analysis QC Calibration NPP  Setup System  Help
v z 3

21¥ ] @

4 Test Definition - PT-RP rGeneral infarmation

General information Test code: | PT-RP Test name: [ PT RecombiPlasTin

= Analytical cycle definition

Sample pre-dilution LIS number: l 1310 Test number: 13 ¥ ILtest [™For investigation onfy
Alternative pre-dilution :
- Assay
=] DR Parameters -
. 7.4
& Primary wavelength Assay release number: ‘ 7.4
Wavelength definition
Test modification number: 220

Raw data checks
Normalized data checks

User revision comment: |
Primary algorithm :

Secondary algorithm 1L revision comment: |

Result units
=] Calibration
Automatic dilution

Pre-diluted calibrators Parent test: 2,

Parallelism

[ Enable as shadow test

Normal Pool Plasma [ Enable as paired test

Master paired test: v

[ | Enable paired test dependency.

Rerun - Rules

< | >

B 3TOM OKHe c/ieBa B iepeBe NPOBOAHUKA MOXKHO BblOMPaTb Pas/iMyHble BKAALKM (4BOMHBIM LLETYKOM
mbiwn). CnpaBa oTobpakaeTcs BbIOpaHHAA BKAAAKa C Pas/IMYHbIMK NapameTpamu. BHU3y pacnonorkeHa
cTpoka “Consistency check (MpoBepKa HacTpoek)”. B aTol cTpoKe BbiBOAATCA coobuieHMA 06 olwmnbKax 1
NPOTUBOPEUMAX B MapamMeTpax TecTa, a TakKe 06 OTCYyTCTBMM HEOBXOAMMbIX AaHHbIX (Hanpumep, 06
OTCYTCTBMM 3HaYeHUA KannbpaTopa).



InsTrument  Actions  Analysis QU Calibraton INPP- Setup  System  Help

2 YA e r P —

3 Test Definition - PT-RP
General information
Sample pre-dilution
Alternative pre-dilution
=) DR Parameters
B Primary wavelength
Wavelength definition
Raw data checks
Normalized data checks
Primary algorithm
Secondary algorithm
Result units
=] Calibration
Automatic dilution
Pre-diluted calibrators
Parallelism
Normal Pool Plasma
Rerun - Rules

i~ Acquisition - wavelength———————— [~ Acquisition - time

PT RecombiPlasTin 2G Start Reagent 100

Primary wavelength: 2 lnr Standard time: 100 j
Delay time: | 5 j &
- ’— |
Extended time: 320 ol
LIS number: 132 Test code: PT-RP(E)
[ Load cycle
Number of replicates: | 1 ':—'_j
Rl Material Name ‘ Type Load Yolume | Incubation Range
Sample | 50 55,000 - 360,000

Total cuvette volume: 150 ul

I Consistency Check. (Double click to go to the inconsistency).l

Ecnn B cTpoOKe HET cOObLEHUI, 3HAYUT, TECT HACTPOEH NPABUJIbHO, U BCE HEOOX0AMMbIe AaHHble
BBeAeHbl.Ecn B cTpoKe ecTb cooblieHmsa 06 owmnbkax n/muam ob otTcyTcTBnmn Heobxoaumon MHbopmauuu,
TECT BbINOAHATLCA He ByaeT. OWMOKM HYXKHO YCTPaHUTb, HeAOCTaoLWY0 MHPOopMaL Mo Heobxoanumo

BBecTM. CneBa B AepeBe NPOBOAHMKA BKNAAKa, B KOTOPYIO HYXKHO BHECTU HeA0CTaloLWy0 MHPOPMaLLUIO

(nnm ncnpasuTb OWKBKY) ByaeT oTMeyeHa KpacHbIM WPUGTOM U 60/IbLUMM KPaCHbIM KPecTom.

Heobxoammo BeecTu kog Tecta PT TS B cooTBeTcTBylOLWEE Noe, 3aTemM HasBaHue Tecta PT TS
(pacwmpeHHbIN BapuaHT Koga) u Koa tecta 4132

Instrument Actions Analysis QC Calibration NPP  Setup  System  Help

211 & q @

5 Test Definition - PT-RP
= Analytical cycle definition
Sample pre-dilution
Alternative pre-dilution
=] DR Parameters
=} Primary wavelength
Wavelength definition
Raw data checks
Normalized data checks
Primary algorithm
Secondary algorithm
Result units
=) Calibration
Automatic dilution
Pre-diluted calibrators
Parallelism
Mormal Pool Plasma
Rerun - Rules

K

rGene: tion

Irest code: | PT-RP Ilrest name: | PT RecombiPlasTin I
ILIS number: ‘ 1310 I Test number: 13 ¥ 1L test [ For investigation onfy

[T AssaY.

Assay release number: 7.4

Test modification number: 220

User revision comment:

]
1L revision comment: ]

I™ | Enable as

Parent test: 5

[™ | Enable as paire

Master paired test: v

[™|Enable paired test dependency,

Mepexogum K BKAagKe Analytical cycle definition. Hakumaem Ha HaMMeHOBaHWE N3MEHAEMOTO peareHTa.



Instrument  Actions  Analysis QU Lalibration

NFP  Setup  bystem  Help

2| ¥ a ol 2 —
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5 Test Definition - PT-RP
General information
®
Sample pre-dilution
Alternative pre-dilution
=) DR Parameters
= Primary wavelength
‘Wavelength definition
Raw data checks
Normalized data checks
Primary algorithm
Secondary algorithm
Result units
& Calibration
Automatic dilution
Pre-diluted calibrators
Parallelism
Normal Pool Plasma

Rerun - Rules

K| | ]

[~ Acquisition - wavelength Acquisition - time

Primary wavelength: W-671 Y nm Standard time: 100 j 5

Delay time: 5 j s
[V Enable extended test mode
: 320 =

Extended time: i s

LIS number: 132 Test code: PT-RP(E}
[~Load cycle

Mumber of replicates: 1 i

44 Material Name Type Load Yolume | Incubation Range
Sample L S0 55,000 - 360,000
T RecombiPlasTin 2G Start Reagent 100
Total cuvette volume: 150 uL

” Consistency Check. (Double click to go to the inconsistency).

Noasnaetca auct Bbl60pa peareHTa 1 ero xapakTepuctuk. BHocMm n3meHeHUA B Ha3BaHMe peareHTa (M3

BbINaAaloLLLEro CNUcka) U Bpems MHKybauumn (ecam HeobXxoAMMO) NO HUMKE PACMO/IOXKEHHbIM CXeMaM.

Material/Sample Load Cycle Definition

% Rinse

" Clean & rinse

I"Rinse & clean information
v

 Aspiration information

Head volume:
Airgap:

Head volume airgap:

Material{Sample volume:

Time:

[~ Enable agitation:

Clean & rinse cycles:

Clean material:

ywstem clean

Transport airgap:

Total volume:

 Dispensation information
I~ Enhanced dispense
I~ Enable mix

Rinse time after mix:

MNumber of cycles:

Mix: I 50 :ll %
-

1ﬂ5

[¥ Enable incubation time

Incubation range:

I 60.000 —-| 60.000 s

[~ Lock clean & rinse

Aspiration cycles:

Clean airgap:
Clean volume:

Clean transport airgap:

Clean total volume:
Hold time:

Enable agitation:

15 -—:!JUL
130 ::“uL

0 ::ljuL

I 145 uL
p—
[

" Enable agitation;

Clean volume (all cycles); 130y

Frequency:

IE?etv-Jer:—n changes in material only L]
oA ==

Rinse kime: =S

R

OK

I Cancel




Material/Sample Load Cycle Definition

. Rinse & clean information
I PTTS ZI I{G Rinse " Clean &rinse

Aspiration information Time: I 1 j 5 Clean & rinse cycles: I 1 =i

Head volume: 0 :ll uL . Clean material:
[~ Enable agitation: I 1= System clean v
5 i - £ -

Airgap: TiH I =
Aspiration cycles: 1 =
Head volume airgap: I 0" pL =
Clean airgap: 15 UL
I Material{Sample volume: 100 — i ok 20 =
s =
o —ie ;
Transport airgap: "N u Clean transport airgap: o

Total volume: I 95 UL Clean total volume: I 145 L

 Dispensation information Hold time: 0 j
I~ Enhanced dispense s
5 [~ Enable agitation: I 1 j
I Enable mix
Clean volume (all cycles): 130 L
i - -’—l% Frequency:
Rinse time after mix: 1 j 5 |Between changes in material only L‘
MNumber of cycles: 1 j Rinse time: 1 =l

[" Enable agitation; I 1 ilJ

¥  Enable incubation time

Incubation range:
20,000 = - ; = | [T Lock clean & tinse
| 0,000 = | 150,000 =

OK Cancel

o
He 3abbiBaem nocne KaXXa0ro 3Tana COXpPaHATb USMEHEHUNA HaXXaTUeM 3Ha4Ka a

Mepexoanm Ha BKnagky Result units:

A\ ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - PT RecombiPlasTin - Result units]
Instrument  Actions Analysis QC Calibration NPP  Setup System  Help

i V4 S
2|1 ¥ 8 @+ Y — ~
4 Test Definition - PT-RP Result it derniton I
£ General informati :
eneré nrorma |on. - &l Unit Unit Type ‘ Label |@|dec.| Normal Ranae I THerapeutic Range | Linear Ran
g foshticlcyeneinkico Seconds _|Measured s 1 I 9.4 12,5 I
: Sample pre-dilution || Ratio Caleulated  Ratio 2
‘e plternative pre-dilution e INR Calculated  INR 2 0.90 1.20
- DR Parameters [ | % Calibrated % 0 70 140 15 150
B- Primary wavelength B
i \Wavelength definition | O
Raw data checks | O
- Normalized data checks | |— D
: ) ) ]
i Primary algorithm
gorithm Patient result selection ~Primary unit cfg. ~Measured res
I It unit . i it:
eu un| s g ISecon n B Primary unit: [V Enable a
- Calibration lSeconds LI N
“e Automatic dilution Unit 2: IINR ﬂ S b Raw
: : ; | Enable max difference o ;
----- Pre-diluted calibrators Uit 3: |°, J MNormaliz:
. w4
Parallelism s Max difference: 10 = e Gsea
Unit 4; |Rati ~ =l ¥-Aixis mininmi
Normal Pool Plasma : atio ITIUD
Rerun - Rules




HacTpanBaem, KaKk NOKa3aHo Ha PUCYHKe, Ldpbl pazbpoca HOPMaIbHOrO 3HAYEHUA B CEKYHAAX bepem n3

nacnopTa K Habopy.

Mepexoaum K BKnaake Automatic dilution. BHecuTe 3HaueHue Kanmbpatopa (Calibrator target value). 310

3HaveHwue Bcerga pasHo 100%.

#L ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - PT RecombiPlasTin - Calibration - Automatic dilution] =18 x|
Instrument  Actions Analysis QC Calibration NPP Sefup Systemn  Help
21y QA &7 4 B B3 B
3 ; O L o
5 Test Definition - PT-RP Caaial Calbrator | Dilvert |
General information
= Analytical cycle definition [~ Dilution Points
; R s 2 Dilution Process
Sample pre-dilution '*  Define points by % dilution S <
; e ~ " Direct " Single dilution
Alternative pre-dilution ' Define points by target concentration = 3
= ' Serial % Batch
&l DR Parameters I Calibrator target value: | 100 j % I
= Primary wavelength ==

Secondary algorithm
Result units

Automatic dilution

S avebonih-dofea [ Yol (uL) Predilution vol (uL)
avelangth.detinkion Concentration | TargetValue | Min, Replicates | % CWMax. | Calibrator | Mixture | Diluent sample | Mixture | Diluent

Raw data checks 100.00 100 1 5.000 377

Normalized data checks 50.00 50 1 5.000 162 162

Primary algorithm 25.00 25 1 5.000 108 108

Fre-diluted calibrators

¥ | Erable rix
Parallelism o 7
Minimum aspiratable volume:

Mix: &0 i%
s e

lis

Normal Pool Plasma

Rerun - Rules Number of cycles:

Rinse after mix:

& fstdivtion ¢ 2nd dilution

[ WVolumes that bypass calibration strip loading.
(Total volume required to perform sample predilution or
reaction)

Ha aToi e BKnagke B nncte Calibrator meHsem HaumeHoBaHUWe Kanmbpatopa Ha CALIB TS.

#L ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - PT RecombiPlasTin - Calibration - Automatic dilution] -8 x|
Instrument  Actions Analysis QC Calibration NPP Sefup System  Help
2 (13 @ &7 d Bi B3 kd
3 ; O Al 5
5 Test Deﬁnftmn - PT—RP Cacaal Calibrator Diluent |
General information
[ Analytical cycle definition [~ Dilution Points
; - Dilution Process
Sample pre-dilution '* Define points by % dilution = =
2 o - " Direct " Single dilution
Alternative pre-dilution " Define points by target concentration 95 o
— '* Serial '* Batch
& DR Parameters Calibrator target value: 100 = e

7|

B Primary wavelength
Wavelenath definiti | Yol (pL) Predilution vol (pL)
N sl Concentration | TargetValue | Min, Replicates | % CWMax. | Calibrator | Mixture | Diluent sample | Mixture | Diluent
Raw data checks 100.00 100 1 5.000 377
Normalized data checks 50.00 50 1 5.000 162 162
Primary algorithm 25.00 25 1 5.000 108 108
Secondary algorithm
Result units
=) Calibration
|
:'e'd'luwd calbrators I Erible mix & gstdivtion ¢ 2nd dilution
Parallelism
Mix: 60 = Minimum aspiratable volume:
Normal Pool Plasma ; B B )
Rerun - Rules Number of cycles: ane) 4 = [ Wolumes that bypass calibration strip loading.
&3] (Total volume required to perform sample predilution or
- reaction,
Rinse after mix: 1 j s )

Ha aT1oli e Bknaake B ancte Diluent meHaem HaumeHoBaHue anntoeHTa Ha NACL.



4L ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - PT RecombiPlasTin - Calibration - Automatic dilution]
Instrument Actions Analysis QC Calibration NPP  Setup  Systemn  Help

=18 x|

Mepexoanm K Bknaake Normal Pool Plasma.

BHecuTe opneHTMpOoBOYHOE 3HaYeHMe B cekyHaax NPP Kak NnoKa3aHO Ha PUCYHKe HUKe (AaHHble bepyTcs

13 nacnopTa K Habopy).

4\ ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - PT RecombiPlasTin - Normal Pool Plasma]

Instrument  Actions Analysis QC Calibration NPP  Setup Systemn  Help

2 | & @ ; '
3 AR 95
Test Definition - PT-RP
2 X § General Calibrator Diluent |
General information
= Analytical cycle definition [~ Dilution Points
i Dilution Process
Sample pre-dilution '* Define points by % dilution o =
A o -~ " Direct " Single dilution
Alternative pre-dilution ' Define points by target concentration s 5
DR P i i '+ Serial '* Batch
=} arameters Calibrator target value: 100 =%
= Primary wavelength
Wavelength definiti \ | vol (uL) Predilution vol L)
avelength definkion Concentration | TargetValue | Min, Replicates | % CW Max. | Calibrator | Mixture | Diluent Sample | Mixture | Diluent
Raw data checks 100.00 100 1 5.000 377
Mormalized data checks 50.00 50 1 5.000 162 162
Primary algorithm 25.00 25 1 5.000 108 108
Secondary algorithm
Result units
=] Calibration
Pre-diluted calibrators [¥ | Enable rix & fstdiution ¢ 2nd dilution
Parallelism -
Mix: 60 = %o Minimum aspiratable volume:
Mormal Pool Plasma = =)
= 10 . 3 .
Rerun - Rules Number of cycles: g = =] | WVolumes that bypass calibration strip loading.
= (Total volume required to perform sample predilution or
- reaction,
Rinse after mix: 1 j s )

2

3

¥

@

4 Test Definition - PT-RP
: General information

Automatic dilution

Pre-diluted calibrators

Mo OKOHYaHWUU Ha*KMKUTe Ha ANCKETY

[V Enable npP

nPP

:l

, yTOObI COXPaHUTb .

E] - Analytical cycle definition General IFrequencv
- Sample pre-dilution
e INPP mode:; [User input NPP value L] I
Alternative pre-dilution

& DR Parameters | Enable adjust calibration ko NPP

B Primary wavelength
: Wavelength definition NPP material: | o
Reweatanecs Derived from calibration
: Mormalized data checks
i Primary algorithm Method: IMvzan of calibration point replicates he
Secondary algorithm Calibration point: .
Result units =
H - o
&l Calibration NPP value: I = &

Mocne HacTpoWKm Tecta Heo6xo0AMMO NPOBEPUTb, aKTUBUPOBAH N OH. ECin TecT akTUBMpPOBaH
(BKkntoueH), To B meHto SETUP >  TEST LIST HanpoTMB HEro CTOMT raiouka B nocnegHel KoNoHKe.



Instrument  Actions Analysis QC Calibration NPP  Setup System Help

3| ; o 4
‘ J) ‘J J;’ == \aé' 12.] ! T gl ™
4y Code ° ’ Name | bL‘ | LIS Acq. Time l No. Reps. | Unit Normal Range \ Y | i
_ |Riva Riva antixa O 252 80 1 ngjmL -999999,9 999999,9 O v
| |QFALow Q.F.A. Thrombin Low 2061 120 1 majdL -999999 999999 v 4]
 |qFa Q.F.A. Thrombin 2001 120 1 mgfdL -999999 999999 v v
PTTS |PT 5 1310 100 1s 9,4 12,5 | I
PTR PT-Fib Recombinant 151 100 1s -999999,9 999999,9 v L
PT HS+ PT HS Plus v 91 100 1s -999999.9 999999.9 v 2l

Ecnu TecT He aKTUBMPOBAH (HET raJlouKu B nocnegHeli KOMIOHKe), ero Heo6Xo04MMO aKTUBUPOBATD
(BKAOUUTD).

[lnA 3TOrO LWeNKHWUTE MO CepoMy NOJIKO CeBa OT Ha3BaHUSA TECTa, YTOObI Ha CEPOM MoJie C/IeBA OT HAa3BaHMA
Tecta NOABMAIACh KPACHaA ranoyka, M OANH pa3 HaskMMUTE Ha KHOMKY "BKAOUYNTD / BbIKAIOYNUTD

&
~ n ‘a]
Bbl6pPaHHbIN TecT .

MNocne HacTpoiiku Tecta B meHio TEST LIST Bam Hy)KHO TaK}Ke caenatb ciegyouee:
1. BKNOUMTb TECT B OKHO 3aKas3a TecToB ana npob.

2. BKAIOUYNTb TeCT B OKHO NPOCMOTpPa Pe3ynbTaTos.
3. BKAIOUMTb peaKTUBbl ANA AaHHOIO TecTa B OKHO UaeHTUGUKaLumM peaKkTUBOB.

1. Yto6bI BKIIOUMTb TECT B 3KPaH 3aKa3a TecTos ana npob, sbibepute meHio SETUP &>  DISPLAY
TEST PROGRAMMING WINDOW.
OTKpoeTcA OKHO NPOrpamMmMmMpPOBaAHMA OKHa 3aKa3a TecToB.

Program Tests and Profiles Placement Window _

- : Available tests: B Available profiles:
Test lPro_flles I Factors I Protein C chrom I APTTMix > D-Dimer
APTTMix(E) LAC
APTT-SP Protein C
PT-RP APTT-SP Fib-C ST GR(E) Routin
AT LIQ T8 LAC-5
LAC-C DD SCT-S
SCT-C APTTMix DDHS FII-HS+(E)
FII-HS+(P)
FII-RP

[ ox |

Cancel I

Add Tab Remove Tab '

Cnesa Bbl yBuanTe Balle oKHO 3aKasa TecToB (pamKa A), cnpaBa — A,Be KOJIOHKU:
Available tests - cnncok TecToB, KOTOpble HACTPOEHbI M aKTUBHbI B MeHto SETUP - TEST LIST (B),

Available profiles — cnncok npoduneir Tectos, KoTopble co3gaHbl 8 meHto SETUP - TEST PROFILES LIST
(C) (*npogpuns mecmos — smo 2pynna mecmos, Komopble 3anyCKArMmMCcs HAXamuem Ha 00HY KHOMMKY).

B a3Tom OKHe Bbl MOrKeTe 006aBNATb HOBble BK/1aAKU B OKHO 3aKa3a TecToB (411 3TOro HaXMuTe Ha
KHoNKy “Add Tab”) unun yaanaTb cyliecTsytowme BKAaAKM U3 OKHa 3aKa3a TecToB (415 3TOro HaskmuUTe Ha
KHOMNKY “Remove Tab”). Ya06HO rpynnmMpoBaTh TeCTbl Ha TeMaTUYECKUX BKAaAKax. Hanpumep, MOXHO
co34aTb BKNaAKy «Routine (PyTuHa)» 1 BKAOYMTL B Hee TecTbl PT TS (MB), u apyrue.

11



Y106b1 4O06ABUTL TECT BO BK/IAAKY OKHA 3aKasa TeCToB, NPOCTO OTKPOWTE 3Ty BKNAAKY (uan cosgalite,
€C/IM TaKOW BKIAAKM eLle HeT) U nepeTalimuTe B Hee TeCT U3 KOIOHKM AOCTYMNHbIX TECTOB Ha Ntobyto
cBO6OAHYIO KHOMKY. AHANOMMUYHO MOXKHO A06aBMTb BO BKAAAKY NPOGUIb TECTOB.

[na Toro, 4To6bl yAaAUTb TECT U3 KaKOM-1MB0 BKNaAKM OKHA 3aKa3a TECTOB, OTKPOMTE 3Ty BKNAAKY U
nepeTawmTe U3 Hee TeCT B KOIOHKY AOCTYMNHbIX TECTOB. AHaNIOMMYHO MOKHO YAaAuTb Npoduab TECTOB.

Bonagute B SETUP > DISPLAY > TEST PROGRAMMING WINDOW
BbibepuTe Bknagry ROUTINE (Kak npumep unu nobyto apyryto) u gobasbte Tect PT TS Ha 3Ty BKAaAKY.

Program Tests and Profiles Placement Window b ‘5]
ROUTINE | LUPUS I THROMBOPHILIA I ANTICOAGULY l ,| Available tests: Available profiles:

APCR V- - LA SCREEN
APCR V+ PROST COAG
APTTMIX RAZY COAG

APTT-SP(E)
APTT-S5
" APTT-SS(E)
Fib-C AT LIQ PLG Az
| AT LIQ
DOHS
DDHS PI DDHS(D)
Fib-C
Fib-C H
Fib-C L
PROST COAG RAZY COAG Fib-RP
Fib-RP(E)
FII-RP v/

Add Tab Remove Tab | oK | Cancel j

2. Y106bI BKAOUMTb TECT B OKHO NPOCMOTPa pe3ynbTaTtos, Bbibepute meHio SETUP -  DISPLAY
SAMPLE LIST SETTINGS > VIEW
OTKpoeTcA OKHO NPOrpamMmmMmMpoOBaHNA OKHA NPOCMOTPa pPe3ybTaToB

12



sample List Display Settings

Available columns:

APTT-5P —
APTT-55

ARIXTRA

DOHS

Fib-C

Fib-C H

Fib-C L -
Fib-RP

FII-RP

FIX-5P

FIX-S5

FVIIL-SP

FYIIL-SS

FYII-RP

FY-RP

EXIII Ag |
Available test unit columns:

s
Ratio >

Csepxy Bbl yBMANTE pa3Hble BKAAAKU OKHA NPOCMOTPA pe3ynbTaTtos (A). Mpwu Bbibope Kakon-nnmbo
BK/NaZlKn oTobpakaeTtcs ee Ha3BaHue (B), a B cnucke "Scrollable columns” (C) — TecTbl, pe3ynbTathl
KOTOPbIX Bbl BUAMTE B OKHE NPOCMOTpPa pPe3y/1bTaToB, eC/iv BbibMpaeTe AaHHYIO BKAAOKY:

Ll -

o View...
ROUTINE

v URGENT
LUPUS
APC RESISTANCE
FACTORS
SPECIALTY
Setting 7
Setting 8

YT106bI £,06aBUTb TECT B KaKYIO-IM60 BKNAAKY OKHA MPOCMOTPA pe3yabTaToB, NPOCTO BblibepuTe 3Ty
BK/IAAKY (MK, ecnv TaKoM BKNALKM eLle HeT, BbiIbepuTe HEMCMNOIb3YeMYIO BKIAAKY M BBeAUTE 1A Hee
Ha3BaHWe), nepenanTe B cnncok "Scrollable columns", BbibepuTe HY*KHbIN TECT B IEBOM YAaCTU 3KPaHa B

13



ctonbue "Available columns" 1 HaxkmuTe Ha KHonKy ">". TecT noABMTCA B NPaBOW YacTW 3KpaHa B cTonbue
"Selected columns". Haxxmute "OK".

Boigute B SETUP > DISPLAY > SAMPLE LIST SETTINGS > VIEW
BbibepuTe Bknaaxy ROUTINE (kak npumep unu nobyto apyryto) n nobasbte TecT PT TS B cnmcok

oTobparKaembix TECTOB.

Sample List Display Settings x|

Setting 1 SettlnoZlSettth]Settth ISdthoS |Setth96 ISetthg7 |5ewnge|

Configuration name: I ROUTINE

Na Scrollable Columns Scrollable Columns
Available columns: Selected columns:
IPTTS
APCR Y+ AT T-op
APTTMIX s
APTT-55 Fib-C
ARIXTRA Fib-C H
Fib-RP Fib-CL
FII-RP AT LIQ
FIX-SP 2> PLG
FIX-55 — DDHS
Free PS PI
FYIII-SP <
FVIII-SS
FYII-RP
FY-RP
FXIII Ag
FXIIIH
FXII-5P =l
Available test unit columns: Selected test unit columns:
s
TR >
<
oK Cancel

3. YTo6bl BKNIOUMTb PEaKTUBDI A1 AAHHOrO TECTa B OKHO MAEHTUUKALMKN PEaKTUBOB, BbibepHTe MEHH0
SETUP - DISPLAY > MATERIAL PROGRAMMING WINDOW
OTKpOETCA OKHO NPOrpamMmmnpoBaHMA OKHa MAEHTUOUKALMM PEAKTMBOB.

j Program Materials Placement Window x|

i 7H S Available materials:
SAMOE CHASTOE [GENERAL | RouTve | RoL ] *] Anti PS MAb Latex

APC APC{CaCl2 ]J

APC APTT

APC CaClz

APC Control Level 1
APC Control Level 2
APC F¥ Reagent
ProClot Working APTT-SP

Dil APTT-SP CaClz
APTT-SS 1
APTT-SS CaCl2

AT Liq FXa

AT Liq Substrate

C4BP Latex

CA REAGENT

CleanB

Clean B Diluted

D-Dimer High Control ~|

o [ ok | come |

Cnesa Bbl yBuanTe Balle oKHO naeHTUGUKaUMM peakTneos (A), cnpasa — KoNoHKy "Available materials" co
CMMCKOM BCEX AO0CTYMHbIX PEaKTUBOB.

LA NEG DILUENT LAC Screen LAC Confirm

14



B sTOM OKHe Bbl MoKeTe A,06aBNATb HOBblE BKIAAKU B OKHO MAEHTUPUKALMU PeaKTUBOB (417 3TOro
Ha*KmuTe Ha KHonky “Add Tab”) nan yaanatb cylecTsytowme BKAa4KN U3 OKHa NAEeHTUPUKaLUM
PeaKkTMBOB (418 3TOro HaxkmuTe Ha KHoMKy “Remove Tab”). Y0o06HO rpynnupoBaTtbh peakTuBbl Ha
TeMaTU4YecKkux BKlaaKax. Hanpumep, MoXHO co3aTb BKNaAKy «4acToe» 1 BKAKOYUTb B HEe BCE PeaKTUBHI,
Y KOTOpPbIX HET WTPUX-KOA40B 418 aBTOMATUYECKON MAEHTUPUKALMM M KOTOPbIE, TaKMm 0bpasom, Bam
npuUxXoanTCA BCeraa naeHTMPULMpPoBaTb BPYYHYIO.

Y106b1 £,06aBUTb PEAKTMB B KaKyHO-N1MOO BKNAAKY OKHA NAEHTUPUKALUMM PEAKTUBOB, MPOCTO OTKPOMTE 3Ty
BK/IagKy (MU co3ganTe BKAALKY, €CM TaKOM BKNAAKM eLLe HET) 1 nepeTallmTe B Hee PeakTUB U3 KOJIOHKU
AOCTYMHbIX PEAKTUBOB Ha CBOBOAHYIO KHOMKY.

Y106bl YyAANUTb PEaKTUB U3 KaKOoN-Tnbo BKNAAKM OKHA NAEHTUPUKALMM PEAKTUBOB, OTKPOMTE 3Ty BKNALKY
W NepeTaLLmnTe M3 Hee peakTUB B KOJIOHKY AOCTYMHbIX peakTUBOB.

Boitgute B SETUP - DISPLAY > MATERIAL PROGRAMMING WINDOW
Bbibepute Bknagky ROUTINE (Kak npumep unu nobytro apyryto) n nobasbTe Bce peakTuBbl gns Tecta PT

TS Ha a1y BKnaaky: PT TS (texnnactun), NACL (anntoeHrT).

Program Materials Placement Window x|

SAMOE CHASTOE | GENERAL «|» Avaiable materials:
' OEI — IROL—L" Anti PS MAD Latex
APC APCJCaCl2
APC APTT
APC CaCl2
APC Control Level 1
APC Control Level 2
APC FV Reagent
APTT-SP
ALt plsrata AU e LG OU sptosness APTT-SP CaCl2
APTT-5S
APTT-SS CaCl2
Thrombin PLG Substrate Fib-C AT Liq FXa
AT Liq Substrate
- - C4BP Latex
CA REAGENT
D-Dimer HS Buffer | D-Dimer HS Cal | D-Dimer HS Latex Clean B
Clean B Diluted
D-Dimer High Control v

Add Tab Remove Tab | oK I Cancel

2l

APTT-SP APTT-SP CaCl2 PTTS

MocTraBbTe Ha 60PT BCce peaKTUBbI U KaIMBPOBOUHYIO NAA3My.

OTtKanubpyiite Tecr.

Banupupyiite KaanbpoBsKy, ecnm ee ctartyc "OK".

BbINOAHUTE KOHTPOJIb KauecTBa. ECn KOHTPO/Ib KauecTBa NpoiAaeH, TeCTUpYnTe Naa3smMbl NALUEHTOB.

15



MpoToKon aganTauum Habopa peareHToB
«TPOMBO-TECT»
npoussoacTea 000 dunpmbl «TexHonornsa-CtaHaapT»ANA aBTOMATMUYECKOr0O KoarysiomeTpa
«ACLTOP»
Habop npegHasHauyeH ana onpeaeneHna TPOMOWMHOBOrO BpeMeHU Mpu ANarHOCTUKE HapyLleHU KOHEeYHOro

3Tana CBepPTbIBaHUA.

MpuHUMN meTtopa. 3akntoyaeTca B onpefeneHUn BPEeMEHW CBepPTbiBaHUA MJ1a3mMbl KPOBW NOA BAUAHUEM
TPOMbBMHaA CTaHAAPTHOM aKTUBHOCTM.
1. MpurotoBneHue peareHToOB A/1A aHa/M3A

NHdopmauuto cocTaBy Habopa, Mo NPUTOTOBAEHUIO peareHToB 1 YCI0BUAM UX XPaHEHUA CMOTpUTE B
MHCTPYKUUW, Npunaraemomn K Habopy.

2. YcTaHOBKa matepuanos (peareHToB)

BHeceHWe B cnUCcoK maTepuranos aHannsaTtopa (Material List) HoBbIX peareHToB.
B cTpouKe MeHIo Bbibpaem onumio Setup\YcTaHoBKa

Instrument Actions Analysis QC Calibration NPP [Sebpj System Help

B Bbinagatoliem cnucke Bbibupaem onunio Material List\Cnncok matepunanos.

#L ACL TOP Family - ¥Yersion 4.4.0 - [Calibration Status List]

Instrument  Actions Analysis QC Calibration NPP |Setup Systern Help

' Vial Lists
3 e o E [Viaterial List
] " A % Test List
i Job Stat a
Test Code’ Calibrator ob Status Un Q Clist Last ¥

MoABMTCA CNUCOK MaTepranos (PeakTMBOoB).



4L ACL TOP Family - Yersion 4.4.0 - [Material List]

Instrument  Actions  Analysis OC  Calibration NPP Setup Systern Help

2| 2

3 RS

o

)

nHdopmauma. HuKe nokasaH npumep g5 3ano/IHEHMA peareHTa TPOMOUH.

wr R o o 4
j) £ 10 e [ = ij - | ™ 4
4y MName ¢ | Type | ﬁ' | 4 | 413 ‘ bL‘ ‘ Lot ID | Exp. date |
LPTT-SP Intermediate reagent O O MNO91 7362 09/2013
APTT-5P Caclz Start reagent O NO917375 09/2014
AT Lig Fxa Intermediate reagent O O
AT Liq Substrate Start reagent O
Clean B Clean O
Clean B Diluted Clean O
C-Dirner High Control Cuality Conkrol O O B11789 02/2014
D-Dirmer HS Buffer Intermediate reagent O E11750 04/2013
D-Dirmer H5 Cal  alibrator/MPP O B11780 042013
D-Dimer HS Latex Start reagent E11780 04/2013
D-Dirner Low Conkrol Cuality Conkrol O O B11789 02/2014
Factor Diluent Sample Diluent O
Fib-C Start reagent O
Fib-C Abn Contral Cuality Control O O
F2I1I Buffer Inkermediabe reagent O O
FXIII Diluent Sample Diluent O O
F2III Latex Start reagent O
HemnosIL Cal Plasma CalibratorMPP O EO0516325 06/2014
High &bn C Unassayved Cuality Conkrol O O
High Abn C. Assayved Cuality Contral O O NOB16330 06/2014
Lows Abn C, Assayed Cuality Conkral O O Mi118082 112014
Low Abn . Unassaved Quality Control O O
Low Fib Contral Quality Contral O O
Mormal C. Assayved | Quality Contral O O M1118092 11/2014
Mormal C. Unassayed Quality Contral O O
[ SN By Y RN ) PRl et a a a a R4S Ao PR T

3atem Ha naHenu onepaumii BbibMpaem 3Havyok Add a New Material\[o6asuntb HOBbIN MaTepuan

Bo sknagke Material Definition\OnuncaHue matepuana 3anosHaem auct General Information\O6wan

BHMMAHMUE: BCE BHOCUMbIE AAHHBIE UTK UX USMEHEHUA HEOBXOANMO COXPAHATb HAXKATUEM

NMUKTOrPAMMDI 3 HA NAHE/IN ONEPAL A BO U3BEXXAHUE YTEPU UHOOPMAL UM,

General Information Stir, Rinse & Clean Information | Lot Specific Information
Material index: I 661 Category: i Reagents ZI
Material name: I Thrombin TS Material type: f Start Reagent j
Manufacturer: I TS Bottle type: | 10mL ﬂ e
—Yolume tracking —On-board stability
¥ Enable volume threshold: 0.4 ﬂ mL [V Enable on-board stability tracking
On-board stability: I 48 j Ichur:: j

¥ Enable warning threshold: l

1 __.:_'_I IHours j

IV Enable expiration tracking

IV Test not feasible when stability is expired

IV Enable warning threshold:

30 i" Days

~ Location information

Track Identifier

Rack Identifier

Rack Pos.Identifier

Lot ID




Ll,Md)pOBOE o603HayeHMe BHOBb BBOOUMDBIX peareHToB NpncBanBaeTCcA aBTOMaTtn4eCku, none Homep

maTepuana\ Material Index He 3anonHsaem.

PeakTtuns TpombuH ana TB KannbposouyHas
nnasma
HasBaHue B TT Thrombin TS CALIBTS
aHanmsatope \
Material Name
Mpowussoautens \ TS TS
Manufacturer
«MepTBbIit» 06bem \ 0,4 0,4
Volume threshold
KaTeropma matepuana PeareHT\Reagents Kannbpatop
\ Category (HopmanbHas
nynpoBaHHasn
nnasma) \ Cal/NPP
TMn matepuana \ CrapToBbIit peareHT\ Kannbpatop
Material Type Start Reagent (HopmanbHas
nyInpoBaHHasn
nnasma) \ Cal/NPP
™mn ¢nakoHa \ Bottle 10 ml 4 ml
Type

Boingute B meHto SETUP B MATERIAL LIST

BHecuTe MHPOPMALMIO O HOMEpPaX JIOTOB U CPOKAX rOAHOCTU AA KaXKA0ro peakTuea Habopa:

Bo Bknagke "Lot Specific Information (MHpopmauua o note)" nocrasbTe ranouky B okouwke "Enable lot
management (Bkatountb ynpasneHue notamu)" 1 BBegUTE HOMEP J10Ta U CPOK FOAHOCTU B CEKLMIO
"Active lot (AKTUBHDIN noT)", B nona "Lot ID (MaeHTuduKauua nota)" u "Expiration date (Cpok
rogHocTtu)". Homep noTta 1 cpoKk rogHoCTM BBOAATCA C KOPOOKM ¢ Habopom.



#L ACL TOP Family - Yersion 4.4.0 - [IL Material Definition - Start reagent PT RecombiPlasTin]

Instrument  Actions  Analysis QC Calibration NPP Setup Systern Help

2 1P A @ 5 < d Bi B3 b3
‘ 3 O j j ) ™ S a 2 95
General Information I Stir, Rinse & Clean Information lLot Specific Information l l

[v Enable lot management

Enable alternate lot

Lot ID;

Lot ID: |

Expiration date: ]January L] [ 2014 =] Expiration date: November % —I
| ]
| Enable extended expiration date [ | Enable extended expiration date
Expiration date: [ruoven-.be: ¥ ‘ 2003 j Expiration date: November v 2003 :JI
[ 151 value [¥ 151 value
151 value: = 151 value: =

Lot specific comment

Lot specific comment

3. YcTaHOBKa TeCcT-npoToKona

B cTpouKe MeHIo Bbibrpaem onumio Setup\YcTaHoBKa

Instrument Actions Analysis QC Calibration NPP [SERD] System Help

B Bbinagatoliem cnucke sbibupaem onumio Test List\Cnuncok Tectos.

Imstrument  Actions  Analvsis

?

2086 -V

7w $.

QOC  Calibraton MNPP | Setup System Help
Wiall Lists
Material List

) Bl Test List |
44 | SampleID | Date & Time 3 zd | | V|1 | : Lsp
JC List
n... ' . o |
Test Profiles List
01 2300201100214 | P T [T ¥ | ¥ |ac QC Profiles List 77
MoABMTCA CNUCOK TECTOB.
Ll Code / Name ﬁu LIS Acq. Time MNo. Reps. Unit Normal Range _3/ Al 2%
|APCR 1 apcrl basale no W O 461 240 1s
APCR 2 apcrz attivako no ¥ = 463 240 1s
|APCR v- APCR V without APC 226 250 1s O
| APCR Y+ BPCR. Y with APC 225 50 1s ]
|APTT BPTT Synthasi 9z 120 1 Ratio 0,80 1.25
|APTT* BPTT SPECIAL O 412 500 1 Ratio 0,80 1.25
| APTT-5F BPTT SynthaFax O 418 120 15 -999999.9 999999.9 O
| APTT-5P BPTT Syn Phospholip g4 120 15 -999999,9 999999,9 O
a7 antithrombin Liquid 2071 20 1 % 60 130 [l
(AT 12 AT 1:2 (14+81) O 288 20 1 % 60 130 O
|aT_ antithrombin 199 20 1% 70 130 O O
oD D-Dimer 250 300 1 mgjfL 0.00 0.25 [

Bbibupaem tect TT5, oTMeYaem «rano4ykom» nosne cnesa oT Hero.




Instrument Actions Analysis QC Calibration NPP  Setup System Help

=i ; ~ 4

‘ J) -’J ,):) = ,\—"EAI f] I T gl ™
4 Code ° ‘ Name l @ | LIS Acq. Time l No. Reps. ‘ Unit Normal Range \ 3’ l i
__|Riva Riva antiXa | 252 80 1 ngfmlL -999999,9 999999,9 O v
| |QFALow Q.F.4. Thrombin Low 2] 2061 120 1 mgjdL -999999 999999 [ 2
|oFa Q.F.A. Thrombin ] 2001 120 1 magjdL -999999 999999 ] v
w [175 TT5 Thrombin 2 1310 100 1s 9,4 12,5 4 2}
| |PR PT-Fib Recombinant v 151 100 1s -999999,9 999999,9 2 O
PT H5+ PT HS Plus vl 91 100 1's -999999.9 999999.9 vl 2

3aTtem HaxKnmaem NMUKTOrpammy \ﬁ} Ha naHenn onepau,mﬁ n Konupyem ,D,aHHbIﬁ TECT-NPOTOKO.

A

2

=]

Y

MNoasnaeTca cnegyowee MeHo 4714 3anN0/IHEHUA TeCT-NPOTOKOAA.

INSTrument  ACUONS  Analysis QU

Calpraton

NEF - Setup  System  Help

213 q @

¥ f

—

3
i Test Definition - TT5
General information
Sample pre-dilution
Alternative pre-dilution
B DR Parameters
B Primary wavelength
Wavelength definition
Raw data checks
Normalized data checks
Primary algorithm
Secondary algorithm
Result units
=] Calibration
Automatic dilution
Pre-diluted calibrators
Parallelism
Mormal Pool Plasma

Rerun - Rules

| |

[~ Acquisition - wavelength

[~ Acquisition - time

Primary wavelength: Standard time: 100 j s
Delay time: | 5 j 5
[V Enable extended test mode
il
. 320 =
Extended time: Sl
LIS number: 132 Test code:
~Load cycle
Mumber of replicates: | 1 %_1]
44 Material Name Type Load Yolume | Incubation Range
Sample 80 55,000 - 360,000
Thrombin Start Reagent 80

Total cuvette volume:

150 ul

|[ Consistency Check. (Double click to go to the inconsistency).

B 3TOM OKHe cneBa B AiepeBe NPOBOAHNKA MOXKHO BblGMPaTb Pas/iMyHble BKAALKM (4BOMHbBIM LLLETYKOM
mbiwn). CnpaBa oTobpaykaeTcs BbIOPaHHAA BKAAZAKa C Pas/IMYHbIMK NapameTpamn. BHU3y pacnonorkeHa
cTpoka “Consistency check (MpoBepKa HacTpoek)”. B 3Tol cTpoKe BbiBOAATCA cO0bLeHMA 06 olwmnbKax u

NPOTUBOPEYNAX B NApPaMeETPaxX TeCTa, a TaKXKe 06 OTCYyTCTBUU HGO6XO,CI,MMbIX AaHHbIX (Hanpwmep, 06

OTCYTCTBMM 3HaYeHUn KannbpaTopa).

Ecnv B CTpOKE HET COOBLLLEHWNI, 3HAUUT, TECT HACTPOEH NPABU/IbHO, U BCE HEOBXOAMMbIE faHHble
BBeAeHbl.Ecv B cTpoKe ecTb cooblieHna 06 owmnbKax n/mam 06 oTcyTCTBMM HEOHX0AMMOW MHPOPMaLUN,

5



TeCT BbINONHATLCA He byaeT. OWMBKM HYKHO YCTPAHUTb, HeAoCTatoLWyo MHGopMaLnio Heobxogumo
BBecTu. CneBa B AepeBse NPOBOAHMKA BKIAAKa, B KOTOPYIO HYXKHO BHECTM HegoCTatowyo nHGopmaumio
(nnn ncnpasuTb OWKBKY) ByaeT oTMeyYeHa KpacHbIM WPUGDTOM M BONbLUMM KPacHbIM KPecTom.

Heobxoammo Beectu koa Tecta TT TS B cOOTBETCTBYlOLLEE NO/e, 3aTem Ha3BaHue Tecta TT TS
(pacwmpeHHbI BapnaHT Koga) u Kog Tecta 4842

Instrument Actions  Analysis QC Calibration NPP  Setup  System  Help

21 d § @

3 TestDefinition - TTTS
B Analytical cycle definition
‘ Sample pre-dilution
Alternative pre-dilution
5] DR Parameters
B Primary wavelength
Wavelength definition
Raw data checks
Normalized data checks
Primary algorithm
Secondary algorithm
Result units
5] Calibration
. Automatic dilution
Pre-diluted calibrators
Parallelism
Mormal Pool Plasma

Rerun - Rules

< | ]

mGeneral information

ITest code: | TTTS IIrest name: l TS

I LIS number: | 4842 I Test number: 13 [V Il test

] For inyestigation onfy

- Assay

Assay release number: ’ 7.4

Test modification number: 220

User revision comment: |

1L revision comment: [

[} Enable as shadow test

Parent kest: 5

[ Enable as paired test

Master paired test:

[ T

[ Enable paired test dependency.

Mepexogum K BKAagKe Analytical cycle definition. Hakumaem Ha HaMMeHOBaHWE N3MEHSAEMOTO peareHTa.




Instrument  Actions  Analysis QU Lalibration

NFP - setup  bystem  Help
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5 TestDefinition - TTTS
General information
o
Sample pre-dilution
Alternative pre-dilution
B DR Parameters
= Primary wavelength
‘Wavelength definition
Raw data checks
Normalized data checks
Primary algorithm
Secondary algorithm
i Result units
B Calibration
Automatic dilution
Pre-diluted calibrators
Parallelism
Normal Pool Plasma

Rerun - Rules

< | ]

[~ Acquisition - wavelength Acquisition - time

Primary wavelength: W-671 7 nm Standard time: 100 j s

Delay time: 5 j s
I¥ ' Enable extended test mode
ne: 2y =)

Extended time: ElliS

LIS number: 132 Test code:
[~Load cycle

Number of replicates: 1 el

44 Material Name Type Load Yolume | Incubation Range
Sample 55,000 - 360,000
rombin tark Reagent

Total cuvette volume:

150 ul

|[ Consistency Check. (Double click to go to the inconsistency).

Noasnaetca auct Bbl60pa peareHTa 1 ero xapakTepuctuk. BHocMM M3meHeHUA B Ha3BaHMe peareHTa (M3

BbIMaAatoOLLErO CMUCKA) U BPEMEHN MHKYBaLMM COracHO PaCnOOXKEHHbIM HUMKE CXeMaM.

Material/Sample Load Cycle Definition

" Clean & rinse

— Aspiration information

Head volume:
Airgap:

Head volume airgap:

Rinse & clean information
Zl ’7(" Rinse

Time:
0 __—:l_l ul_
- [~ Enable agitation:
15 __’J uL

I 0

Material{Sample volume:

80‘:—l|.:L

Transport airgap:

Total volume:

30

=

I 95 uL

~ Dispensation information
I~ Enhanced dispense
I~ Enable mix

Rinse time after mix:

Mumber of cycles:

i I 50 :ll %
-

1ﬂs

¥ Enable incubation time

Incubation range:

| 20,000 j -

[~ Lock clean & rinse

150,000 j :

Clean & rinse cycles:

Clean material:

ywstem clean

Aspiration cycles:

Clean airgap:

Clean volume:

Clean transport airgap:

Clean total volume:
Hold time:

[~ Enable agitation:

e | el

I 1
I ‘ >

15 ﬁuL
130 ::‘luL

0 ::ljuL

I 145 uL
p—
[

Clean volume {all cycles): 130y

Frequency:

IE?etv-Jer:—n changes in material only L]
i ime: 1 1=

Rinse kime: =S

[” Enable agitation;

R

OK

I Cancel




Material/Sample Load Cycle Definition

. Rinse & clean information
I TT Thrombin TS ZI IP: Rinse " Clean &rinse

Aspiration information Time: I 1 j 5 Clean & rinse cycles: 1 =i

Head volume: 0 :ll uL Clean material:

Airgap: = ML

Head volume airgap: I 0o

[~ Enable agitation: I 1 = System clean v
5 i - £ -

Aspiration cycles: | 1 j

Clean airgap: 15 ilJuL

I MaterialfSample volume: 80 —' HL Clean volime: 120 =
e =
- = = :

Transport airgap: 30 = L Clean transport airgap: 0 —luL

Total volume: I 95 uL Clean total volume: I 145 L

¥ Enable incubation time

 Dispensation information Hold time: 0 j
I~ Enhanced dispense z
I 3 [~ Enable agitation: 1 :J'l
I Enable rmix
Clean volume (all cycles): 130 oL
s - = W Frequency:
Rinse time after mix: 1 j s |Between changes in material anly _'_I
w . i, 1 _"
Mumber of cycles: I 1 j Rinse time: =

[" Enable agitation; I 1 ilJ

Incubation range:

20,000 < - : = [ Lock clean & rinse
| 0,000 = | 150.000 =

OK Cancel

He 3abbiBaem nocne KaXXa0ro 3Tana COXpPaHATb USMEHEHUNA HaXXaTUeM 3Ha4Ka

Mepexoanm Ha BKnagky Result units:

— e e e ey e .

)y @ ol 2 —

|« d BdoBY B3

3 Test Definition - TTTS Result unit definition

General information 7

=) i
= Analytical cycle definition Seconds 1M S

Sample pre-dilution _ | Ratio  Calculated  Ratio
Alternative pre-dilution

1 10.3 16.6
v 2

=] DR Parameters L.

‘Wavelength definition
Raw data checks

l
E
= Primary wavelength — {
[
[
Normalized data checks | | {

]
]
]
]
]
]
]

Unit Unit Type l Label I@Idec[ Normal Range Therapeutic Range I Linear Range [ Test Range
v

5.0 300.0

Primary algorithm

Secondary algorithm - Patient result selection - Primary unit cfg.
m Unit 1: [Seconds Yok
= alibration | Seconds :J

Automatic dilution Unit 2; [

Measured result curve display settings
[V Enable auto scale

| Raw

o
[V Enable max difference

(* Normalized (Absarbance)

P i I
; Unit 3: [
Parallelism

Normal Pool Plasma Unit 4: [

Max difference: 10 j %

ol ) f [«

Y-Axis minimum; Y-Axis maximum:

Darviin - Didae

I 0,000 5| |JUUO.UOU _'Jrnﬁ.bs

HacTpanBaem, Kak NOKa3aHO Ha pUCyHKe, Ll,VId)pr paa6poca HOPMa/1IbHOIro 3Ha4eHnA B CEKYyHOaX 6epeM n3

nacnopTa K Habopy.

Mepexoanm K Bknaake Normal Pool Plasma.




BHecuTe OPMEHTMPOBOYHOE 3HauYeHue B ceKyHaax NPP Kak NoKa3aHo Ha pUCyHKe Huxe (aaHHble 6epyTca
M3 nacnopTa K Habopy).

4L ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - APTT Syn Phospholip - Normal Pool Plasma] -8 x|

Instrument  Actions  Analysis QC Calibration NPP Setup System  Help

2| ¥ A e L« 4 B B3 B3

3 Test Definition - TTTS [V Enable NPP
General information
= Analytical cycle definition General Frequency
Sample pre-dilution [ - i
NPP mode: | User input NPP value v
Alternative pre-dilution =z
= DR Parameters [ Enable adjust calibration to NPP
= Primary wavelength
Wavelength definition NPP material: ‘ ¥
Raw data checks
e idiles Derived from calibration
Normalized data checks
Primary algorithm Method: lr’»:' an of calibration point replicates Y
Secondary algorithm Calbration point: [ =
Result units =
= Calibration NPP value: [ =
Automatic dilution NPP: ‘ 135 ,,:JJ s
Pre-diluted calibrators ==
Parallelism
Normal Pool Plasma
Rerun - Rules
0
Mo OKOHYaHUK HaAXKMUTE Ha ANCKeTy , YyTObBI COXPaHUTDb .

Mocne HacTpoKK TecTa He06X0AMMO NPOBEPUTb, aKTUBUPOBAH N OH. Ecin TecT akTUBMpPOBaH
(BKkntoueH), To B meHto SETUP =  TEST LIST HanpoTMB HEro CTOMUT ra/iouKa B nocnegHel KonoHKe.
B AR

Instrument  Actions  Analysis QC Calibration NPP  Setup Systern  Help

El : w 4

22— A1 74 a
Ral Code ¥ ‘ Name \ bL' | LIS Acq. Time ‘ No. Reps. Unit Normal Range I x’ l i
_ [riva Riva antixa ] 252 80 1 ngjmlL -999999,9 999999,9 O 2
| |QFALow Q.F.A. Thrombin Low ] 2061 120 1 magjdL -999999 999999 v v
| |QFA Q.F.A. Thrombin vl 2001 120 1 magfdL -999999 999999 4 v

TS s 7] 1310 100 1's 103 166 v ¥
. |PTR PT-Fib Recombinant vl 151 100 1s -999999,9 999999,9 v 4]

PT HS+ PT HS Plus vl 91 100 1ls -999999.9 999999.9 vl 2l

Ecnm TecT He aKTMBMPOBaH (HeT raIouku B NocneaHel KONOHKe), ero HeobXxoaMMO aKTUBMPOBaTb
(BKNIOUUTD).

[lnA 3TOrO LWeNKHWUTE MO CepoMy NOJIKO CeBa OT Ha3BaHMA TecTa, YTobbl Ha CEPOM MoJie C/1eBa OT Ha3BaHuA
TecTa NoABMAACh KPacHas rasioyka, M 0AMH Pas HaXXMUTE Ha KHOMKY "BKAOUUTL / BbIKAOUYUTD

~ n ‘a]
Bbl6pPaHHbIN TecT

Mocne HacTpoiiku Tecta B meHio TEST LIST Bam Hy)XXHO TaKyKe caenatb caeayiouiee:
1. BKAOUMTb TECT B OKHO 3aKa3a TecToB A4/ nNpob.

2. BKN1OUYMTb TECT B OKHO NPOCMOTpPA pe3y/IbTaTos.
3. BKNIOUMTb peaKkTUBbI ANA JAHHOIO TecTa B OKHO UAeHTUPUKaLMM peakTUBOB.

1. Yto6bI BKNIOUMTb TECT B 3KPaH 3aKa3a TecTos ana npob, sbibepute meHio SETUP >  DISPLAY
TEST PROGRAMMING WINDOW.
OTKpPOETCA OKHO MPOrpamMMMpPOBAHMA OKHa 3aKa3a TecTos.




Program Tests and Profiles Placement Window i

. : A Available tests: B Available profiles: €
Test lProﬁIes I Factors I Protein C chrom I APTTMix EEDiier

APTTMix(E) LAC
APTT-SP Protein C

PT-RP APTT-SP Fib-C ATT-3RE) Routin

AT LIQ 178 LAC-5

LAC-C DD SCT-S
Fib-RP{E)
FII-HS+

SCT-C APTTMix DDHS FII-HS+(E)
FII-HS+({P)
FII-RP

Add Tab Remove Tab l Cancel |

CneBa Bbl yBuamMTe Balle OKHO 3aKa3a TecToB (pamKka A), cnpasa — A,Be KOJNOHKM:
Available tests - cnncoK TecToB, KOTOpPblE HACTPOEHbI U aKTUBHbI B MeHto SETUP - TEST LIST (B),

Available profiles — cnucok npoduneit Tectos, KoTopble co3aaHbl B meHto SETUP > TEST PROFILES LIST
(C) (*npogpuns mecmos — smo epynna mecmos, Komopbie 3anyCKarmMCcs HaXamuem Ha 00HY KHOIMKY).

B aTOM OKHe Bbl MoKeTe A,06aBNATb HOBble BKIAAKU B OKHO 3aKa3a TeCToB (419 3TOro HaXKmMuTe Ha
KHonky “Add Tab”) unun yaanaTb cylecTsytowme BKAaLKM U3 OKHA 3aKa3a TeCTOB (415 3TOr0 HaXKMUTe Ha
KHOMKY “Remove Tab”). Ya06HO rpynnmMpoBaTh TECTbl Ha TEMaTUYECKUX BKAaAKax. Hanpumep, MOXHO
co3aaTb BKNaaKy «Routine (PyTuHa)» 1 BKAOUNTL B Hee TecTbl TT TS (TB), n apyrue.

Y106b1 4O06ABUTL TECT BO BK/IaAKY OKHa 3aKasa TecToB, NPOCTO OTKPOWTe 3Ty BKAaAKY (uan co3paliTe,
€CJIM TaKOW BKNaZKM elle HeT) U NepeTaLimuTe B Hee TecT U3 KOJIOHKKU AO0CTYNHbIX TECTOB Ha Ntobyto
cB06OAHYIO KHOMKY. AHAaNOMMYHO MOXHO 406aBUTb BO BKAaAKY Npodu/b TECTOB.

[na Toro, 4Tobbl yAANUTb TECT U3 KaKON-NMBO0 BKNAZAKM OKHa 3aKa3a TeCTOB, OTKPOWTE 3TY BKAAAKY U
neperaLuTe N3 Hee TEeCT B KOJIOHKY AOCTYMNHbIX TECTOB. AHANOMMUYHO MOXHO YaanuTb Npoduib TeCTos.

Boiigute 8 SETUP > DISPLAY > TEST PROGRAMMING WINDOW
BbibepuTte Bknaaky ROUTINE (Kak npumep uam niobyto gpyryto) n nobasbte TecT TT TS Ha 3Ty BKAAAKY.

10



Program Tests and Profiles Placement Window ' ll

us | THROMBOPHILIA | anTicoagud | | ~ Avalabletests: - Avalable profies:
ROUTINE fuupus | —* APCR Y- LA SCREEN

APCR Y+ PROST COAG
APTTMIX RAZY COAG

APTTMIX(E
APTT-SP(E)

APTT-S5
APTT-SS(E)
Fib-C AT LIQ PLG el
AT LIQ
DDHS
DDHS PI DDHS(D)
Fib-C
Fib-C H
Fib-C L
PROST COAG RAZY COAG Fib-RP
Fib-RP(E)

FERE B

Add Tab Remove Tab OK Cancel

2. Y106bI BKNIOUMTb TECT B OKHO NPOCMOTpa pe3ynbTaTos, Bbibepute meHio SETUP > DISPLAY
- SAMPLE LIST SETTINGS > VIEW
OTKpoeTcA OKHO NPOrPamMMMPOBAHNA OKHA MPOCMOTPA pPe3y/1bTaTos

sample List Display Settings i

NN e A AT

Available columns:

APTT-5P
APTT-55
ARIXTRA

DDHS

Fib-C

Fib-CH

Fib-C L —
Fib-RP

FII-RP

FIx-5P

FIX-55

FVIIL-SP

FVIII-S5

FVIL-RP

FV-RP

FXIII Ag |
Available test unit columns:

s
Ratio >

11



Csepxy Bbl yBugmMTe pasHble BKAAAKM OKHA NpocmMoTpa pe3dyabTtaTtos (A). Mpu Bbibope Kako-1nbo
BK/IagKM oTobparkaetcs ee HasBaHue (B), a B cnvcke "Scrollable columns” (C) — TecTbl, pe3yibTaThl
KOTOpPbIX Bbl BUAUTE B OKHE MPOCMOTPaA Pe3yAbTaToB, €C/IN BbibMpaeTe AaHHYIO BKNAAKY:

dlv

= View...
ROUTINE

v URGENT
LUPUS
APC RESISTANCE
FACTORS
SPECIALTY
Setting 7
Setting 8

YT06bI A,062BUTbL TECT B KaKYI-AM60 BKNIAAKY OKHa NPOCMOTPA Pe3y/ibTaToB, NPOCTO BblibepuTe 3Ty
BK/IagKy (MK, ecnv TaKol BKNAZKM elle HeT, Bbibepute HEUCMNOIb3YeMYIO BKIAAKY U BBeAUTE s Hee
Ha3BaHue), nepeiaunTe B cnmcok "Scrollable columns", BbIBepunTe HYXKHbIN TECT B 1€BOMN YaCTM 3KpaHa B
ctonbue "Available columns" 1 HaxkmuTe Ha KHonKy ">". TecT noABMTCA B NPaBOM YacTW 3KpaHa B cTonbue
"Selected columns". Haxxmute "OK".

Boitgute 8 SETUP > DISPLAY > SAMPLE LIST SETTINGS > VIEW
BbibepuTe Bknagky ROUTINE (Kak npumep unu nobyto apyryto) u gobasbte Tect TT TS B cnucok

0T06pa)+(GEMbIX TECTOB.

12



Sample List Display Settings _’_‘J

Setting 1 SettlnngSettth lSettth ISOtti\gS ISetthqé |Setﬁ'lg7 ISettth I

Configuration name: | | Rourve |
s |

Available columns: Selected columns:
APCR -+ m
APTTMIX
APTT-SS Fib-C
ARIXTRA Fib-CH
Fib-RP Fib-C L
FII-RP AT LIQ
FIX-5P — > PLG
FIX-55 _— DOHS
Free PS Pl
FYIII-SP <
FYIII-55
FYII-RP
FY-RP
FXIII Ag
FXIIH
FXII-5P ~|

Available test unit columns: Selected test unit columns:
5
TR >

< |

3. YT0o6b! BKNIOUNTb PEaKTMBbI ANA AAHHOTO TecTa B OKHO UAEHTUOUKaAL MK peaKTUBOB, BbibepuTe MmeHIo
SETUP - DISPLAY > MATERIAL PROGRAMMING WINDOW

OTKpOETCA OKHO NPOrPaMMMPOBAHNA OKHA MAEHTUOUKALUN PEAKTUBOB.
j Program Materials Placement Window x|

; <> Available materials:
SAMOE CHASTOE [GENERAL | RouTive | RoL ] *] Anti PS MAb Latex

-~
APC APC{CaCl2 =
APC APTT J
APC CaCl2

APC Control Level 1

APC Control Level 2

APC F¥ Reagent

ProClot Working APTT-SP

Dil APTT-SP CaClz

APTT-SS

APTT-SS5 CaCl2

AT Liq FXa

AT Liq Substrate

C4BP Latex

CA REAGENT

CleanB

Clean B Diluted

D-Dimer High Control ~|

T T T T [ x| comel |

Cnesa Bbl yBugute Balle okHO naeHTUudUKaumm peaktneos (A), cnpaBa — KosoHKY "Available materials" co
CMUCKOM BCEX AOCTYMHbIX PEaKTUBOB.

B 3TOM OKHe Bbl MorKeTe £,06aBNATb HOBble BKNAAKU B OKHO UAEHTUDUKALMU peaKTUBOB (415 3TOro
HaxkmuTe Ha KHonKy “Add Tab”) nnun yaanatb cylwecTsyolme BKNAAKN U3 OKHA UAEHTUDMKaLUK
PeakTMBOB (418 3TOro HaXXmuTe Ha KHoMKy “Remove Tab”). Y0o06HO rpynnupoBaTtb peakTuBbl Ha
TEMATUYECKUX BKAaAKax. Hanpumep, MOXKHO c034aTb BKAAAKY «HacToe» 1 BKAOYUTb B HEE BCE PEaAKTUBDI,
Y KOTOPbIX HET WTPUX-KOA0B 4J/18 aBTOMATUYECKON MAEHTUPUKALLMM M KOTOPbIE, TaKMM 06pasom, Bam
NpUXoAMUTCA BCeraa NaeHTMOMLMPOBaTb BPYYHYIO.

LA NEG DILUENT LAC Screen LAC Confirm

13



YT06bl f,06aBUTb PEAKTUB B KaKyl-1MO0 BKNAAKY OKHA MAEHTUPUKALMMN PEAKTMBOB, MPOCTO OTKPOMTE 3Ty

BKNAZKY (MM co3faiTe BKNAAKY, €C/IM TaKOM BKAALKM eLLe HEeT) U nepeTawmTe B Hee PeakTUB U3 KOJIOHKM

OOCTYMHbIX PEAaKTUBOB Ha CBOBOAHYIO KHOMKY.

YT06bl YAANUTL PEAKTUB M3 KaKON-1M60 BKAAAKM OKHA MAEHTUGUKALMM PEAKTMBOB, OTKPOITE 3Ty BKNAAKY
W NepeTaLnTe U3 Hee PeakTUB B KOJIOHKY AOCTYMHbIX PeaKTUBOB.

Bongute B SETUP > DISPLAY > MATERIAL PROGRAMMING WINDOW
BbibepuTe Bknaaxy ROUTINE (Kak npumep unm nobylo apyryto) u nobasBbTe BCe peakTusbl and Tecta TT

TS Ha a1y BKkNagKy: TT Thrombin TS (peareHT TB).

Program Materials Placement Window x|

«» Available materials:
SAMOE CHASTOE | GENERAL IRO“"'LJ Anti PS MAb Latex

APC APCJCaCI2

APC APTT
_ APC CaCl2
APC Control Level 2

APC FV Reagent
APTT-SP

AT Liq Substrate AT Liq FXa PLG Streptokinase APTT-5 Eotl

APTT-SS

APTT-SS CaClz

Thrombin PLG Substrate Fib-C AT Liq FXa

AT Liq Substrate

C4BP Latex

CA REAGENT

D-Dimer HS Buffer |  D-Dimer HS Cal | D-Dimer HS Latex Clean B

Clean B Diluted

D-Dimer High Control -/

Add Tab Remove Tab [ o ] Cancel |

[»

MocTaBbTe Ha 60PT BCe peaKTUBbI U KAIMGPOBOYHYIO N1a3my.
BbINoNHUTE KOHTPOJIb KauecTBa. Ecn KOHTPOIb KauecTBa NpoiAaeH, TeCTUPYINTE NAa3Mbl NALUEHTOB.

14



MpoToKon aganTtauumn Habopa peareHToB
«XpomoTex-AHTUTPOM6UH» (aBTO)
(kaT. Ne 733) Ha 250 onpeaeneHuii
npoussoactea 000 ¢mpmbl «TexHonorna-CTaHZapT»
019 aBTOMATUYECKOro KoarysiomeTpa

«ACLTOP»

Habop «XpomoTex-AHTUTPOMOUH-ABTO» NpeaHa3HavyeH aaa onpeaeneHmsa KOHUEHTpauun (B NpoLeHTax ot

HOPMbI) PU3MONOTMYECKOTO aHTMKOArynaHTa aHTuTpombuHa Il (AT Ill) Ha aBTOMATUYECKUX KoarysomeTpax.

Onpegenenune AT Il ucnonbaytoT ana anarHoctnkm ABC-cMHAPOMA M reMaToreHHbIX Tpomboduanin, KoHTpona

33 1IeYEeHUEeM 3TUX COCTOSHMIA C UCNOb30BaHMEM renapumHa 1 npenapatos Kposw.

OcTaTo4yHas aKTMBHOCTb TPOMOBWHA oOnpeaenserca no CKOPOCTM

AT Il pa3BeseHHON wccnegyemol naasmbl B MPUCYTCTBUM remapuHa ObiCTPO MHAKTUBUPYET TPOMOUH.

boToMeTpuYECKM. ABTOMATMUECKUIA KOaryJIoMeTp Perncrpupyetr M3MeHeHWe ONTUYECKOM MNJI0THOCTUM npu

AnnHe BonHbl 405 HM € TeyeHnem BpemeHNU.

AT NI (o6pase) > AT lll-TpombuH
+ renapuvH +
TPOM6V|H (136bITOK) TPOMGV'H (ocTaTok)

TpOM6MH (ocTaTok)

z-Ala-Ala-Arg-pNA.HBr > z-Ala-Ala-Arg-OH(HBr)

+

pNA

Cocras Habopa:
1. XpomozeHHsbil cybcmpam (nModuUnbHO BbICYLEHHbIN), Ha 5 mn - 3 ¢n.

2. TpombuH (nModunbHo BbicyleHHbI), 30 ea. NIH — 3 ¢n.
3. KoHMposbHAA naa3ma ¢ U3BecTHbiM coaeprkaHmem AT Il (ninodunbHO BbicyweHHas), Ha 1 mn - 1 .

4. Pacmsopumens 0458 mpombuHa, 10 mn - 3 dn.

1. MpurotoBneHue peareHTOB ANA aHaNAU3a

NHdopmaumio cocTaBy Habopa, Mo NPUTOTOBIEHUIO PEAreHTOB N YCI0BUAM UX XPaHEHNA CMOTpUTE B
MHCTPYKLUNK, NpUAaraemoii K Habopy.

2. YcTaHOBKa maTepuanos (peareHToB)

BHeceHMe B CMMCOK MaTepuanoB aHaiu3atopa (Material List) HOBbIX peareHTOB.
B cTpouKe MeH!o BbibMpaem onuuio Setup\YcTaHoBKa
Instrument Actions Analysis QC Calibration NPP System Help

B Bbinagatoliem cnucke sbibnpaem onuuto Material List\Cnucok matepuanos.
1

rMAPOAN3a XPOMOreHHoro cybctparta



4L ACL TOP Family - ¥Yersion 4.4.0 - [Calibration Status List]

Instrument  Actions Analysis QC Calibration

NPP |Setup Systern Help

) P J»l. E! a | I_ i S tr:',
3 A Material List
% Test List
Test Code’ Calibrator Job Status Un . Last ¥:
QC List
MosBuUTCA CANCOK mMmaTepmnanos (pea KTU BOB).
4L ACL TOP Family - Yersion 4.4.0 - [Material List]
Instrument  Actions  Analysis QC Calibration NPP Sehup System Help
— G v . 1
|2+ 2 —|7-# B - « |
4y Name ¢ | Type | ) | 4 | 413 | L] | Lot ID | Exp. date |
LPTT-SP Intermediate reagent O v O W MO917362 09/2013
APTT-5P Caclz Start reagent [w] [w] O W NO917375 09/2014
AT Lig Fa Inkermediabe reagent O v O v
AT Lig Substrate Skart reagent [w] [w] O =]
Clean B Clean O v v v
Clean B Diluted Clean O [w] = =]
C-Dirner High Control Cuality Conkrol O v O W EBl117E9 02/2014
D-Dirmer HS Buffer Intermediate reagent O [w] = W B1i7a0 04/2013
D-Dirmer H5 Cal  alibrator/MPP O W M M Bl 042013
D-Dimer HS Latex Start reagent [w] [w] = W B11730 04/2013
D-Dirner Low Conkrol Cuality Conkrol O v O W EBl117E9 02/2014
Factor Diluent Sample Diluent O vl v] v]
Fib-C Start reagent v v O vl
Fib-C Abn Contral Cuality Control O vl O v]
F2I1I Buffer Inkermediabe reagent O v O v
FXIII Diluent Sample Diluent O [w] O v]
F2I1I Latex Start reagent v v O v
HemnosIL Cal Plasma CalibratorMPP O [w] v W  EDsle32 06/2014
High Abn C Unassayed Cuality Conkral O v O v
High &bn ., Assayed Quality Control O v O W MOB18330 0g/2014
Low 8bn C. Assayed Guality Contral O w] O W millsosz 11/2014
Low Abn . Unassaved Quality Control O v O v
Low Fib Contral Quality Contral O w] O v
Mormal C. Assayved | Quality Control O v O W M1118092 11/2014
Mormal C. Unassayed Quality Contral O [w] O v
[ SN By Y RN ) PRl et a a a L N e T ] PR T

3atem Ha naHenu onepaumii BbibMpaem 3Havyok Add a New Material\Jo6asuntb HOBbI MaTepuan
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Bo Bknaake Material Definition\OnucaHne matepuana 3anonHsem auct General Information\O6uwasn

nHbopmauus. HuKe nokasaH npumep ANs 3anoHeHUs peareHTa XpomoreHHbin cybctpar AT Il gns

Habopa «XpomMoTex-AHTUPOMOUH-ABTO».

BHUMAHMUE: BCE BHOCUMBbIE AAHHbIE NI UX USMEHEHUA HEOBXOAUMO COXPAHATb HAXKATUEM

)
NMUKTOIPAMMDI a HA NMAHE/IN ONEPALMIA BO U3BEXXAHUE YTEPU UHGOPMALUMN.



General Information

Stir, Rinse & Clean Information

| Lot Specific Information

Material index: 501 Category: i Reagents Z]
Material name: I AT SUBS TS Material type: [ Start Reagent .'_I
Manufacturer: I TS Bottle type: IIUmL d| Crent
—Volume tracking —On-board stability
¥ Enable volume threshold: 04 j‘ mL [V Enable on-board stability tracking
On-board stability: I 48 :ll IHl:xurs ;J
IV Enable warning threshold: ' 1 j IHours :]
IV Enable expiration tracking IV Test not feasible when stability is expired
IV Enable warning threshold: 30 ﬁ Days

r~ Location information

Track Identifier

Rack Identifier

Rack Pos.Identifier

Lot ID

Ll,Md)pOBOE o603HayeHMe BHOBb BBOOAUMDBIX peareHToB NpncBanBaeTCcA aBTOMaTn4eCKku, none HOMep

maTepuana\ Material Index He 3anonHsaem.

Peaktus XpomoreHHblI TpombuWH K dus.pactsop KannbposouHas
cybcTpat AT Il Habopy AT IlI nnasma
HasBaHwue B AT SUBS TS AT THRTS NaCl CALIB TS
aHanusatope \
Material Name
Npoussogutens TS TS TS TS
\ Manufacturer
«MepTBbI» 0,4 0,4 0,4 0,4
obbem \
Volume
threshold
KaTeropusa PeareHT\Reagents | PeareHT\Reagents | AuntoeHT\Diluents Kannbpatop
maTtepuana \ (HopmanbHas
Category nyAnpoBaHHas
nnasma) \
Cal/NPP
Tun matepunana CrapToBbIit MpomeKyTOoUHbIN PacTtBop ana Kannbpatop
\ Material Type peareHT\ Start peareHT\ pasBeneHun (HopmanbHas
Reagent Intermediate 06pasuos\ nyanpoBaHHas
Reagent Sample Diluent nnasma) \
Cal/NPP
Tun dnakoHa \ 10 ml 10 ml 10 ml 4 ml
Bottle Type

Bongute B meHto SETUP Bl MATERIAL LIST




BHecuTe MHPOPMaLMIO O HOMEpPaX NOTOB U CPOKaxX roAHOCTM A/1A KaXKA0ro peaktusa Habopa:

Bo Bknaake "Lot Specific Information (MHpopmauua o note)" nocrasbTe ranoyky B okolke "Enable lot
management (BKaounTb ynpasneHue notamu)" 1 BBegUTE HOMEP J10Ta U CPOK FOAHOCTU B CEKLMIO

"Active lot (AKTUBHDI noT)", B nona "Lot ID (MaeHTuduKauua nota)" u "Expiration date (Cpok

rogHocTtun)". Homep noTta 1 cpoKk rogHoOCTM BBOAATCA C KOPOOKM C Habopom.

#L ACL TOP Family - Yersion 4.4.0 - [IL Material Definition - Start reagent PT RecombiPlasTin]

Instrument  Actions  Analysis QC Calibration NPP  Setup  Systern Help

2

<=

dd <

q @

General Information

I Stir, Rinse & Clean Information

[v Enable lot management

lLol: Specific Information

Enable alternate lot

Lot ID:

Expiration date: ‘ January lJ [ 2014 i’J Expiration date: November % j
| Enable extended expiration date [ Enable extended expiration date
Expiration date: ‘rwJ-:w,-'erntn:-r v [ 2003 j Expiration date: November v 2003 j

[ 151 value [V 151 value

1SI value: "j 151 value:

Lot specific comment Lot specific comment

3. YcTaHOBKa TeCcT-npoToKoNa

B cTpouke MeHIo Bbibupaem onumio Setup\YcraHoBKa
Instrument Actions Analysis QC Calibration NPP System Help

B Bbinagatolem cnucke sbibupaem onumio Test List\Cnuncok Tectos.

Imstrument  Actions  Analvsis

OC  Calibraton NPP | Setup System Help

= — ial LLists

.l) .'I - .'/ {-‘ 1 -

3 %J V (” ' Eﬁi \;‘ & Material List
; 758 e | v . B Tect List
44 | Sample ID Date & Time | &2 Ml \

JC List
- Test Profiles List o |d
01 zaoezoiiowztés | ) |7 M ac QC Profiles List 77

MoABUTCA CMNCOK TeCTOoB.




Ll Code / Name @ LIs Acq. Time No. Reps. Unit Normal Range ;’ Al ]
|APCR 1 apcrl basale no v O 461 240 15
|APCR 2 apcr attivako no ¥ = 463 240 s
| APCR v- BPCR V without APC 226 250 1s O
| APCR Y+ BPCR Y with APC 225 250 1s [
APTT BPTT Synthasi 9z 1z0 1 Ratio 0,80 1.25
| APTT* APTT SPECIAL O 412 500 1 Ratio 0,80 1.25
| APTT-3F BPTT SynthaFax O 418 120 1s -999999,9 999999,9 ]
APTT-SP BFTT Syn Phospholip a4 1z0 1s -999999,9 999999.9 O
a7 antithrambin Liquid 2071 20 1 % 60 130 [
|aT1:2 AT 1:2 {14+81) O 285 20 1% 60 130 =]
|aT_ antithrombin 199 20 1 % 70 130 [l ]
oD D-Dimer 250 300 1 mgjfL 0.00 0.25 [

Bbibupaem tect AT LIQ, oTMeYaem «rafoyKkoi» nose cieBa OT Hero.

Instrument  Actions  Analysis QC Calibration NPP  Setup Systern  Help

(2> 2 - |40 7-2

3 N
Rl Code ¥ ‘ Name | @ | LIS Acq. Time ‘ No. Reps. Unit Normal Range l S’ |
| [Riva Riva antixa O 252 a0 1 ngjmL -999999,9 999999,9 O
| |QFALow Q.F.A. Thrombin Low vl 2061 120 1 magfdL -999999 999999 vl )
| |ora Q.F.4. Thrombin ] 2001 120 1 mafdL -999999 999999 ] &2
v [AT LIQ ] Antithrombin Liquid 1310 100 1s 9,4 12,5 ] v
[P PT-Fib Recombinant 151 100 1s -999999,9 999999,9 v O
PT HS+ PT HS Plus vl 91 100 1ls -999999.9 999999.9 vl v

w 1‘2 — | H 4 7 - <5

Noasnaetca cnepyroulee MeHo ANA 3aN0JIHEHUA TeCcT-NPOTOKOoa.

Instrument Actions Analysis QC Calibration NPP Setup  System  Help

2 ¥ Q@

i Test Definition - AT LIQ = General information

Test code: | AT LIQ Test name: ’ Antithrombin Liquid
B Analytical cycle definition

Sample pre-dilution LIS number: | 2071 Test number: 13 [V 1L test [} For irvestigation onfy
Alternative pre-dilution

- As5ay

5] DR Parameters

=] Primary wavelength Assay release number: ‘ 7.4

Wavelength definition

Raw data checks Test modification number: i}

MNormalized data checks l

User revision comment:
Primary algorithm

Secondary algorithm 1L revision comment: ’

Result units
5] Calibration

Automatic dilution

Pre-diluted calibrators Parent test: =

Parallelism

Normal Pool Plasma [ Enable as paired test

Master paired test: v

[ Enable paired test dependency.

Rerun - Rules

< [ >

B 3TOM OKHe cneBa B AepeBe NPOBOAHUKA MOXKHO BbIGMPaTb PasiMyHble BKAAAKM (4BOMHBIM LLLEAYKOM
Mbiwn). CnpaBa oTobpaykaeTcs BbIOPaHHAA BKAAZAKa C Pas/IMYHBIMK NapameTpamu. BHU3y pacnonorkeHa

5



cTpoka “Consistency check (MpoBepKa HacTpoek)”. B aTol cTpoKe BbiBOAATCA coobLeHma 06 owmbKax 1
NPOTUBOPEUMAX B NapaMeTpax TeCTa, a TaKKe 06 OTCYTCTBUU HEOBXOAMMbIX AaHHbIX (Hanpumep, 0b
OTCYTCTBMM 3HAYEHUA KannbpaTopa).

Ecnn B cTpoKe HeT cOObLEHWUI, 3HAYUT, TECT HACTPOEH NPABU/IbHO, U BCE HEOOX0AMMble AaHHble
BBeAeHbl.Ecn B cTpoKe ecTb coobuieHma 06 owmnbkax n/mnm ob oTcyTcTBUM HeobxoamMmon nHdopmaLmm,
TECT BbINOMHATLCA He byaeT. OWMNOKM HYXKHO YCTPaHUTb, HEAOCTAOLLY0 MHPOPMaLMI0O HeEOBXoAUMO
BBecTW. CneBa B Aepese NPOBOAHMKA BKNAAKA, B KOTOPYIO HYXKHO BHECTU HeL0CTaloLWYy0 MHPOPMALLMIO
(nnn ncnpasuTb OWIMBKY) ByAeT oTMeUYeHa KpacHbIM LWPUGTOM U BONbLINMM KPaCHbIM KPECTOM.

Heobxoammo BeecTu Kog Tecta AT TS B cOOTBETCTBYlOLWEe None, 3aTem HasBaHue Tecta AT TS
(pacwmpeHHbI BapnaHT Koga) u Kog Tecta 4071.

Instrument Actions Analysis QC Calibration NPP  Setup  System  Help

21 ¥ Q9 @

3 Test Definition - AT LIQ —General information

Test code: | AT LIQ

LIS number: | 2071

General information

Testname: | Antithrombin Liquid
Test number: 13 [V 1L test I For investigation anfy

B Analytical cycle definition

Sample pre-dilution
Alternative pre-dilution

-Assay

5] DR Parameters
= Primary wavelength Assay release number: ‘ 7.4
Wavelength definition
Raw data checks Test modification number: 220

Mormalized data checks -
User revision comment:
Primary algorithm
Secondary algorithm 1L revision comment: ’
Result units
5] Calibration
Automatic dilution

Pre-diluted calibrators Parent test: =;

Parallelism

[ Enable as shadov test

Normal Pool Plasma [ Enable as paired test

Master paired test: v

[ | Enable paired test dependency

Rerun - Rules

l | 2]

Mepexoanm K Bknagke Analytical cycle definition. Haxkumaem Ha HaumeHOBaHME U3MEHAEMOIO peareHTa.



Instrument  Actions  Analysis QU Lalibration

NFP  Setup  System  Help

2| ¥ Qo
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3 TestDefinition - AT LIQ

Normal Pool Plasma

Rerun - Rules

[~ Acquisition - wavelength Acquisition - time
General information
Primary wavelength: W-671 7 Standard time: 100 =
= Analytical cycle definition < J lel) nm : =) &
Sample pre-dilution Delay time: 5 j 5
Alternative pre-dilution
& DRiRerametecs [V Enable extended test mode
=] Primary wavelength
‘Wavelength definition Extended time: 320 j s
Raw data checks 135 : PTRRE)
Normalized data checks R deskeode:
Primary algorithm
Secondary algorithm jkoadicyde
Result units Number of replicates: 1 i
=] Calibration
Automatic dilution ﬁLLI Material Name Type Load Yolume | Incubation Range
: % Sample 50 55,000 - 360,000
Pre-diluted calibrators T [Foara ] Int. Reagent 50
Parallelism [AT Liq Substrate ] Start Reagent 50

Total cuvette volume:

150 ul

< | ]

” Consistency Check. (Double click to go to the inconsistency).

Noasnaetca auct Bbl60pa peareHTa 1 ero xapakTepuctuk. BHocMm n3meHeHUA B Ha3BaHMe peareHTa (M3

BbINaAaloLLLEro CNUcka) U Bpems MHKybauumn (ecam HeobXxoAMMO) NO HUMKE PACMO/IOXKEHHbIM CXeMaM.

Material/Sample Load Cycle Definition

" Clean & rinse

— Aspiration information

Head volume: 0
Airgap: 15

[ o

Head volume airgap:

Rinse & clean information
v I"G Rinse
- Time: I 1 j s
— HL
=l :
- [~ Enable agitation: I 1 j
I e

uL

I MaterialfSample volume: 40 ‘_l L
Transport airgap: 30 j uL
Total volume: I 95 uL

 Dispensation information
I~ Enhanced dispense

I~ Enable mix
Mix: [ =0 j %
Rinse time after mix: 1 j s
Mumber of cycles: I 1 j

[¥ Enable incubation time

Incubation range:

[ 20.000—-| 90.000

=

[~ Lock clean & rinse

Clean & rinse cycles:

Clean material:

ywstem clean v

Aspiration cycles: 1 =
Clean airgap: 15 ﬂuL
Clean volume: 130 ::“uL
Clean transport airgap: u ::ljuL
Clean total volume: I 145 ul
ime: 0 =]
Hold time =i
[~ Enable agitation: 1 :ll
Clean volume {all cycles): 130 oL

Frequency:

IE?etv-Je:—rc changes in material only

Rinse kime:

__‘ s

R

" Enable agitation;

OK Cancel




Material/Sample Load Cycle Definition N _>_(_]

i Rinse & clean information
ATTHR TS 2 I[f“ Rinse £ Clean & rinse

~ Aspiration information Time: | 1 j < Clean & rinse cycles: I 1 j

Hesdvolume: 5 :ll = = Clean material:

Airgap: 15 = L ™" Enable agitation: - = System clean LI
: 5= u I

Aspiration cycles: I 1 __IJ
Head volume airgap: I 0 L =
Clean airgap: 15 UL
Material/Sample volume: 110 —i uLl e ke o0 -’-IuL

__I =
ey 0 . »
Transport. Se0ap _l Clean transport airgap: 0 juL
Total volume: I 95 L Clean total volume: 145 ul
~Dispensation information Hold time: 0 j
I~ Enhanced dispense »
[~ Enable agitation: 1 j
I~ Enable mix
Clean volume (all cycles): 130 L
Mix: 50 % Frequency:
RIS Hhne ahee i _I |E<etween changes in material only _'_I

|— : st |
Mumber of cycles: 1 j Rinse time: ;‘ s

I~ Erable agitation: I 1 —_IJ

¥ Enable incubation time

Incubation range:

I 170.000’:} > 180.000j s I~ Lock clean Brinse

OK Cancel
Material /Sample Load Cycle Definition x|
. Rinse & clean information
[ AT SUBS TS | ’7(7 Rinse " Clean &rinse
~ Aspiration information Time: I 1 j - Clean & rinse cycles: I 1 j
Head volume: 0 j Clean material:
- [~ Enable agitation: I 1 ﬁ IS'-,rstem clean ;j
Airgap: 15 =l L
Aspiration cycles: l 1 j
Head volume airgap: I 0" L —
Clean airgap: 15 ;JuL
I Material{Sample volume: 60 ‘—‘ L e o =hy
: = )|
LISl 5e0; 3 __.I Clean transport airgap: 0 -__lJuL
Total volume: 95 L Clean total volume: 145 L
 Dispensation information Hold time: 0 -_IJ
I~ Enhanced dispense T i e 1 = |
I Enatile mix —
Clean volume {all cycles): l
Mix: I 50 —l Yo Frequency:
Rinse Hine aFtacmbe _] IBetween changes in material only LI
Number of cycles: I 1 j Rinse time: _-I Z
I™ Enable agitation; I 1 _—IJ
|¥ Enable incubation time

Incubation range:

20,000 = - 150.000 = [T Lock clean &rinse
| | T e

OK I Cancel I




e
He 3abbiBaem nocne KaxXao0ro 3tana COXpPaHATb USMEHEHNA HaXKaTUeM 3Ha4Ka 3

Mepexoanm Ha BKnagKy Result units:

#L ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - Antithrombin Liquid - Result units] - |l5| L{]

« 4 B B3 b3

Instrument  Actions  Analysis QC  Calibration NPP  Setup  Systern Help

2| ¥ a e P —

3 Test Definition - AT LIQ Resuunitdefiotion,
| |
- | inf i
Generé n ormatlonl " 1 Unit Unit Type ‘ Label '@Idec.‘ Normal Range | Tlerapeutic Range ‘ Linear Range ’ Test Range
i Analytical cycle definition [Filiabsorban... | Measured  mAbs/min 100.00 8800.00
Sample pre-diltion % Calbrated % 0 75 145 10 150 7 150
Alternative pre-dilution UfmL Calibrated  UfmL 2 0.75 145 0.10 1.50 0.07 1.50
=] DR Parameters E
B- Primary wavelength — 0
“ Wavelength definition | O
- Raw data checks || O
Mormalized data checks | |— o
; . ]
Primary algorithm

rithm i~ Patient result selection Primary unit cfg. ~Measured result curve display settings
» m Unit 1 |% L] Primary unit: [V Enable auto scale
e | =l -
S Automatic dilution Unit 2; | ﬂ = Raw
v i =
Pre-diluted calibrators s Enable max difference (* Normalized (Absorbance)
Unit 3: I | =
Ferciciom lesdifetencs; 10 j % ¥-Axis minimum:  Y-Axis maximum:
- Mormal Pool Plasma Unit 4 | = | o000 = - ] 3000.000 —| mabs
Rerun - Rules L) L=

HactpavBaem, Kak NMoKasaHo Ha pUCyHKe, LmMbpbl pasbpoca HOPMaNbHOIO 3HaYEHNUA B NPOLEHTax bepem
M3 nacrnopTa K Habopy.

Mepexoaum K BKnaake Automatic dilution. BHecuTe 3HaueHme kannbpaTopa (Calibrator target value) us
nacnopTa K Habopy.

AL ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - Antithrombin Liquid - Calibration - Automatic dilution] =183
Instrument Actions Analysis QC Calibration NPP  Setup System Help
21y @ @7 4 B B3 k?
3 3 O o™ ~1
3 Test Definition - AT TS iz | calibrator | Diuent |
General information
= Analytical cycle definition i~ Dilution Points
e o 2 : Dilution Process
Sample pre-dilution '* Define points by % dilution = o=
: oo ~ * Direct " single dilution
Alternative pre-diltion e RiEfiRE ROk Py taraet cooceabiaban. -
> " Serial * Batch
[ DR Parameters Calibrator target value: 103 j %
=] Primary wavelength - -
‘Wavelength definition ‘ ] I s (uL) 1xE L (uL)
Concentration | Target Value | Min. Replicates | % CWMax. | Calibrator | Mixture | Diluent Sample | Mixture | Diluent
Raw data checks 100.00 103 1 7.500 24 8 320
Normalized data checks 50.00 52 1 7.500 S0 S0 8 320
Primary algorithm 25.00 2 1 7.500 25 75 8 320
Secondary algorithm
Result units
& o
[V Enable mix @ pstdiution ¢ 2nd dilution

Ha aToi e Bknagke B ancte Calibrator meHsem HavmeHoBaHWe Kanmbpatopa Ha CALIB TS.



AL ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - Antithrombin Liquid - Calibration - Automatic dilution]

Instrument  Actions Analysis QC Calibration NPP  Setup System Help

Ha aToi1 e Bknaake B nncte Diluent meHAem HanmeHoBaHWe guntoeHTa Ha N

AL ACL TOP Family - Yersion 4.4.0 - [IL Test Definition - Antithrombin Liquid - Calibration - Automatic dilution]

2 4 ' -
2| a4 o2 |« 3 81 B3 B3
Test Definition - AT I l
i y General information & Seneral lm — I
= Analytical cycle definition i~ Dilution Points
Sample pre-dilution % Define points by % dilution Dﬁ(flon]?rocess C oo X
Alternative pre-dilution " Define points by target concentration - ::: G m i
=] DR Parameters Calibrator target value: 103 ﬁ %
= Primary wavelength | e ) - )
waysiangthicetintion Concentration | Target Value | Min. Replicates | % C¥Max. | Calbrator | Mixtwre | Diuent Sample | Mixture | Diluent
Raw data checks 100.00 103 1 7.500 24 8 320
Normalized data checks 50.00 52 1 7.500 50 S0 3 320
Primary algorithm 25.00 26 1 7.500 25 75 g 320
Secondary algorithm
Result units
& Calibration
Pre-diluted calibrators IV Enable rix & istdiution € 2nd dilution

ACL.

=181z
Instrument Actions Analysis QC Calibration NPP_ Setup System Help
2 @ @2 d BB B
2 | d @ ™ 4
i Test Deﬁn?tlon - AT TS Ceneril l Siuent |
General information
= Analytical cycle definition i~ Dilution Points o
Sample pre-dilution (* Define points by % dilution G o o X
Alternative pre-dilution " Define points by target concentration e o
=] DR Parameters Calibrator target value: 103 ﬂ % o s
= Primary wavelength 1 | e ) - )
Wavelength defirition Concentration | Target Value | Min. Replicates | % CVMax. | Calbrator | Mixture | Diluent Sample | Mixture | Diluent
Raw data checks 100.00 103 1 7.500 24 8 320
Normalized data checks 50.00 52 1 7.500 50 50 8 320
Primary algorithm 25.00 26 1 7.500 25 75 g 320
Secondary algorithm
Result units
& Calibration
Pre-diluted calibrators [V Enstle rix @ 1stdi € 2nd dil

Mo OKOHYAHUW HAXKMUTE Ha OUCKETY , yTOObI COXPaHUTL .

Y106bI UI3MEHUTb AaHHbIE Npeapa3BeseHMa obpasLa, Bbibnpaem BKAaaKky Sam
[JaHHble B fiYeiKax, KaK YKa3aHO Ha PUCYHKAX, PACMOIOKEHHbIX HUXKE.

10
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3 TestDefinition - AT TS

General information

[¥ Enable sample pre-dilution

é Analylical cycle definition IGeneral I lSampIe!Mixture I Diluent
: Sample pre-dilution P —————
: ilution definition
= Alternative pre-dilution .
R Number of parts sample: 1 j
= DR Parameters
[ Primary wavelength Number of parts diluent: 90 i
Wavelength definition R
g Minimum aspiratable volume: l 4 j uL
Raw data checks
Mormalized data checks
Primary algorithm Yolumes (uL)
second i Sample | Mixture |  Diluent
econdary algorithm P ==
Result units
S| Calibration —
Automatic dilution [V Enable mix
Pre-diluted calibrators
Paralleli Mix volume:; 60 = %o Mumber of cycles: 2 =
arallelism : = : =
Mormal Pool Plasma ; ; 1 =
Bl Rinse after mix: . |5
L3 1
3 Test Definition - AT TS v Enable sample pre-dilution :
‘ General information
EI” Analytical cycle definition General I Sample/Mixture Diluen
Sample pre-dilution S
- Alternative pre-dilution
= DR Parameters
o
[=)-- Primary wavelength o
Wavelength definition Head volume: 0 s
Raw data checks Hirgep: 0 il, i
Mormalized data checks
Primary algorithm Transport airgap: 40 ﬂ ML

Secondary algorithm
Result units
= Calibration
- Automatic dilution

Pre-diluted calibrators

Parallslicrm

14

Head volume airgap:

~Rinse

Time: 1

| S

3 TestDefinition - AT TS
General information

[=)-  Analytical cycle definition
Sample pre-dilution
Alternative pre-dilution
[=]--- DR Parameters
E] Primary wavelength
i Wavelength definition
- Raw data checks
Mormalized data checks
Primary algorithm
- Secondary algorithm
Result units

Mocne HacTpoiiku Tecta HEO6X0AMMO NPOBEPUTD, AaKTUBUPOBAH /I OH. EC/IM TECT aKTUBUPOBaAH

[v Enable sample pre-dilution |

General I SamplefMixture
koS
Material:
NACL ~|
Head volume: ‘ 0 :JJ L
Airgap: S j uL
Transport airgap: S j uL

Head volume airgap:

0 pL

(BkntoueH), To B meHto SETUP =  TEST LIST HanpoTMB HEro CTOMT ra/iouka B NocneaHel KONOHKe.

11



Instrument Actions  Analysis QC Calibration NPP  Setup System Help

== D w P
4 Code 7 l Name | @ | LIS Acq. Time l No. Reps. | Unit Normal Range \ 3’ | i
| |Riva Riva antiXa (] 252 80 1 ngfmL -999999,9 999999,9 O ]
| |QFALow Q.F.A. Thrombin Low 2061 120 1 mafdL -999999 999999 ] v
 |qFa Q.F.A. Thrombin 2001 120 1 mgfdL -999999 999999 v %2
AT 1S ] AT TS 4071 100 1% 75 145 ¥ iV
. |PTR PT-Fib Recombinant ] 151 100 1s -999999,9 999999,9 |
PT HS+ PT HS Plus v 91 100 1s -999999.9 999999.9 v 2l

Ecnm TecT He aKTUBMPOBaAH (HeT ralouKu B nocnep,Heii KOHOHKE), ero HEOGXOAMMO dKTUBUPOBATb

(BKAOUUTD).
[lnA 3TOrO LWeNKHWUTE MO CepoMy NOJIKO CeBa OT Ha3BaHUSA TECTa, YTOObI Ha CEPOM MoJie C/IeBA OT HAa3BaHMA
Tecta NoABMAIACh KPACHaA ranoyka, M OANH pa3 HasKMMUTE Ha KHOMKY "BKAOUYNTD / BbIKAIOYUTD

&
~ n ‘a]
Bbl6pPaHHbIN TecT .

MNocne HacTpoiiku Tecta B meHio TEST LIST Bam Hy)KHO TaK}Ke caenatb ciegyouee:
1. BKNOUMTb TECT B OKHO 3aKas3a TecToB ana npob.

2. BKAIOUYNTb TeCT B OKHO NPOCMOTpPa Pe3ynbTaTos.
3. BKAIOUMTb peaKTUBbl ANA AaHHOrO TecTa B OKHO UAeHTUGUKaLUM peaKTUBOB.

1. Yto6bI BKIIOUMTb TECT B 3KPaH 3aKa3a TecTos ana npob, sbibepute meHio SETUP &>  DISPLAY
TEST PROGRAMMING WINDOW.
OTKpoeTcA OKHO NPOrpamMmMmMpPOBaAHMA OKHa 3aKa3a TecToB.

Program Tests and Profiles Placement Window _

- : Available tests: B Available profiles:
Test lPro_flles I Factors I Protein C chrom I APTTMix > D-Dimer
APTTMix(E) LAC
APTT-SP Protein C
PT-RP APTT-SP Fib-C ST GR(E) Routin
AT LIQ T8 LAC-5
LAC-C DD SCT-S
SCT-C APTTMix DDHS FII-HS+(E)
FII-HS+(P)
FII-RP

Add Tab Remove Tab | | QK I Cancel I

Cnesa Bbl yBuanTe Balle OKHO 3aKasa TecToB (pamka A), cnpaBa — A,Be KOJIOHKU:

Available tests - cnncok TecToB, KOTOpble HACTPOEHbI M aKTUBHbI B MeHto SETUP - TEST LIST (B),
Available profiles — cnncok npoduneir Tectos, KoTopble co3gaHbl 8 meHto SETUP - TEST PROFILES LIST
(C) (*npogpuns mecmos — smo 2pynna mecmos, Komopbie 3anyCKArMmMCc HAXamuem Ha 00HY KHOMKY).

B 3TOM OKHe Bbl MosKeTe f06aBNATb HOBblE BK/a4KU B OKHO 3aKa3a TeCTOB (414 3TOro HaXKmMuTe Ha
KHonKy “Add Tab”) unun yaanatb cylecTsytowme BKAagKM U3 OKHa 3aKa3a TecToB (415 3TOro HaXKmuTe Ha
KHOMNKY “Remove Tab”). Ya06HO rpynnmMpoBaTh TeCTbl Ha TeMaTUYECKUX BKAaAKax. Hanpumep, MOXHO
co3paatb Bknaaky « TROMBOFILIA » v BkntounTs B Hee TecTbl AT TS, 1 apyrue.
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Y106b1 4O06ABUTL TECT BO BK/IAAKY OKHA 3aKasa TeCToB, NPOCTO OTKPOWTE 3Ty BKNAAKY (uan cosgalite,
€C/IM TaKOW BKNAAKM eLle HeT) U nepeTalimuTe B Hee TeCT U3 KOJIOHKM AOCTYMNHbIX TECTOB Ha Ntobyto
cBO6OAHYIO KHOMKY. AHANOMMUYHO MOXKHO A06aBMTb BO BKAAAKY NPOGUIb TECTOB.

[na Toro, 4To6bl yAaAUTb TECT U3 KaKOM-1MB0 BKNaAKM OKHA 3aKa3a TECTOB, OTKPOITE 3Ty BKNAAKY U
nepeTawmTe U3 HEee TeCT B KONIOHKY AOCTYMNHbIX TECTOB. AHaNIOMMYHO MOKHO YAaAuTb Npoduab TECTOB.

Bonagute B SETUP > DISPLAY > TEST PROGRAMMING WINDOW
BbibepuTe Bknaaky TROMBOFILIA (kak npumep nam nobyto apyryro) n nobasbte Tect AT TS BO BKAaaKy

(nnbo nepeTalmTe B NYCTYIO KNETKY, MMBO LENKHUTE NO HEMY 2 pa3a MbILLIKO).

- — — — — —

X|

Program Tests and Profiles Placement Window

Routine l Special tests Trombofilia  f.upus Factorsl 'ﬁ:gil:gle S i] A:ﬂ:?le profiles:

ibaD Lupus all
I 4@. Routine
FXIII Ag
FXIII Ag(D)
FXIIIH
LAC-C
LAC-5

| Add Tab I Remove Tab QK ‘ Cancel

2. YTo6bl BKAIOUUTL TECT B OKHO NMPOCMOTPa pe3ynbratos, Bbibepute meHio SETUP &>  DISPLAY
- SAMPLE LIST SETTINGS > VIEW
OTKpoeTcAa OKHO NPOrpamMmmmMpoBaHMA OKHA NPOCMOTPA Pe3ynbTaTos
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sample List Display Settings

Available columns:

APTT-5P —
APTT-55

ARIXTRA

DOHS

Fib-C

Fib-C H

Fib-C L -
Fib-RP

FII-RP

FIX-5P

FIX-S5

FVIIL-SP

FYIIL-SS

FYII-RP

FY-RP

EXIII Ag |
Available test unit columns:

s
Ratio >

Csepxy Bbl yBMANTE pa3Hble BKAAAKU OKHA NPOCMOTPA pe3ynbTaTtos (A). Mpwu Bbibope Kakon-nnmbo
BK/NaZlKn oTobpakaeTtcs ee Ha3BaHue (B), a B cnucke "Scrollable columns” (C) — TecTbl, pe3ynbTathl
KOTOPbIX Bbl BUAMTE B OKHE NPOCMOTPa pPe3ybTaToB, eCN BblibMpaeTe AaHHYIO BKAAAKY:

Ll -

o View...
ROUTINE

v URGENT
LUPUS
APC RESISTANCE
FACTORS
SPECIALTY
Setting 7
Setting 8

YT106bI £,06aBUTb TECT B KaKYIO-IM60 BKNAAKY OKHA MPOCMOTPa pPe3yabTaToB, NPOCTO BblibepuTe 3Ty
BK/IAAKY (MK, ecnv TaKoM BKNALKM eLle HeT, BbiIbepuTe HEMCMNOIb3YeMYIO BKIAAKY M BBeAUTE 1A Hee
Ha3BaHWe), nepenanTe B cnncok "Scrollable columns", BbibepuTe HY*KHbIN TECT B IEBOI YAaCTU 3KPaHa B
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ctonbue "Available columns" 1 HaxkmuTe Ha KHonKy ">". TecT noABMTCA B NPaBOW YacTW 3KpaHa B cTonbue

"Selected columns". Haxxmute "OK".

Boigute B SETUP > DISPLAY > SAMPLE LIST SETTINGS > VIEW
BbibepuTe Bknaaky TROMBOFILIA (kak npumep nam nobyto apyryto) n nobasbTe Tect AT TS B cnucok

oTobparKaembix TECTOB.

Sample List Display Settings x|

Setting 1 SettlngzlSettmalSet&u'i ISettth ISotthgs ISel:thg7 ISettthl

Configuration name: § THROMBOPHILIA
Available columns: Selected columns: .
ATTS

APCR Y+ W PTTo
APTTMIX T1S
APTT-55 Fib-C
ARIXTRA Fib-CH
Fib-RP Fib-CL
FII-RP ATLIQ
FIX-SP — PLG
FIX-55 DDHS
Free PS PI
FYIII-SP

FYIII-5S

FYII-RP

FV-RP

FXIII Ag

FXIITH

FXII-5P x|

Available test unit columns: Selected test unit columns:
s

TR

OK Cancel

3. YTo6bl BKNIOUMTb PEaKTUBDI A1 AAHHOrO TECTa B OKHO MAEHTU(UKALMKN PEaKTUBOB, BbiGepHTe MEHH0
SETUP > DISPLAY > MATERIAL PROGRAMMING WINDOW
OTKpOETCA OKHO NPOrpamMmmmnpoBaHnsa OKHa MAEHTUGUKALMM PEaKTMBOB.

15



i Program Materials Placement Window x|

- TTST™]  Avaiable materials:
SAMOE CHASTOE [GENERAL | Routine | rou 4[] e

APC APC{CaCl2
APC APTT

APC CaCl2

APC Control Level 1
APC Control Level 2
APC F¥Y Reagent
ProClot Working APTT-SP

Dil APTT-SP CaClz
APTT-SS .
APTT-SS CaCl2

AT Liq FXa

AT Liq Substrate

C4BP Latex

CA REAGENT

CleanB

Clean B Diluted

D-Dimer High Control >/

| W I oK I Cancel [

==L

LA NEG DILUENT LAC Screen LAC Confirm

Cnesa Bbl yBugute Bale okHO ngeHTuduKaumm peaktmseos (A), cnpaBa — KosioHKy "Available materials" co
CMUCKOM BCEX AOCTYMHbIX PEAaKTUBOB.

B aTOM OKHe Bbl MorKeTe 4,06aBNATb HOBble BKIAAKU B OKHO MAEHTUDUKALMU PeaKTUBOB (415 3TOro
HaxkmuTe Ha KHonKy “Add Tab”) nnu yganatb cylwecTsyowme BKNAAKN U3 OKHA UAEHTUDMKaLUK
pPeaKTUBOB (A1A 3TOro Ha)XMUTe Ha KHoMKy “Remove Tab”). Yo06HO rpynnupoBaTh peakTuBbl Ha
TeMaTU4YecKkux BKAagKax. Hanpumep, MOXHO co3aaTb BKAAAKY «HacToe» 1 BKAKOYNTb B HEE BCE PEaKTMBbI,
Y KOTOpPbIX HET WTPUX-KOA40B OJ/151 aBTOMATUYECKON MAEHTUPUKALMM U KOTOPbIE, TaKMM 0bpasom, Bam
NpUXoaunTCA BCeraa naeHTMPULMpPoOBaTb BPYYHYIO.

Y106bI £06aBUTL PEAKTUB B KaKyo-1M00 BKIAZKYy OKHa MAEHTUDUKALMM PEaKTUBOB, MPOCTO OTKPOMTE 3Ty
BK/IagKy (MU co3ganTe BKAAOKY, €C/IM TaKOM BKNAAKM eLLe HET) U NepeTawuTe B Hee peakTUB U3 KOJIOHKK
[OCTYMNHbIX PEAaKTUBOB HA CBOBOAHYO KHOMKY.

YT0Obl YAA/IUTb PEAKTUB U3 KaKOM-1MOO0 BKIaAKN OKHA MAEHTUPUKALMM PEAKTUBOB, OTKPOMTE 3Ty BKAAAKY
W NepeTaLLnTe N3 Hee PeakTUB B KOJIOHKY AOCTYMHbIX PEaKTUBOB.

Boitgute B SETUP > DISPLAY > MATERIAL PROGRAMMING WINDOW
BbibepuTe Bknaaky Thrombophilia n gobasbTte Bce peaktusbl ans Tecta AT TS Ha 3Ty BKAaaKy:

AT THR TSLig FXa (TpombuH ans tecta AT Il1)
AT SUBS TS (XpomoreHHbli cybcTpar)

NACL (gmnioeHT)
Program Materials Placement Window

«l» Available materials:
THROMBO...3 | anTicoacuian | ot | Anti PS MAb Latex

APC APCJCaCI2
APC APTT

Protein C APC CaCi2
Activator APC Control Level 1
APC Control Level 2
APC FY Reagent

) Protein C APTT-SP
Protein C Diluent
ot Substrate APTT-SP CaCl2

==in

C4BP Latex Anti PS MAD Latex

Protein C Def
Plasma

THP ACTIVATOR A | THP ACTIVATOR B |  THP DILUENT

AT SUBS TS
THP
THP SUBSTRATE | THROMBOPLASTI Clean B
N Clean B Diluted

D-Dimer High Control -/

Add Tab Remove Tab | OK I Cancel
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MNocraBbTe Ha 60PT BCce peaKTUBbI U KaIMBPOBOUHYIO NAa3Mmy.

OTtkanubpyiite Tecr.

Banupupyite KaambposKy, ecnm ee ctatyc "OK".

BbINO/IHUTE KOHTPOJIb KayecTBa. ECIM KOHTPO/Ib KauecTBa NPoiAEeH, TECTUPYNTE NAa3Mbl NALUEHTOB.
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