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What do | do with a sample error

 Evaluate Sample Integrity
 Tube Fill
 Check for Lipemia, Hemolysis

e ook at Reaction Curve, Evaluation Data and Error code
* Do you see Typical Clot Progression?
* Does the 50% value fit the reaction curve?




A. EVALUATION ALGORITHM
3 evaluation algorithms —

e The Percentage Detection Method for
Coagulation Assays

e The Rate Method for Chromogenic Assays

e Immunoassays and the VVLin Integral Method for
Immunoassays.

Each evaluation algorithm is specified in the preset
configuration of the test protocol. Criteria are
established to determine either the point of specific
clotting time or optical density for the kinetic
reaction under measurement.

Evaluation Method

Description

Percentage Detection Method

This method is used for the evaluation of Clotting Assays.
The clotting time is measured.

Rate Method

This methed is used for the evaluation of Chromogenic Assays and Immunoassays.
The change in light absorbance is calculated.

VLin Integral Method

This method is used for the evaluation of Immunoassays.
The change in light absorbance is calculated.




Percentage Detection Method

1. Baseline (0%0): After a pre-defined “Mask Time” a search for
the reaction start point begins, this is the baseline.

The transmitted light at the baseline (bH) is defined as 0%.

2. Clotting Phase: The time of the reaction between the baseline
and the endpoint; when transmitted light is changing due to
active clot formation.

3. Endpoint (100%): The CS software identifies the coagulation
end point [when maximum measurement time is met|.
 The transmitted light at the endpoint is defined as 100%

4. Clotting Point (50%0): The point at which the clotting time

(result) is determined. This can be set between 0% and 100%;

most assays use 50%.

« dH is the change in transmitted light value between the
baseline and the end point

« submitted light is changing due to active clot formation

AD value of photometry

Start point of reaction

Change in A/D value

End point of reaction




Example 1: Typical PT
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Evahaton Dats
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% Sec
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3 108
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6 106
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Sec % Sec
115 16 126
115 77 127
115 78 128
116 79 129
116 BO 130
116 81 130
117 B2 131
117 B3 133
118 B4 134
118 8s 135
119 86 136
112 B7 137
119 B8 139
119 B9 141
120 80 143
120 91 145
121 82 148
121 88 151
122 B84 154
123 65 159
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124 87 171
124 86 182
125 g8 200
125 100 228

Clotting Time (sec)




Transmitted Light

Normal PT: Influence of Fibrinogen SIEMENS ..
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Transmitted Light

Example 3: Typical PTT
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Transmitted Light
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A. ERROR MESSAGES:

HL Check for All assays

1. Hemolytic Sample Error
2. Lipemic Sample Error

for Clotting assays

1. Slight Coagulation Error
2. Analysis Time Over Error
3. Coagulation Curve Error
4. Early Reaction Error
5. Noise Error
6. Turbidity Level Over
7. No Coagulation
8. Flat Curve
9. Range Over

10. Trans Light High Error

for Chromogenic assays and Immunoassays

1. Trans Light Low Error

2. Trans Light High Error

3. No Linearity Error

4. Reaction Curve Error

5. Range Over (Antigen Excess) Error
6. No polynomial adjustment Error

7. Range is non-linear Error




IMPORTANT NOTES;

» Before Re-analysis, ALWAYS
e Check the sample for possible anticoagulant [e.g. heparin] contamination, hemolysis, lipemia,
and clot.
e Microfuge if lipemic or hemolyzed,

« if asample is ordered in micro analysis mode,
« re-analysis rules will not be applied, and the longer Measurement Time (Sub)/ dilutions
will need to be requested manually.



1. Slight Coagulation (SC) Error

Joblist ~ Flagged numeric result
Cause  Avery weak coagulation reaction.
This may be due to a low fibrinogen
concentration, factor deficiency, or
inhibitor.
Possible problem with the reagent.
Kinetic ~ * Baseline established
Evaluation * Clotting phase generally is not as

pronounced as typical
* Anendpoint is observed
*dHwill be decreased.
The dH limit to trigger this flag is assay
dependent.

o
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luve of photometry

dH

- 0%

e 100%,, Slight Coagulation

hreshold
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Action Steps for "'Slight Coagulation™

1. Reanalyze the sample, if ran in micro.
--Results without an asterisk (*), REPORT the
result,
--if “slight coagulation” occurs again for
PT/PTT, - DO NOT REPORT
---For Fibrinogen, change the dilution ratio and
reanalyze, if repeat comes out with the same flag,
along with other flags like ‘Lower report Limit
over and dilution ratio was changed’—REPORT
the result.



Example 1

First Run
Status: Review
Joblist Result: *16.7 (PT)
Flag: Slight Coag
Lipemia
Action: re-analyze after spin

0S-5100 sad/haq Elise: E
soikiok Graph Detail Print sk
Sample No: , MR.BURGER M Seq: 1 ﬁ;ﬂpf v
Rack Tube Pos: 000003-02 Re-analysis flag:
Status: Review Validate: Performed
S. Code: Validated on : 08/22/2019 09:18:25
Analysis Mode: Normal Cp Validated by : SYSTEM
Patient Name:
Sample Comment:
Sample Info.: Lip Meas. Date: 08/22/2019 09:02:44
PT 4 Result y
PT * 16.7 seg
4000 - PT INR = 1.65
3600
3200 Evaluation Info.
. bH_point_time 8.8
bH 1378
285007 End_point_time 24.4
B dH 59
2400 Coag. % 50
r dop 0. 0190
2000 + Slope 14.25
1 L Measurement Info.
o0 | Temperature 37.0
B . Channel No. 12
1200 Slotkg ot Management ID 3023
' Dilution 1.1
800 |- Reagent Lot PT Inn 54
o Elapsed Time PT Inn 19
400
0 i 1 1 1 1 1 1 1 1 1 1 1 J
0 10 20 30 40 50 60 [sec]
Detai |

0002. 0000. 0000
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Evaluation Data
1% 9.0 21% 15.8 41% 16.5
2% 14.5 22% 15.8 42% 16.5
3% 14.5 23% 15.9 43% 16.5
4% 15.0 24% 16.0 44% 16.5
5% 15.0 25% 16.0 45% 16.6
6% 15.3 26% 16.0 46% 16.6
7% 15.4 27% 16.0 47% 16.6
8% 15.4 28% 16.1 48% 16.7
9% 15.5 29% 16.1 49% 16.7
10% 15.5 30% 16.1 ->  50% 16.7
11% 15.6 31% 16.1 51% 16.7
12% 15.6 32% 16.1 52% 16.7
13% 15.6 33% 16.2 53% 16.8
14% 15.6 34% 16.2 54% 16.8
15% 15.6 35% 16.2 55% 16.8
16% 15.7 36% 16.3 56% 16.9
17% 15.7 37% 16.3 57% 16.9
18% 15.7 38% 16.3 58% 17.0
19% 15.8 39% 16.4 59% 17.0
20% 15.8 40% 16.4 60% 171
-18 bui1d40 ival
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Example 1

After Spin

Result = *16.7 (PT)

Flag = Slight Coag again
Curve = weak clot
Action = Do Not Report

03;51 00 sad/hagq

sekiix Graph Detail Print seoesk

4
4 Elise : Elise

Sample No: WR.BURGER M Seq: 1 ¢ W
Rack Tube Pos: 000003-02 Re-analysis flag: Re-analysis fl!ﬂ-
Status: Review Validate: Performed ! { (\(
S. Code: Validated on : 08/22/2019 09:18:25 | Sm
Analysis Mode: Normal Cp Validated by : SYSTEM
Patient Name:
Sample Comment:
Sample Info. : Lip Meas. Date: 08/22/2019 09:02:44
PT Result
g
PT % 16.7 sec n
4000 F PT INR *1.66 Suond
[ \ ~ NS
3600 o o Bop it
| i, e
3200 | Evaluation Info.
3 bH_point_time" 1.5
bH 1269
200.r End_point_time 25.1
i dH 53
2400 Coag. % 50
= doD 0.0185
2000 Slope 13.09
: Measurement Info.
o0 | Temperature 37.0
= & Channel No. 3
200 Clotting Point Management 1D 3023
[ Dilution 1.1
800 |- Reagent Lot PT Inn 549727
- Elapsed Time PT Inn 19
400 |~
0 I 1 1 1 1 1 1 1 1 1 1 '
0 10 20 3 40 50 60 [sec]
Detai |

Evaluation Data

0200 I~ DD DD DU U AN N

22828/01-18 bui Id40

0
0002. 0000.0000  Slight Coagulation \/
0002. 0000. 0000  Slight Coagulation

N

Q)
0¥

21% 15.8 41% 16.4
22% 15.8 42% 16.4
23% 15.9 43% 16.4
24% 15.9 44% 16.5
25% 16.0 45% 16.5
26% 16.0 46% 16.6
27% 16.0 47% 16.6
28% 16.0 48% 16.6
29% 16.1 49% 16.6
30% 16.1 -> 50% 16.7
31% 16.1 51% 16.7
32% 16.1 52% 16.7
33% 16.1 53% 16.8
34% 16.2 54% 16.8
35% 16.2 55% 16.8
36% 16.2 56% 16.8
37% 16.2 57% 16.9
38% 16.3 58% 16.9
39% 16.3 59% 17.0
40% 16.4 60% 17.0
11

Hem Detection Level 0

Ict Detection Level

Lip Detection Level @

Vol Detection Level 55.9
Calibration Curve ID 36

QC Performed Date  08/22/2019

08:55:37

Reagent Table Temp. 10.0

61% 17.1 81% 18.6
62% 17.1 82% 18.8
63% T1.2 83% 18.8
64% 11.2 84% 19.1
65% 17.3 85% 19.3
66% 17.3 86% 19.3
67% 11.5 87% 19.5
68% 17.6 88% 19.5
69% 17.6 89% 19.9
0% 17.7 90% 19.9
1% 17.7 91% 20.3
12% 17.8 92% 20.3
3% 17.8 93% 21.4
14% 18.0 94% 21.4
15% 18.0 95% 21.5
76% 18.2 96% 21.5
7% 18.2 97% 22.6
78% 18.4 98% 22.6
79% 18.4 99% 23.0
80% 18.6 0% 25

101 i
08/28/2019 16:22



Example 2

Status = Review

Mode= Normal

Fib Result = *50

Flag = slight coag+Lower report

Dilution =1:1

Fib<80, always reflexed to 4/1 dil
in normal mode

Action = Review 4/1 dil

C$-5100 25632-2
sxaxe Graph Detail Print sesss
10145820 B Seq:
000002-03 Re-analysis flag:
Review Validate:
Validated on :
Validated by :

Sample No:
Rack Tube Pos:
Status:

S. Code:
Analysis Mode:
Patient Name
Sample Comment:
Sample Info. -

Fbg

Norma |
CSTWO Z2ZYH

Meas. Date:

4000

3500

T T

®

Clotting Point

2
8
— T

0 10 20 30 40 50 60 70 80 90
Detai |
0002. 0000. 0000

0002. 0000. 0000 ( Slight Cosgulation
0000. 6000. 0200 \Lower Report Limit Over

Evaluation Data
1

% 18.5 21% 38.3 41% 54.5
3] 18.5 22% 41.7 42% 54.5
3% 18.5 23% a1.17 43% 55.2
4% 19.6 245 4.7 445 85.2
5% 20.1 25% 46.2 45% 85.2
6% 20.3 26% 46.3 46% 85.2
7% 20.3 27% 46.3 47% 55.4
8% 26.7 28% 46.3 48% 55.4
9% 21.0 29% 48.2 9% 56.4.

10% 21.3 30% 48.3 -> % e
1% 32.9 31% 48.3 1% .
12% 33.6 32% 48.3 52% $8.8
13% 33.6 33% 49.5 53% 58.9
14% 33.6 345 49.8 54% €0.9
15% 3.1 35% 50.3 55% 61.2
16% 3.2 36% 51.8 56% 61.5
17% 31.2 3% 51.8 57% 61.6
18% 38.0 38% 51.8 58% 63.0
19% 38.1 39% 51.8 59% 63.1
20% 38.2 405 54.0 60% 63.1

25632/01-18 bui 1d40 11

‘Q& admin : administrator
>,
Performed

2020/06/30 13:17:14
admin

2020/06/24 12:24:34

Result
Fbg sec - 3 o
fog C . 50 mg/dl

Toe

Evaluation Info.

i

bH_point_time 18.5
bH 3077
End_point_time 88.9
dH 28
Coag. % 50
doD 0. 0038
Measurement Info.
Temperature 37.0
Channel No. 5
Management 1D 33
Dilution 'q : )
Reagent Lot 554647
Fbg 565060
Elapsed Time ovB 3
Fbg 0

[sec]

Hem Detection Level 0
Ict Detection Level
Lip Detection Level 0
Yol Detection Level
Calibration Curve 101

QC Performed Date  2020/06/24
12:14:33
Reagent Table Temp. 10.1
61% 65.2 81% 15.4
62% 65.3 82% 75.4
63% 65.3 83% 76.1
64% 65.3 845 76.2
65% 57.5 85% 76.3
66% 68.2 86% 79.4
67% 68.3 87% 79.4
68% 69.4 88% 79.4
69% 69.5 89% 79.4
0% 69.6 90% 80.9
1% 69,7 91% B1.0
12% 12.6 92% 81.1
73% 72,6 93% 84.2
74% 72.6 94% B4. 6
75% 4.4 95% 84.7
76% 4.4 96% 84.7
% 74.4 978 £8.9
78% 14.4 98% 89.0
79% 75.3 99% 89.0
80% 5.4 100% 89.0
2020/06/30 13:17



Example 2 CS—-5100 25632-2 admin : administrator

stk Graph Detail Print sk
Sample No: 10145820 B Seq: F

Rack Tube Pos: —03 Re—analysis flag:

Status: ( ; Review : Val idate: Per formed

S. Code: Validated on : 2020/06/30 13:17:14
After Re_analysis Analysis Mode: Norma | Validated by : admin

Patient Name: CSTWO ZZZYH

Sample Comment:

DI|UtI0n = 4/1 Sample Info. : - Meas. Date: 2020/06/24 12:24:34

Fbe Result

. Fbg sec 14. 4 c
Fib Result <50 =oa Fbg C < 50 meydL
I dch d to dil and
F agge C ange to I an 3200 Evaluation Info.
bH_point_time 1.9
bH 2411
lower report = .
dH 106
2400 i e ——— " H Coag. % 50
- Clotting Point 40D 0.0195
2000
Action = REPORT the result <50  +eoof Measurement Info.
| Temperature 37.0
Channel No. 5
1200 = Management ID 3321
~ Dilution C4._ /1 )
800 - Reagent Lot OVB— 554647
- Fbg 565060
400 Elapsed Time ovB 3
= Fbg (o]
o ' I ' ' f ' ) . ' ' 3 s
o 50 60 [sec]
Detai |
0000. 0000. OO0 Dilution Ratio was Changed.
0000. 6000. o Lower Report Limit Over
Hem Detection Level O
Ict Detection Level
Lip Detection Level O
Vol Detection Level
Calibration Curve ID 1
QC Performed Date 2020/06/24
5 12:14:33
Evaluation Data Reagent Table Temp. 10.1
% 6.2 21% 10. 7 41% 13.2 61% 16. 81% 20.8
2% 6.6 22% 10. 8 42% 13. 4 62% 16. 4 82% 212
3% 6.9 23% 10.9 43% 13.5 63% 16. 5 83% 21_5
4% 7.5 24% 11.1 44% 13.6 64% 16. 6 84% 22.3
5% 70T 25% 1.1 45% 13: 7 65% 16.7 85% 22.6
6% 7.9 26% LLi2 46% 13.9 66% 16. 9 86% 22.9
7% 8.4 27% 11. 4 47% 14. 0 67% 17.'6 87% 23.9
8% 8.5 28% 11.5 48% 14.1 68% 17.8 88% 24.1
9% 8.7 29% 11.6 49% 14. 2 69% 18.0 89% 25.0
10% 8.8 30% 117 —> 50% 14. 4 70% 18. 1 90% 25.9
11% 9.0 31% 11.9 51% 14. 7 71% 182 91% 26. 3
12% 9.2 32% 12.0 52% 14.9 72% 18.5 92% 26.8
13% 9.4 33% 12.1 53% 15: 1 73% 18. 7 93% 27:0
14% 9.7 34% 12. 4 54% 15. 2 74% 19.0 94% 27..7
15% 9.8 35% 12..6 55% 15. 4 75% 19. 4 95% 28. 7
16% 9.9 36% 12.7 56% 15.5 76% 19. 6 96% 29.0
17% 101 37% 12.8 57% 15. 6 77% 19.7 97% 30.3
18% 10. 2 38% 12. 9 58% 15.8 78% 19.8 98% 31.3
19% 10. 4 39% 13.50 59% 16. 0 79% 20.3 99% 31.5
20% 10. 5 40% 13.1 60% 16. 2 80% 20. 6 100% 34.3
25632/01-18 bui 1d40 1/1 2020/07/06 12:27



Example 3

Status = Review

Mode= Normal

Fib Result = *50

Flag = slight coag+Lower report

Dilution = 1:1

Fib<80, always reflexed to 4/1 dil
in normal mode

Action = Review 4/1 dil

CS-5100 25618-3

Sample No:
Rack Tube Pos:
Status:

S. Code:
Analysis Mode:
Patient Name:
Sample Comment:
Sample Info. :

Foz
4000

3600

wesas Graph Detail Print ssses

10145888 B Seq:

000003-02
Review

Norma|

Re-analysis flag:
Validate:
Validated on :
Validated by :

FIBCRIT 22ZZYH

- Meas. Date:

3200

T T

2800

2400

2000

Evaluation Data

1% 2.1
2% 2.2
3% 2.3
4% 41
5% 4.7
6% 4.8
75 26.7
8% 27.1
9% 21.2
10% 21.2
11% 30.8
12% 30.9
13% 30.9
14% 32.8
15% 32.8
16% 32.8
7% 32.8
18% 35.9
19% 35.
20% 35.9

25618/01-18 bui ldd0

Slight Coagulation
Slight Coagulation
Lower Report Limit Ove

3.9 41% 42.9
3.0 42% 44.4
3.0 43% 44 .4
37.0 445 44.4
3.1 455 41.2
3.1 46% 47.2
38.1 47% 41.2
Boo@ &
38.3 - S05 T 487N
38.3 51% g3
39.9 52% 49.4
39.9 53% 49.5
39.9 54% 49.6
41.3 55% 49.5
41.8 56% 50.3
41.9 57% 50.6
42.9 58% 50. 7
42.9 59% §1.9
42.9 60% 52.0
11

.
-&in : administrator

e
—

Lo
=

Performed
2020/06/25 11:48:14
admin

2020/06/25 11:09:39

Result
Fbg sec . 48.2
Fbg C . mg/!
To
Evaluation Info.
bH_point_time 1.9
bH 3326
End_point_time 13.0
dH 29
Coag. % 50
40D 0.0038
Measurement Info,
Temperature 37.0
Channe! No. 2
Management 1D
Dilution 1/1
Reagent Lot 554647
Fbg 565060
Elapsed Time ovs 0
Fbg 2
[sec]
Hem Detection Level 0
lct Detection Level
Lip Detection Level 0
Vol Detection Level
Calibration Curve D1
0C Performed Date  2020/06/25
08:53:20
Reagent Table Temp. 10.0
61% 52.1 81% 61.9
62% 52.2 82% 61.9
63% 53.6 83% 64.1
645 53.6 84% 64.1
65% 53.6 85% 64.1
66% 55.4 86% 64.1
67% 56.0 87% 65.0
68% 56.1 86% 65.1
69% 57.2 85% 65 2
0% §1.2 90% 66.8
ns 57.2 91% 66.8
72% 571.2 92% 66.8
13% 58.9 93% 66.8
74% 58.¢ 94% 70. 4
75% 58.9 95% 10.8
76% 59.0 96% 70.8
7% 5.0 97% 72.3
78% 59.0 98% 72.3
79% 50.0 99% 12.3
80% 61.8 00% 15

1 3
2020/06/30 13:23



Example 3

After Re-analysis

Dilution = 4/1

Fib Result <50

Flag changed to dil and
lower report flag

Action = REPORT the result <50

C$-5100 25618-3

=exxx Graph Detail Print ssess

admin : administrator

Sample No: 10145888 B Seq: F
Rack Tube Pos: 000003-02 Re-analysis flag:
Status: Review Yalidate: Performed
S. Code: Yalidated on : 2020/06/25 11:48:14
Analysis MWode: Normal Yalidated by : adnin
Patient Name: FIBGRIT Z2ZH
Sample Comment:
Sample Info.: - Meas. Date: 2020/06/25 11:09:39
Fbg Result
Fbg sec d 13.3 sec
4000 Fbg © < 50 :9/
3200 H Evaluation Info,
L bH_point_time 3.4
bH 2477
] End_point_time 33.5
sl S — ¢H 118
i Cioting Coag. & 50
3 et 40D 0.0210
2000
: Measurement Info.
i L Temperature 37.0
Channel No 2
1200 - Management 1D
B Dilution 4 /1
800 - Reagent Lot 554647
- Fbg 565060
400 b Elapsed Time ove 0
L Fbg 2
0 M N " . N M 2 A N X N ’
0 10 207 50 60 [sec)
Detail
0000. 0000. 0000 ( Dilution Ratio was Changed.
0000. 6000. 0200 \ Lower Report Limit Over )
Hem Detection Level ©
Ict Detection Level
Lip Detection Level 0
Vol Detection Level
Calibration Curve ID1
OC Performed Date  2020/06/25
08:53:20
Evaluation Data Reagent Table Temp. 10.1
1% 43 21% 9.4 41% 12.1 61% 14.9 81 19.8
23 5.0 22 9.5 424 12.2 62% 15.1 82% 20.0
3% 5.2 23% 9.7 43% 12.2 63% 15.3 83% 20.3
4% 5.5 24% 9.9 4% 12.3 64% 15.4 84% 21.2
5% 5.9 25% 10.1 45% 12.5 65% 15.5 85% 21,6
6% 67 26% 10.3 46% 12.7 66% 15.7 86% 21.7
7% 6.9 27% 10.4 47% 12.8 67% 16.1 87% 22.4
8% 1.2 28% 10.5 48% 13.0 68% 16.3 88% 22.8
9% 1.3 20% 10.6 49% 13.1 69% 16.6 89% 23.6
10% 1.5 30% 10.7 -> 50% 13.3 70% 16.8 90% 23.9
1% 1.6 315 10.8 51% 13.5 71% 17.0 a1 24.3
12% 8.0 32% 10.9 52% 13.6 1% 17.1 92% 25,5
13% 8.2 33% 1.0 53% 13.7 13% 17.4 93% 25.9
14% 8.3 34y 1.2 54% 13.8 74% 1.8 94% 26.4
15% 8.6 35% 1.3 55% 13.9 75% 18.0 95% 28.0
16% 8.7 36% 1.4 56% 14.2 76% 18.2 96% 28.4
17% 8.9 3% 1.5 57% 14.4 7% 18.4 97% 29.5
18% 9.0 38% 1.6 58% 14.5 78% 18.9 98% 30.5
19% 9.1 39% 11.9 59% 14,7 79% 19.2 90% 3.7
20% 9.3 40% 12.0 60% 14.8 80% 19.6 100% 33.6
25618/01-18 bui 1440 11 2020/06/30 13:25



Example 4

After Re-analysis

Dilution = 4/1

Fib Result = *80

Flag = slight coag +
Dilution ratio

Action = REPORT
Fib=80

CS-5100 25632-2

sk Graph Detail Print sk
Seq: F
Re—analysis flag: =

Sample No: TSNS B
Rack Tube Pos: 00 =03
Status: Review Validate:
S. Code: - Val idated on
Analysis Mode: Micro Validated by
Patient Name:
Sample Comment:
Sample Info. : Meas. Date:
Fbg
4000 i
3600 |
n
3200 |-
2800
2400
2000
1600
1200 [~
800
400
O i 1 vCIOFing Fjolil—‘t 1 1 1 1 1 1 1 1 |
[} 10 20 40 50 60 [se
Detai | —
0002. 0000. 0000 ight Coagulation
0000. 0000. 0000/ Dilution Ratio was Changed.
0002. 0000. 0000 Slight Coagulation
Evaluation Data
1% 2.4 21% 4.6 41% 58
2% 2.4 22% 4.6 42% 6.0
3% 2.4 23% 4.6 43% 6.0
4% 2.7 24% 4.6 44% 6.0
5% 2.7 25% 4.8 45% 6.2
6% 2.7 26% 4.8 46% 6.2
7% 3.0 27% 4.8 47% 6.2
8% 3.0 28% 4.9 48% 6.2
9% 3.0 29% 4.9 49% 6.6
10% 3.0 30% 4.9 —> 50% [
11% 3-7 31% 4.9 51% 6.6
12% 3.7 32% 6.1 52% 6.9
13% 3.7 33% 5.1 53% 6.9
14% 4.1 34% 5.1 54% 6.9
15% 4.1 35% 6.5 55% 6.9
16% 4.1 36% 5.5 56% 7.2
17% 4.1 37% 5.5 57% 1.2
18% 4.4 38% 5.8 58% 1.2
19% 4.4 39% 5.8 59% 7.6
20% 4.4 40% 5.8 60% 7B
25632/01-18 bui ld40 g ¥ |

admin :

administrator

Performed
2020/06/30 09:41:34
SYSTEM

2020/06/30 09:36:32
Result

S

_Fbg.-seec— e e 7
80 mg/dt ;

Fbg C *
"y YO
Evaluation Info. e 5:\?‘-“’3‘_:’(
bH_point_time 1.9 - '
bH 246
End_point_time 24.9 =
dH 29
Coag. % 50
doD 0. 0525
Measurement Info.
Temperature 37.0
Channel No. 5
Management ID 33
Dilution 4 /1
Reagent Lot OV 554672
Fbg 565060
Elapsed Time ovB 1
Fbg 1
c]
Hem Detection Level
Ict Detection Level
Lip Detection Level
Vol Detection Level
Calibration Curve ID 1
QC Performed Date 2020/06/30
08:34:28
Reagent Table Temp. 10.1
61% 7.6 81% 12..2
62% 7.6 82% 12.2
63% 8.0 83% 13.9
64% 8.0 84% 13.9
65% 8.0 85% 13.9
66% 8.7 86% 13.9
67% 8.7 87% 16.9
68% 8.7 88% 17.0
69% 9.0 89% 17.1
70% 9.0 90% 19.6
71% 9.0 91% 19.7
72% 9.0 92% 19.7
73% 10. 1 93% 19. 7
74% 10. 1 94% 21.8
75% 10.1 95% 21.8
76% 11.0 96% 22.1
77% 11. 0 97% 24.9
78% 11.0 98% 25.0
79% 11.0 99% 25.0
80% 12, 2 100% 25.0
2020/06/30 09:45



1. Analysis Time Over Error (ATO)

Joblist Flagged numeric result

Cause The reaction curve did not achieve an end
point before the measurement time was
reached.

Prolonged clotting time may be due to
low coagulation activity, low fibrinogen
concentration, anticoagulation therapy,
interfering substance, etc.

Kinetic *
Evaluation

Has a defined baseline

Has a clotting phase

Does not have end point

The result determined at the 50%
coagulation time may be inaccurate.
This requires manual evaluation.
Look for typical progression of the
curve.

AJD value of photometry

Reaction Start L}evel

PN

.
...........

Maximum Reading Time | Time
True End Point ?

Action Steps for ""Analysis Time Over"

1. Set the "Measurement Time" to a longer time (within the
range of 100 to 1800 seconds) or set the “Measurement
Time (Sub)” in the [Detailed Settings] on the operation
panel and reanalyze the sample. This step is effective to
confirm whether the coagulation curve becomes a plateau in
the longer time.

Review reaction curve and Evaluation Data after reanalysis.

Results in a numerical value without an asterisk (*), - Report the resulit.

Result with same ATO flag, but the result is without the asterisk (*) - Report the
result.

If reanalysis gives a different flag than the ATO flag, result is (*****), Review
reaction curve and Evaluation Data. If the evaluation data is greater than laboratory
reportable range, Report the highest point of linearity.

If the result is less than the reportable range and the ATO flag remains, the 50%
value is not accurate. The true result is potentially longer. DO NOT report the result. v



Example 5

Status = Review

Result PTT = *114

Flag = ATO

Curve — no end point

Action = run at Longer wavelength

€5-2500 ed

Sample No:
Rack Tube Pos:
Status:

S, Code:
Analysis Node:
Patient Name:
Sample Cosment:
Sample Info. :

APTT-FSL

4000 -

3600 -

6080 M

eview )

sxx4% Graph Detail Print seees
Seq:
Re-snalysis flag:
Validate:
Validated on :

Cp Validated by :

- Meas. Date:

1600 +

1200

800 |

400 -

0 1 1 L 1 1 L i i

0 20 40 60 80

Detail

0004, 0000. 0000 ( Analysis Time Over

Evaluation Data

P ———
NN ONWO s

3 st fun

Performed
11/21/2019 10:24:44
SYSTEN

1172172019 10:06:37

Result
APTT

Evaluation Info.

bH_point_time
bH
End_point_time
dH

Coag. %

dop

Measurement Info.
Temperature
Channel No.
Management 1D
Dilution Ratio
Reagent Lot

Elapsed Time

Hem Detection Level
Ict Detection Level
Lip Detection Level
Vol Detection Level

i * 114.1 ui’)

Calibration Curve 1D

QC Performed Date

Reagent Table Temp.
6 117,

o
" —
R
—
-~
-~

g p———

91.3 21%

2 93.7 22%
3% 95.0 23%
4% 95.9 24%
5% 96.9 25%
6% 97.6 26%
% 98.2 27%
8% 98.8 28%
9% 99.4 29%
10% 99.9 30%
1% 100.4 31%
12% 100.9 32%
13% 101.3 33%
14% 101.8 34%
15% 102,2 35%
16% 102.7 36%
17% 103. 1 37%
18% 103.5 38%
10% 103.9 39%
20% 104.3 40%

21065/01-68 build 30

S8532888883555355552

B WWNNI NN = s

LN @ANDG O OB O N—-BNOD
U
v
L
= SRR
ek ot ok et i ot ]
o g e pord
D RD NN B Bl DN NI
D0 bt DO DO s

-~
~
P S A PSR el G
SBSRRRENNEEBesEsEss NI
DNV B~ dBOURDNWONIO

BB RIRS MRS ORI PO NS

16.2

3118

134.9

1346

50

0.2478

3.1

3

1251

1/1

APTT FSL 556962

CaCl2 563866

APTT FSL 45

caCl2 &4

0

0

11/21/2019

10:08:24

10,2
81% 124.4
82% 124.7
83 125.2
84 125.6
85% 126.1
86% 126.5
87% 121.0
85% 127.4
89% 121.8
90% 128.3
91% 128.9
92% 129.4
93% 129.8
94% 130.5
95% 131.1
96% 131.6
97% 132.3
98% 132.9
99% 133.6
100% 134.4

11/21/2019 10:42



£5-2500 ed ‘ e
wsses Graph Detail Print sesws

Sample No: 6080 M Seq: O
Example 5 Rack Tube Pos: 000016~05 Re-analysis flag: /“Re=analysis >
Status: Review Val idate: formed 0 ew
S. Code: Validated on : 1172172019 10:24:8 And Cun
Analysis Node: Normal Cp Validated by : SYSTEN
. Patient Name:
Re-analysis Semole Coment:
Sample Info, : - Meas. Date: 11/21/2019 10:06:37
No Flag wTT-FSL Result
APTT 127.4 se
. 4000 |
Result without star oo
Ok to report result. o Ealution nfo.
L _point_time X
pon f bH 3204
i End_point_time 174.0
— i i aH 1572
: i ra—t 23“ (5)?2930
: : A Measurement Info.
L L Temperature 371
L Channel No. 2
1200 Management 1D 1251
¥ Dilution Ratio 1/1
800 Reagent Lot APTT FSL 556962
B CaCl2 563866
400 Elapsed Time APTT FSL 45
L CaCl2 65
0 R . A —a ‘ : N M N
0 40 80 120 160 200 240 (sp
Detai |
Hem Detection Level 0
Ict Detection Level
Lip Detection Level 0
Yol Detection Level
Calibration Curve ID
OC Performed Date  11/21/2019
10:08:24
Evaluation Data Reagent Table Temp. 10.1
1% 101.8 21% 116.3 4% 124.1 61% 131.5 81% 141.5
2% 104.0 22% 116.7 42% 124.5 62% 132.0 142.1
3% 105.5 23% 117.1 632 124.8 63% 132.4 83% 142.8
4% 106.5 24% 17.6 44 125.2 64% 132.8 84% 143.5
5% 107.3 222 118.0 45% 125.5 65% 133.2 85% 144.2
o% 108.2 2 118. 4 46% 125.9 66% 133.7 86% 144, 9
7% 108.9 27% 118.8 47% 126.3 67% 134.1 87% 145.7
8% 109.6 28% 119.3 48% 126.7 68% 134.5 88% 146.7
9% 110.2 29% 119.6 4% 121.0 69% 135.0 89% 147.6
0% 110.8 308 1200 - 508 127.4v 0%  135.5 90%  148.6
1% 111.4 31% 120.4 51% 127.8 1% 136.0 91% 140, 6
12% 1.9 32% 120.8 52% 128.1 12% 136.4 92% 150. 8
13% 112.5 33% 121.2 53% 128.5 73% 136.9 93% 152.0
14% 113.0 34% 121.6 54% 128.8 74% 137.5 94% 153. 4
15% 113.5 35% 121.9 55% 129.2 75% 138.0 95% 155. 1
16% 113.9 36% 122.3 56% 129.6 76% 138.6 96% 157.1
17% 114.5 37% 122.7 57% 130.0 % 139.1 974 150.4
18% 115.0 38% 123.0 58% 130.4 78% 139.7 98% 162.5
19% 115.3 39% 123.4 59% 130.7 79% 140. 2 166. 7
20% 115.9 40% 123.8 60% 131.2 80% 140.8 100% 174.1
21065/01-68 build 30 /1 11/21/2019 10:42



it admin : administrator
s=xs» Graph Detail Print seess

Sample No: 10146125 B Seq: 1
Rack Tube Pos: 000903-01 Re-ianalysis flag: /“
Example 6 5 cod: e Valicated o : T s
Analysis Mode: Norma| Validated by SYSTEN
Patient Neme: ADULT ZZZYH
Sample Comment:
. Sample Info. : Vol Weas. Date: 2020/06/28 14:47:07  —
StatUS = ReVIGW PTT t Result o
PTT *+ 96,8 sec
Mode = Normal S i
3500
RGSUlt = *PTT 3200- Evaluation Info
._L bH_ooint_time  11.4
Flag = ATO and Vol oo E:‘””“-““‘ ool
. . . H 1700
Action: Check vol, if ok, Review the g Goue. & .
Re-analysis result !
1600 | Neasurement Info,
i Temperature 31.0
) ) ) o | ‘ ::::::en”: 10 329
As mode is normal, instrument will run =} Resgent Lot épir'rsn_ 6997
I aCl2 563872
On longer measurement by itself Ly TR
) 20 40 60 80 100 120 140 180  [seq]
Detail

0004. 0000. 0000 Analysis Time Over
1100. 4000. 0000  Defective Sample Volume

Hem Detection Level 0

lct Detection Level

Lip Detection Level 0

Vol Detection Level 56.0
Calibration Curve 1D

OC Performed Date  2020/06/28

10:52:00
Evaluation Data Reagent Table Temp. 10.1

1% 55.5 21% 89.2 41% 94.7 61% 99 4 81% 105.4
2% 69.9 22% 89.6 42% 94.9 62% 99.6 82% 105.8
3% 4.5 23% 89.9 95.1 63% 99.9 83% 106. 2
45 77.0 245 80.2 445 95.4 64% 100. 2 84% 106. 7
5% 8.8 25% 90.5 45% 95.6 65% 100. 4 85% 107.1
6% 80.2 26% 90.8 46% 95.8 66% 100. 7 86% 107.6
7% 81.4 27% 1.1 47% 96.1 67% 100.9 87% 108.2
8 82.4 28% 91.4 48% 96.3 68% 101.2 88% 108.7
9% 83.2 20% 91.7 49% 96.5 69% 101.5 80% 109. 3
10% 84.0 30% 92.0 ->  50% 96.8 70% 101.8 90% 110.0
1% 84.6 31% 92.2 51% 97.0 1% 102. 1 1% 110.7
12% 85.3 32% 92.5 52% 97,2 2% 102. 4 92% 11.4
13% 85.8 33% 92.8 53% 97.4 13% 102.7 93% 112.3
145 86.3 345 93.0 54% 97.7 74% 103.0 945 113.3
15% 86.8 35% 93.2 55% 97.9 5% 103.3 95% 114. 4
16% 87.3 36% 93.5 56% 98,2 76% 103.6 96% 115.8
17% 81.7 37% 93.7 57% 98.4 7% 103.9 7% 117.6
18% 88.1 38% 93.9 58% 98. 6 78% 104.3 98% 119.8
19% 88.5 39% 94.2 59% 93.9 79% 104.7 99% 123. 4
20% 88.8 40% 94.5 60% 99.1 105.0 100% 131.0
25632/01~18 bui 1d40 11 2020/06/29 16:54



CS-5100 25632-2 admin : administrator

w+xxx Graph Detail Print sesss \
Example 6 Sample No: 10146125 B Seq: _/r‘\/
Rack Tube Pos: 000008-01 Re-analysis flag: 6
Status: Review Validate: Performed =
. S. Code: Validated on : 2020/06/28 15:09:34
After Re-analysis Analysis Node: Noreal Validated by : sysTEw
I - h " Patient Name: ADULT ZZZWH
Sample Comment:
Resu t Wlt OUt Sample Info.: Vol Neas. Date: 2020/06/28 14:47:17
PTT
-ok to report Buacis
p w000k PIT _96.8 sec
36500 |-
3200 Evaluation Info.
:_l Y bH_point_time 14.4
L bH 3080
.o - End_point_time 131.2
dH 1838
2400 | Coag. % 50
- 40D 0.3921
2000 |
1600 : Measurement Info,
N Temperature 37.0
1200 - Channe! No. 3
Management 10 3200
E Dilution 1/1
800 Reagent Lot APTT"FSL 556997
L CaCl2 563872
400 } Elapsed Time APTT FSL 4
E caCiz 4
7], SO S T Y S SRS R U d/ At vl {0 S M (R B WY

0 20 4 6 8 100 120 140 160 180 [seq]

Detai | T e S
1100, 4000. 0000 ( Defective Sanple Volune
Hem Detection Level 0
lct Detection Level
Lip Detection Level 0
Vol Detection Level 56.0
Calibration Curve ID
QC Performed Date  2020/06/28

10:52:00
Evaluation Data Reagent Table Temp. 10.1

1% 52.2 21% 89.3 415 94.8 61% 99 4 81% 105.2
2% 70.0 22% 89.7 425 95.0 62% 99.6 82% 105. 6
3% 74 4 23% 90.0 43% 95.2 63% 99.8 83% 106.0
44 771 24% 90.3 445 95.4 64% 100. 1 84% 106, 5
5% 78.8 25% 90.6 45% 95.7 65% 100.3 85% 106. 9
6% 80.4 26% 90.9 46% 95.9 66% 100. 6 86% 107. 4
7% 81.6 27% 91.2 47% 96.1 67% 100.8 87% 107. 9
8% 82.6 28% 91.4 485 96.3 68% 1011 88% 108.5
9% 83.4 29% 91.7 v 49% 9.5 69% 101.3 89% 109.0
10% 842 30% 92.0 => .. 50% 96.8 T0% 101.6 90% 109.7
1% 84.8 31% 92.2 51% 97.1 % 101.9 91% 110.4
12% 85 4 3% 92.5 52% 97.2 T2% 102.2 92% 1m.1
13% 86.0 33% 92.8 53% 97.5 73% 102.5 93% 12.0
14% 86.5 34% 93.1 54% 97.7 T4% 102.8 94% 113.0
15% 86.9 35% 93.3 55% 97.9 75% 103.1 95% 114.2
16% 87.4 36% 93.6 56% 98.2 76% 103.4 96% 115, 5
17% 87.8 37% 93.8 57% 98. 4 s 103.8 % 17.3
18% 88.2 38% 94.0 58% 98.6 78% 104.1 98% 119.6
10% 88.6 39% 94.2 59% 98.8 70% 104.5 99% 123.2
20% 89.0 40% 94.5 60% 99.1 80% 104.8 100% 131.3
25632/01-18 bui 1d40 11 2020/06/28 15:11



CS-5100 25631-1 admin : administrator

5L\qnga—(m Graph Detail Print seesx

Sample No: gomwo)a Seq: 1
Rack Tube Pos: 000008-01 Re-analysis flag:
Status: Review Validate: Performed
Example 7 . Code: Validated on : 2020/06/29 12:29:36
Anzlysis Mode: Normal Validated by : SYSTEM
Patient Name: HIGH 2Z2YH
Sample Comment:
Sample Info. : Vol Neas. Date: 2020/06/29 11:56:31
Status = Review PIT Result TR
PIT . * 120.4 sec)
4000 b — —
Mode = normal : e ek To Ret
3600 5, =
— %k ¥
RESUHZ PTT - 120.4 3200 Evaluation Info.
1 bH_point_time 40.4
— [ ] bH 2980
Flag - ATO and VOI 200 mi’dﬂ End_point_time 131.0
L dH 122
1 2400 Coag. & 50
Curve — no end point [ %0 o.0188
. . 2000 b
Action = Review at Longer Il el A
I h [} Tenperature 37.0
Channel No. 2
wavelengt 200} b s o
" Dilution 1/1
800 | Reagent Lot APTT FSL 556997
3 CaCl2 563872
400 + Elapsed Time APTT FSL 1
L cC12 0
ol s
0 20 40 60 20 100 120 140 180 [sec)
Detail )
0004.0000. 0000 Analysis Time Over
1100. 4000. 0000 Defective Sample Volume
Hem Detection Level 0
ot Detection Level
Lip Detection Level 0
Vol Detection Level 50.8
Calibration Curve ID
QC Performed Date  2020/06/29
11:59:00
Evaluation Data Reagent Table Temp. 10.0
1% 5.1 21% 108.2 1% 117.6 61% 123.2 81% 127.1
2% 79.1 22% 108. 9 42% 117.9 62% 123.3 82% 121.5
3% 83.9 23% 109.7 43% 118.2 63% 123.4 83% 121.5
4% 86. 4 24% 109.9 445 118. 4 64% 123.8 84% 121.7
5% 90.5 25% 110.5 45% 118.6 65% 124.1 85% 127.8
6% 92.5 26% 1.0 46% 119. 4 66% 124.3 86% 128.1
75 93.5 27% 1.3 474 119.6 67% 124.4 87% 128.4
8% 95.1 28% 112.3 43% 119.7 68% 124.6 88% 128.5
9% 95.9 29% 112.8 49% 119.8 69% 125.0 89% 128.6
10% 98.5 30% 113.0 -> 50% 120.4 70% 125.1 90% 128.7
1% 99.7 31% 113.6 51% 120.5 71% 125.3 91% 120.0
12% 100.5 32% 1141 52% 120.7 2% 125. 4 92% 129.2
13% 101.3 33% 114.4 53% 121.0 73% 125.8 93% 129. 4
14% 103.0 34% 14.7 54% 121.3 74% 125.9 945 129.5
15% 104.0 35% 115.0 55% 121.6 75% 126.1 95% 120.7
16% 104. 6 36% 115.6 56% 121.9 16% 126.3 96% 130.0
17% 105.0 37% 116.2 5T% 122.1 7% 126.4 97% 130.1
18% 106. 2 38% 116.4 58% 122.2 18% 126.7 98% 130.1
10% 106. 8 39% 116.5 50% 122.4 79% 126.8 99% 130.3
20% 107.6 40% 116.9 60% 123.0 80% 127.0 100% 130. 6
25631/01-18 bui ld40 11 2020/06/29 13: 11



Example 7

After Re-analysis

Result *%**

Flag: Changed to ERE-Slow
reaction and Upper
report limit

Evaluation data value = 177.9

Report PTT>139

SUq Y Bz

CS-5100 256311 admin : administrator
*#rexx Graph Detail Print sesss
Sample No: gouslso }> Seq: F
Rack Tube Pos: 000008-01 Re-analysis flag:
Status: Review Validate: Performed
S. Code: Validated on : 2020/06,/29 12:29:36
Analysis Mode: Normal Validated by : SYSTEM
Patient Name: HIGH 22ZYH
Sample Comment:
Sample Info.: Vol Meas. Date: 2020/06/29 11:59:31
PTT Result : ——
PIT T e % sec \/
4000 | X — T
L T
3600 at;‘)(‘»")’t /,%q i:__bd{:, e
3200 A\ Evaluation Info.
i bH_point_time 31.7
= bH 3031
b | End_point_time 321.6
oH 2735
2400 - Coag. & 50
I dop 1. 0090
2000 -
1600 : : Measurement Info,
) (Clotting Point Temperature 37.0
Channel No. 3
1200 Management 1D 3200
3 Dilution 1/1
800 Reagent Lot APTT FSL 556997
L CaCl2 563872
400 b Elapsed Time APTT FSL 1
L caCiz 0
PY S r S Sl T it T L R O 0 A A |
0 4 8 160 200 240 280 320 350 400 440 480 [sec]
Detail
0008. 0128. 0001  Early Reaction Error : Slow Reaction
1100. 4000.0000 Defective Sample Volume —
0000. 6000.0100 Upper Report Limit Over
Hem Detection Level 0
Ict Detection Level
Lip Detection Level 0
Yol Detection Level 50.8
Calibration Curve [D
OC Performed Date  2020/06/29
11:59:00
Evaluation Data Reagent Table Temp. 10.)
1% 108.2 21% 156.4 41% 1m.7 61% 185.7 81% 203.9
24 1.7 22% 157.4 425 172.5 62% 186.4 82% 205.2
3% 123.7 23% 158.3 43% 173.1 63% 181.2 83% 206. 4
4% 127.8 24% 159.1 445 173.8 64% 188.0 84% 207.8
5% 131.2 25% 160.0 45% 174.5 65% 188.7 85% 209.2
6% 134.3 26% 160.8 46% 175.2 665 189.6 86% 210.8
5 136.7 27% 161.7 474 175.9 67% 190. 4 87% 212.5
8% 138.9 28% 162.5 48% 176.5 68% 191.1 88% 214.2
9% 140.9 29% 163.2 49% 172.3 69% 192.0 89% 216.1
10% 142.6 30% 164.0 => (50% 177.9 70% 192.8 90% 218.3
1% 144.3 31% 164.7 “51% 17876 ns 193.7 91% 220.5
12% 145.9 324 165. 4 52% 179.3 12% 184.6 92% 223.1
13% 147.3 33% 166, 2 §3% 180.0 13% 195.5 93% 226.0
14% 148.6 34% 166.8 54% 180, 7 74% 196.4 94y 229.4
15% 149.9 35% 167.6 55% 181.3 5% 197. 4 95% 233.6
16% 151.1 36% 168.3 56% 182.1 76% 198.4 96% 238.5
17% 152.2 3% 169,0 57% 182,17 7% 199. 4 97% 245.0
18% 153.4 38% 169.7 58% 183.5 18% 200.5 98% 285.0
19% 154. 4 304 1704 59% 184.2 19% 201.5 99% 2.1
20% 155. 4 40% 1711 60% 185.0 80% 202.7 100% 321.7
25631/01-18 bui 1¢40 1/1 2020/06/29 12:3



Coagulation Curve error

‘ There is an abnormal big fluctuation in the

initial part of the coagulation curve. Action Steps for ""Coagulation Curve Error"
= :
E T T T T 0% .
g |T\U 1. After Re-analysis,
E --Results Without an asterisk (*) --- REPORT Result
2 100% -- Same flag and asterisk--DO NOT Report the result.
Mask Time EheckT Time -
[4 sec.]
Joblist Flagged numeric result
Cause Occurs when there is unexpected curve
fluctuation.

Common cause is an air bubble in the
reaction cuvette.

This check can detect such an
abnormal fluctuation. When this
situation occurs, no

numerical results will be given;
Instead ***.* will print along with
the "Coag. Curve Error" message.



4. Early Reaction Error (ERE)

This message occurs when abnormally short PTT patient results may be caused by an early reaction. Patient results with an early
reaction can be identified in the Evaluation Data and additional information (an Early Reaction Error code) will be shown. When
this situation occurs, no numerical results will be given; instead ***.* will print along with the "Early Reaction Error" message.

If the reaction time (Time2 - Timel) within the range of Width% is longer than the Slow Reaction Time Limit, the result will be
flagged with an "Early Reaction Error" error.

All ERE will have non numerical result. (***.*) except Start Angle 2
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ERE - Start Angle 2, respin if lipemic or hemolyzed and rerun, check to see if the result
matches what is listed at the 50%o. If it does, report the result.

e If the result does not match the 50% point, it may be greater than the upper report limit.
DO NOT report.

Example 1

CS-5100 25618-3 admin:administrator

weeer List Print seess

Sample No: 10146127 M Seq. F

Rack Tube Pos 000001-04 Re-analysis flag:

Status: Review Validate: Performed

S. Code: Validated on 2020/06/28 15:23
Analysis Mode Micro Validated by admin

Patient Name:
Sample Comment
Sample Info. : - Meas. Date: 2020/06/20 17:16

PIT * 33.4 sec Early Reaction Error : Start Angle 2




CS-5100 25618-3 admin : administrator
=exxx (raph Detail Print “'o‘/ﬂ
F

Sample No: 10146127 M Sea: |
Rack Tube Pos 000001-04 Re-analysis flag:
Status: Review Validate Performed
S. Code: Validated on : 2020/06/28 15:23:54
Example 1 at |Onger measurement Analysis Mode: Micro Validated by admin
. Patient Name:
e Sample Comment:
Status ReVIeW Sample Info. : - Meas. Date: 2020/06/20 17:16:29 /
— 1 PTT Result
Mode = Micro ki o T h

- .‘I;,& UJ“:. Ve 41);,'.’]\}\_5 - R E ;
i the SO/ = Fapu

L s el =0

Result PTT = *33.4

3600

Flag = ERE; Start Angle2 200 ot TOT RRltion e b
. H 2057
Action = Report the result 200 Eza‘po.m_u., X
2400 Coag. % 50
dop 0. 6620
il e s,
(Only ERE flag where the ** result can e to
emperature
be reported is if it matches the 20 Manegeoent 10 320
Dilution 1/1
50% p oint) 800 Reagent Lot (A;HzFSL g:g:g;
400 H 3 Elapsed Time APTT FSL O
L CaCi2 0
<)o . 2(I> ' 40 - &; : 8; . w; . m.)(sec)

Detail
0008,0128.0004 Early Reaction Error : Start Angle 2

Hem Detection Level

fct Detection Level

Lip Detection Level

Yol Detection Level
Calibration Curve ID

OC Performed Date  2020/06/20

13:07:35
Evaluation Data Reagent Table Temp. 10.1

1% 12.0 21% 30.4 41% 32.6 61% 34.4 81% 36.7
% 12.8 22% 30.5 425 32,17 62% 34.5 82% 36.9
3% 13.7 23% 30.7 43% 32.8 63% 34.5 83% 37.0
45 14.6 24% 30.8 445 32.8 64% 4.6 845% 37.3
5% 15.7 25% 30.9 45% 33.0 65% 34.7 85% 37.4
6% 16.8 26% 31.0 46% 33.0 66% 34.8 86% 37.6
% 18.0 2% 311 47% 33.1 67% 34.9 87% 37.9
8% 19.2 28% 3.3 % 33.2 68% 35.0 88% 38.2
9% 20.7 29% 3.3 49% 33.3 69% 35.1 89% 38.4
10% 2.2 30% 31.5 - < 50% 33.4 70% 353 90% 38.7
1% 23.9 315 31.6 51% 33:5 71% 35.3 91% 39.1
12% 25.6 32% 3.6 52% 33.6 712% 35.5 92% 39.5
13% 21.4 33% 3.8 53% 33.6 73% 35.6 93% 39.9
145 28.8 345 3.9 54% 3.7 74% 35.7 94% 40. 4
15% 29.3 35% 32.0 55% 33.8 75% 35.8 95% 41.1
16% 29.6 36% 321 56% 3.9 76% 5.9 96% 41.9
17% 29.8 37% 32.2 57% 34.0 7% 36.1 97% 42.8
18% 29.9 38% 32.3 58% 34.1 78% 36.2 98% 44.2
19% 30.1 39% 32.4 59% 34,2 79% 36.4 99% 46,2
20% 30.2 40% 32. 6 34.2 80% 36.5 100% 49.9
25618/01-18 bui 1d40 N1 2020/06/28 15:24



(S-5100 CS Lab sad : stephanie

#eses Graph Detail Print sewes f ': @
Sample No: micro M Seq: F
Rack Tube Pos: 000019-01 Re-analysis flag: v
Status: Review Validate: Performed M
S. Code: Validated on : 08/21/2019 08:45:55

Am.lysia Iod?: v_'licro Validated by : SYSTEM
Sl Somert
Sample Info.: - Meas, Date: 08/21/2019 08:36:32
Example 2 at longer measurement B T
. L APTT FSL"ssc = 38.4 sec
Status = Review o %
. 3600 - 2 2 ROl : ) 1532
Mode = Micro I : Batostion e, /2 —> e port=\¥
% 3200: QAsutton ,;Q,»Q,L_-he btuoint_tin: ' 11.4
ReSUIt PTT - 38.4 ot X iy ) ) ::d_potn!_zlme ggog
—- . aH 730
Flag = ERE; Start Angle2 M’(:\J . Go 3 0
Action = Report the result g o
1600 | i Measurement Info. .
i Temperature 37.0
) or 3:2’.’2,,'52 10 gzs:
(Only ERE flag where the *numeric «!| Roagent Lot | APIT FSL s
L CaCl2 6
result can be reported - el S 4
is if it matches the L
50% point) gg;gfr‘nzs:ooos EarJyReaction Error : Start Anglc/

Hem Detection Level

Ict Detection Level

Lip Detection Level

Yol Detection Level
Calibration Curve ID

QOC Performed Date  08/21/2019

¥ 08:40:04
Evaluation Data Reagent Table Temp. 10.0

1% 1.5 21% 34.6 41% 3.3 61% 39.8 81§ 42.9
2% 11.8 2% 4.7 42% 31.4 62% 39.9 82 43,0
3% 15.1 23% 34.9 43% 31.6 63% 40.0 83% 43.3
4% 31.5 24% 35.0 44% 3.6 64% 40,2 84% 42.6
5% 31.9 25% 35.2 45% 31.8 65% 40.3 85% 43.7
6% 32.2 26% 35.3 46% 31.9 66% 40.4 86% 43.9
1% 32.5 27% 35.5 47% 28.1 67% 40.6 87% 44.3
8% 32.7 28% 35.6 48% 38.2 68% 40.7 8% 44.5
AT A =N
1% 33.2 31% 36.0 BY ; 1% 41.2 91% 45.5
12% 33.3 32% 36.1 52 38.7 12% 41.3 92% 45.8
13% 33.5 33% 36.2 53% 38.7 73% 41.5 93% 46.2
14% 33.7 34% 36.4 54% 38.9 4% 41.6 94% 46.8
15% 33.8 35% 36.5 55% 39.0 75% 41.8 95% 471.3
16% 33.9 36% 36.7 56% 39.1 76% 41.9 06% 43.0
17% 34.1 37% 36.8 57% 39.3 % 42.1 7% 48.8
18% 34.2 38% 36.9 58% 39.4 78% 42.3 98% 49.8
19% 34.4 39% 37.0 50% 39.5 79% 42.4 00% 51.1
20% 34.5 40% 37.2 60% 39.7 42.7 100% 53.3
22828/01~18 bui |d40 in 08/21/2019 09:33

L



ERE: Early %

Check sample for clot, lipemia and hemolysis.

If not clotted, microfuge if lipemic or hemolyzed,

e After reanalysis, numerical result without an asterisk (*), --Report the result.
o |f result with the 50 % value iIs <20 seconds, the sample is clotting too quickly

possibly due to pre-analytical variables. Recollect sample. DO NOT REPORT.

e |f reanalysis of the sample results has a different flag (Lower report Limit Over)
along with ERE — Early %, and the 50% value is <20 seconds PTT, Report <20

seconds.



Example 8

Status = Review
Mode = Normal
Result PTT = ****
Flag = ERE; Early%
Lipemia
Drifting baseline

Action: Check for clot
Microfuge and re-analyze

CS-5100 sad/haq Elise: Elise
wexas Graph Detail Print ssess
Sample No: MR. BURGER M Seq: 1
Rack Tube Pos: 000003-02 Re-analysis flag:
Status: Review Validate: Performed
S. Code: Validated on : 08/22/2019 09:18:25
Mnalysis Node: Normal Cp Validated by : SYSTEM 0% sl gw,
Patient Name: S ———
Sample Comment:
Sample Info. © Meas. Date: 08/22/2019 09:02:44
APTT-FSL Result
APTT FSL™sec *aeex + SEC )
4000 p- ;_J’/
36800
3200 ! A Evalustion Info.
L g’ bH_point_time 11.4
G bH 626
oor \ End_point_tine 48.7
E \ dH 210
2400 | \ Coeg. % 50
- \ dob 0.1775
2000 1 \
: Measurement Info.
e N Temperature 37.0
Channel Ko. 8
1200 - Management 1D 3251
I Dilution 1/1
800 | / Reagent Lot APTT FSL 556062
- \>‘ CaCl2 563846
400 %—l‘ Elapsed Time APTT FSL 72
I cacl2 72
0 X " 2 N . L N " " L . ;
[ 10 20 30 40 50 60 (sec)
Detail
oG8, 0122, 00LE " Eary Resctlon Ecroe : Eacly S
¥
NN N‘% Hem Detection Level 0
C}J" 3 Ict Detection Leve
g X Lip Detection Levél _3
) Vol Detection Leve! 55.9
Wi/ Calibration Curve 1D
4 QC Performed Date  08/22/2019
08:57:33
Evaluation Data Reagent Table Temp. 10.0
-1 1.5 21% 19.4 41% 33.7 61% 38.1 81% 42.1
o 1.7 2% 20.1 425 33.9 62% 38.2 82% 42.3
3% 12.0 23% %0. 8 43% 34.2 63% 38.4 83% 42.5
4% 12.2 24% 1.1 44% 34.5 64% 38.6 84% 42.7
5% 12.5 25% 21.8 45% 4.7 65% 38.9 85% 42.9
6% 12.8 26% 22.5 45% 34.9 66% 39.1 86% 43.3
% 13.0 27% 23.2 47% 35.1 67% 39.3 87% 43.5
8% 13.3 28% 23.8 48% 35.3 68% 39.4 88% 43.7
9% 13.5 29% 24.2 49% 3.5 69% 39.6 89% 4.0
10% 14.0 30% 25.6 = 508 3B 8> 0% 39.8 90% 4.4
1% 14.3 3 26.4 51% 36.0 71% 40.1 91% 44,7
12% 4.7 32 27.1 52% 36.2 12% 40.2 9Z% 45.0
13% 15.1 33% 28.0 53% 36.4 3% 40.4 93% 45.3
14% 15.7 34% 28.8 54% 36.6 14% 40.6 94% 45.6
15% 16.2 35% 29.6 55% 36.8 5% 40.8 95% 46.1
16% 16.5 36% 30.5 56% 31.0 6% 41.0 96% 46.4
17% 17.1 3% 314 57% 37.2 7% 41.2 97% 47.0
18% 17.5 38% 32.1 58% 37.4 8% 41.3 98% 47.4
15% 18.0 39% 32.8 59% 37.6 9% 41.6 99% 48.1
20% 18.8 40% 33.3 60% 37.9 80% 41.8 100% 48.7
22828/01-18 bui ld " 08/28/2019 16:21



Example 9

After re-analysis,

Result=***

Flag= ERE ; early% with Lower
report limit error

Action: check eval data,

PTT 50% value =18.6

Report = <20 sec

-C5-5100 25631-1

#ssee Graph Detai| Print seses

admin : administrator

Sample No: 54060492 B Seq: F
Rack Tube Pos: 000009-02 Re-analysis flag:
Status: Review Validate: Per formed
S. Code: Validated on : 2020/06/30 15:11:36 7
Analysis Mode: Normal Validated by - SSTEN (D) Clne ek b Chots
Patient Neme: ) A'E(U KLMI’E
Sample Comment: e/ - __-___.—I"
Sample Info. : Meas. Date: 2020/06/30 15:04:10
PTT Result ~—~

PTT s aews s seC
4000 @

" E.: oot — 20 AL
3600: /u,._»‘w'u 2ozt Ao 'f/"q
12001 Evaluation Info. o"/"“'j” along ot

N \ bH_point_time 1.4 &= -U E,-.»m

bH 2808
o ! End_point_time 318 A’

i aH 1585
2400 - Coag. % 50

- 40D 0.3610
2000 i Cloting Point

- Veasurement Info.

1% ! Temperature 37.0
Channel No. 3
1200 - ) Vanagement 10 3290

N Dilution 1/1
800 Reagent Lot APTT FSL 556997

L CaCi2 563872
400 Elapsed Time APTT FSL 7

i caCiz 27

0 N . . N N N 2 . N N s
0 10 20 30 40 50 60 [sac]
Detail = —

0008. 0128. 0016 \Esé:y Ructwn Error : Earm
0000. 6000. 0200 por lth‘Owr

Hem Detection Level 0
lot Detection Level

Lip Detection Level 0
Yol Detection Level 49.3
Calibration Curve ID

QC Performed Date  2020/06/30
13:08:54
Evaluation Data Reagent Table Temp. 10.1

1% 14.3 21% 16.6 415 18.0 61% 1.3 81% 21,1
2% 14.7 22% 16.8 42% 18.1 62% 19.4 82% 211
3% 14.8 23% 16.8 43% 18.2 63% 19.4 83% 21.3
4% 15.0 24% 16.9 445 18.2 64% 19.5 84% 21.4
5% 15.1 25% 1.0 45% 18.2 65% 19.6 85% 21.6
6% 15.2 26% 17.1 46% 18.3 66% 19.7 86% 21.7
i) 15.4 27% 17.1 475 18.4 67% 19.7 8T% 21.9
8% 15.4 28% 17.2 485 18.5 68% 19.8 88% 22,1
9% 15.6 29% 17.3 49%— 185 69% 19.9 89% 22.2
10% 15.7 30% 17.4 =2 18.6 70% 19.9 90% 22.5
1% 15.7 31% 17.4 R ns 20.0 91% 22,7
12% 15.8 32% 17.5 52% 18.7 72% 20.2 925 23.0
13% 16.0 33% 1.5 53% 18.8 73% 20.2 93% 23.3
14% 16.0 34% 17.6 54% 18.8 74% 20.3 945 23.6
15% 16. 1 35% 1.7 55% 18.9 75% 20.4 95% 24.0
16% 16.2 36% 17.7 56% 19.0 76% 20.5 96% 24.5
17% 16.3 3% 17.8 57% 19.0 7% 20.6 97% 25.3
18% 16.4 38% 17.9 58% 19.1 18% 20.7 98% 26.3
19% 16.5 30% 18.0 59% 19.1 79% 20.8 28.2
205 16.5 40% 18.0 60% 19.2 80% 20.9 100% 31.9
25631/01-18 bui 1¢40 11 2020/06/30 15:18



Example 10

This is after re-analysis

Already check the clot

Result = ***(PTT)

Flag = ERE-early% with lower
report limit

Evaluation data = PTT 17.7

Report = PTT<20 sec

CS-5100 25631-1

admin : administrator

skkkx Graph Detail Print s

Ak
Sample No: 10146068 M Seq: @
Rack Tube Pos: 000005-04 Re-analysis flag: -
Status: Review Validate: Performed
S. Code: Validated on : 2020/06/26 16:12:26
Analysis Mode: Micro Validated by : admin .
Patient Name:
Sample Comment:
Sample Info. : - Meas. Date: 2020/06/26 15:25:14
PTT Result
@i\ *Hhkk X SEC
4000 |- 4
il p:z): ot << A0 .oC<-
3200 | Evaluation Info.
L bH_point_time 1.4
bH 2655
2800 End_point_time 31.1
i dH 1998
2400 Coag. % 50
- dop 0. 6065
2000
I " . Measurement Info.
1600 |
| hetting Poiot Temperature 37.0
Channel No. 3
120 Management 1D 3290
" Dilution 1/
800 - Reagent Lot APTT FSL 556997
- CaCl2 563872
400 Elapsed Time APTT FSL 8
L CaCl2 8
0 L . L . . L L L . )
0 10 20 30 40 50 60 [sec]
Detai | =
0008.0128.0016  Early Reaction Error : Early %
0000. 6000. 0200 L_Qwer Report Limit Over -
_ P ) —= Cann ’_L‘L‘ Hem Detection Level
Nlaee. S CEOT /7‘} edsTie d i = Ict Detection Level
7 Re. / 5 ,Lip Detection Level
~——"_P—> WA_A/77/; . Vol Detection Level
S it Jaros Livit L4es)Calibration Curve ID
— 3 Dz Lo » T\ Yourl TN
= :tgy GRS — QWJIZ 7 alsn Fer Tl SO/l 206 Perforned Dats  2020/06/26
' & Keport <p022c 14:45:02
Evaluation Data Reagent Table Temp. 10.1
1% 11.9 21% 15.8 41% 17.2 61% 18.4 81% 20.1
2% 12.6 22% 15.9 42% 17.3 62% 18.5 82% 20.2
3% 13.3 23% 16.0 43% 17.3 63% 18.5 83% 20.4
4% 13.7 24% 16.0 44% 17.4 64% 18.6 84% 20.5
5% 14.0 25% 16.1 45% 17.4 65% 18.7 85% 20.7
6% 14.3 26% 16.2 46% 17.5 66% 18.8 6% 20.8
7% 14.4 27% 16.2 47% 17.6 67% 18.8 87% 21.0
8% 14.5 28% 16.3 48% 17.6 _ 68% 18.9 88% 21.1
9% 147 29% 16.4 49% 1.7 ) 69% 19.0 89% 21.4
10% 14.8 30% 16.5 >S50 1174 K20 10% 19.1 90% 21.6
1% 14.9 31% 16.5 51% 17.8 ~—7 T1% 19.1 91% 21.8
12% 15.0 32% 16.6 52% 17.9 72% 19.2 92% 22.0
13% 15.1 33% 16.7 53% 18.0 73% 19.4 93% 22.3
14% 15.2 34% 16.8 54% 18.0 74% 19.4 94% 22:.7
15% 15.3 35% 16.8 55% 18.0 75% 19.5 95% 23.1
16% 15.4 36% 16.9 56% 18.1 76% 9.6 96% 23.6
17% 15.5 37% 16.9 57% 18.2 7% 19.7 97% 24.2
18% 15.6 38% 17.0 58% 18.2 78% 19.8 98% 25.2
19% 15.7 39% 171 59% 18.3 79% 19.9 99% 26.8
20% 15.7 40% 17.1 60% 18.4 80% 20.0 100% 31.2
25631/01-18 bui|d40 n 2020/06/26 16:12



CS-5100 25618-3 admin ; administrator

wxxxx Graph Print ssess

Sample Mo 25 M Seq F

Rack Tube Pos: 000007-05 Re-analysis flag

Status Error Validate Performed

S. Code: Validated on : 2020/06/25 14:51:14
Example 11 Analysis Wode Normal Validated by SYSTEN

Patient Name:

Sanple Comment:

Sample Info Hen Meas. Date: 2020/06/25 14:43:48

PT Result Detail

4095 PT 27.7 _sec

INR 2,82

Status = Error
Mode = Normal

Result PTT =***(but bivtie T 171

normal PTINR) . - -

Flag — ERE, Early% 4085 PTT R gc@bﬂlﬁhrlykﬂcllminw ELWP

0008, 0256, 0000, Noi 5¢ —

o

PTT

I

Noise "
Action: re-analyze sample inarmtien 3
If re-analysis results with o a

the same NOISE flag, DO
NOT report the result

25618/01-18 bui |d40 1/1 2020/06/25 14:59



Example 12

Ok to report

€S-5100 25618-3
wxeaw Graph Detail Print ssees

admin : administrator

Sample No: 25 M Seq: F
Rack Tube Pos: 000007-05 Re-analysis flag:
Status: GEr'r'bB} Validate: Performed
§. Code: Validated on : 2020/06/25 14:51:14
Analysis Mode: Normal Validated by SYSTEM
Patient Name:
Sample Comment:
Sample Info, : Hem Meas. Date: 2020/06/25 14:43.48
PT Result
T 21.1_sec
ey INR a8
[ Yo
3600 =
2200 Evaluation Info.
- bH_point_time 10.1
bH 2443
2001 End_point_tine 57.4
. dH 925
2400F 7 Coag. % 50
- doD 0. 2065
2000 b { Slope 2.23
. Point
H Neasurement Info.
1000 : i —— Tenmperature 3.0
Channe! No. 2
200 Manzgenent 1D 3023
i Dilution 1/1
800 Reagent Lot PT Inn 549759
- Elapsed Time PT Inn 6
400 ¢
° . A A P " R L M " " : N
0 20 40 60 80 100 120 fsec)
Detail

Evaluation Data

7.1 21% 24.0 41% 26.3

2% 20.9 24.0 42% 26.4
3% 1.8 23% 24.1 43% 26.6
45 2.1 24% 24.3 445 26.7
5% 2.3 24.4 26.9
&% 2.5 26% 4.5 % 21.1
e 2.6 27% 24.5 47% 21.2
8% 2.8 24.6 21.4
9% 22.9 24.7 49% 21.6
10% 23.0 30% 24.9 > 21.7
1% 3.1 31% 25.0 51% 21.9
12% 3.2 32% 25,1 5 28.2
13% 3.3 33% 25.2 28.3
145 3.4 34% 25.3 54% 28,5
15% 3.5 35% 25.5 55% 28.17
16% 3.5 36% 25.6 56% 29.0
17% 23.6 3% 25.7 5T% 29,2
18% 23.7 38% 25.8 58% 20.4
19% 23.8 30% 26.0 59% 29.7
20% 2.9 40% 26.1 60% 29.9

25618/01~18 buli Idd0 11

Hem Detection Level 3

Ict Detection Level

Lip Detection Level 0O

Vol Detection Level 49.6

Calibration Curve IDS

0C Performed Date  2020/06/25
08:53:47

Reagent Table Temp. 10,1

61% g 81%

30.2

62% 30.4 82%
63% 30.7 83%
64% 30.9 84%
65% 3.2 85%
66% 3.5 86%
67% 3.8 87%
68% 32.1 88%
69% 32.4 89%
70% 32.8 90%
s 33.0 91%
125 33.5 92%
73% 3.8 93%
745 34.2 945
5% 34.5 95%
6% 35.0 96%
ms 35.4 7%
8% 3.8 98%
79% 36.3 99%
80% 36.8

100%
2020/06/28 1

G 6L LI
D D ®

RIDBEIELRER=EEB S

& o
=

48



Exa m ple 13 €$-5100 25618-3 admin : administrator

=v2xx Graph Detail Print se=es

Sample No: 25 M Seq: F
Rack Tube Pos: 000007-05 Re-analysis flag:
- Status: Error Validate: Performed
Re-anaIySIS $. Code: Validated on 2020/06/25 14:51:14
Analysis Mode: Normal Validated by : SYSTEM
1 — Patient Name:
Same Noise flag—DO NOT Report futie -
Sample Info.: Hea Meas. Date: 2020/06/25 14:43:48
PTT Result %
PTT waene v gec
4000 | —— {
- WA grind  Seeb ool
o | R i A 3
3200 I Evaluation Info,
bH_point_time 12.1
2800 T e e bH 2940
Clotting Polnt End_point_time 413
dH 102
2400 Coag. % 50
400 0. 0068
2000
Neasurement Info.
= L Temperature 31.0
Channel No. 6
1200 F Nanagement 10 3290
i Dilution 1/1
800 |- Reagent Lot APTT FSL 556997
a CaCl2 563872
400 Elapsed Time APTT FSL 6
I caCiz 6
0 2 N . N N N . L " " M N
0 10 20 30 40 50 60 [sac)
Detail
0008.0128.0016  Early Reaction Error : Early %
0008. 0256. 0000 Noise .
.4 A m Hem Detection Lwel"\_zj.'
Nt et — - X Ict Detection Level
— a—repes nltS s Lip Detection Level 0
2 " ~ 2 Vol Detection Level 49.6
p Calibration Curve ID
OC Performed Date  2020/06/25
09:46:13
Evaluation Data Reagent Table Temp. 10.1
1% 12.8 21% 18.4 41% 30.5 61% 33.0 81% 3.7
2 13.3 22% 18.6 4% 30.7 62% 33.2 82% 4.7
3% 13.8 23% 18.8 43% 30.8 63% 33.3 83% u.8
4% 14.0 24% 19.5 443 30.9 64% 33.3 84% 4.9
5% 14.2 25% 26.2 45% 310 65% 33.4 85% 35.0
6% 14.3 26% 26.6 46% 31.3 66% 33.5 86% 35.0
% 14.5 2% 27.4 4T% 313 67% 33.6 87% 35.1
8% 14.6 28% 21.6 48% 31.5 68% 33.6 88% 35.2
9% 15.0 2% 27.8 49% 316 69% 33.8 89% 35.3
10% 15.2 30% 28.1 -> gorz 31.9 10% 33.9 90% 35.3
1% 15. 4 31% 28.4 B ns 33.9 91% 35.4
12% 15.7 32% 28.5 52% 32.2 12% 34.0 92% 3.5
13% 16.0 33% 28.0 53% 32.2 13% 34.1 93% 35.6
14% 16.3 34% 29.2 54% 32.4 74% 34.2 945 35.7
15% 16.6 35% 29.3 55% 32.5 15% 34.2 95% 35.8
16% 17.0 36% 205 56% 32.6 76% 34.4 96% 35.9
17% 17.1 3" 29.7 57% 32.7 ) 345 7% 36.0
18% 17,2 38% 29.9 58% 32.8 18% 3.5 98% 36.3
19% 1.5 39% 30.1 59% 32.9 79% 4.5 99% 41.3
20% 17.7 40% 30.3 60% 3.0 80% 4.6 100% 41.3
25618/01-18 bui 1d40 1”1 2020/06/28 14:50



ERE — Slow Reaction

e Joblist result shows (***)

e Check the analysis data. Respin if interference or repeat the sample on sub wavelength.
e After reanalysis,

e Results in a numerical value without an asterisk (*), -Report the result.

e Same flag and result shows (***)—Do Not report the result.

e Same flag along with Upper Report limit flag - check PTT with data 50% - above the linearity, Reanalyze the
curve ----- Report PTT Upper limit, >139 sec.



Example 14

This example is after re-analysis

Status =
Mode =
Result =

Review
Normal
****(PTT)

Flag = ERE-Slow reaction and

upper report limit

(combination of both flag)
Evaluation data = PTT=250.9
Report > 139 sec

CS-5100 25618-3

Sample No:

Rack Tube Pos:
Status:

S. Code:
Analysis Mode:
Patient Name:
Sample Comment:
Sample Info. :

PTT

4000 -
3600 [

3200

sk Graph Detai| Print sewsksor

10146122 B Seq:

000002-01
Review

Normal

Re-analysis flag:
Validate:
Validated on :
Validated by :

CSTHREE ZZZYH

= Meas. Date:

2800 -

2400 -

2000 |-

1600 -

1200

800 |

400 -

0 1

Clotting Point

0 100

Detai |
0008. 0128. 0001
0000. 6000. 0100

Evaluation Data
1%

Early Reaction Error :

200

300 i 400 500

Slow Reaction

Upper Report Limit Over

51.1

2% 168.5
3% 177.3
4% 184.0
5% 189. 1
6% 193. 2
7% 196. 9
8% 199.9
9% 202.7
10% 205. 2
11% 207.5
12% 209.7
13% 2111
14% 213.5
15% 215.2
16% 216.9
.4

.0

.3

7

2 222,
25618/01-18 bui 1d40

admin : administrato

Performed
2020/06/28 14:02:35
SYSTEM P

fex. — )é;gz-»éz/4~“

2020/06/28 13:40:18

Result
PTT *okkokk ok seC
¢ e

é;147£>c>3/2" >89 ./s<:dz;;

Evaluation Info

bH_point_time 29.6
bH 3002
End_point_time 387.5
dH 2762
Coag. % 50

doD 1.0972

Measurement Info

Temperature 37.1

Channel No. 2,

Management ID 3290

Dilution 1/1

Reagent Lot APTT FSL 55699
CaCl2 56387

Elapsed Time APTT FSL 3
CaCl2 0

[sec]

Hem Detection Level 0
Ict Detection Level
Lip Detection Level 0
Vol Detection Level
Calibration Curve ID

QC Performed Date 2020/06/28
10:41:07
Reagent Table Temp. 10.1

224.0 41% 243.5 61% 260.0 81% 279.
225.2 42% 244.3 62% 260. 9 82% 281.
226.4 43% 245.1 63% 261.7 83% 282
227.6 44% 246.0 64% 262. 6 84% 283
228.7 45% 246. 8 65% 263.5 85% 285
229.7 46% 247.6 66% 264. 4 86% 286
230.8 47% 248.5 67% 265.3 87% 288
231.8 48% 249.3 68% 266. 2 88% 290
232.8 _4 9% 267.1 89% 292
233.7 ->C 50% 250.9 7129 70% 268. 1 90% 294
234.7 51 - 11% 269.0 91% 296
235.7 52% 252.5 72% 270.0 92% 298
236.5 53% 253.3 73% 271.0 93% 301
237. 4 54% 254.2 74% 272.0 94% 304
238.3 55% 255.0 75% 273.0 95% 307
239.2 56% 255.8 76% 274.1 96% 312
240. 1 57% 256. 7 77% 275.1 97% 317
240.9 58% 257.-5 78% 276.3 98% 324
241.8 59% 258. 3 79% 277.4 99% 337
242.6 60% 259.2 80% 278.6 100% 387.

11 2020/06/28 14:0

8
1
4
8
2
9
4
1
0
.0
s 2
6
2
3
7
1
i
8
5
6
4

r

7
2



Example 15

This example is after re-analysis

Status = Review

Mode = Normal

Result = **** (PTT)

Flag = ERE-Slow reaction and
upper report limit

(combination of both flag)

Evaluation data = PTT=250.5

Report > 139 sec

CS-5100 25631-1

Sample No:
Rack Tube Pos:
Status:

S. Code
Analysis Mode
Patient Name:
Sample Comment:
Sample [nfo.:

PIT
4000

3600

3200

ssses Graph Detall Print sses

10146123 B Seq

3-01 Re-analysis flag:
Review %

Validate:
Validated on

Normal Validated by :

PIT ZZZH

- Neas. Date:

2800

2400

2000

1600

1200

800

400

0

I A i L 1 i I I I

< T T T T T T T 7 T T T T T T r' ¥ T T T

Detai |
0008. 0128. 0001

0000. 6000. 0100 ¢ 1

Evaluation Data

100 200 200 400 500

(Early Reaction Ercor : Slow Reaction
Toper Report Linit Dver

1% 13.9 21% 223.3 41% 243.1
2 155.1 22% 224.6 425 243.9
3% 170.0 23% 225.8 43% 244.8
4 178.8 24% 226.9 445 245.6
5% 185.1 25% 228.1 45% 246.5
6% 190. 2 26% 229.2 465 247.3
7% 194, 2 27% 230.2 47% 248.1
% W 3 Pl
10% 203.6 30% 233.2 -> 250, 5
1% 206.1 31% 234.2 51% 51.3
12% 208.4 32% 235.1 52 252.2
13% 210.5 33% 236.0 53% 253.0
14% 212.5 34% 237.0 54% 253.9
15% 214.3 35% 237.9 55% 254.6
16% 216.0 36% 238.8 56% 255.5
7% 217.6 3 239.7 5T% 256.3
18% 219.2 38% 240.5 58% 257.1
19% 220.6 39% 241. 4 50% 257.9
20% 222.0 405 242.2 60% 258.8
25631/01-18 bui 140 11

admin : administrator

F

Per formed
2020/06/28 14:03:28
SYSTEM

AL -

2020/06/28 13:41:11

Result
PTT ( coven s sec

—

E’:fv’ D-/(yé/.d

e

2

7139 A2

Evaluation Info.
bH_point_time
b

End_point_time
aH

Coag. %

doD

Measurement Info.
Temperature
Channe! No.
Management 1D
Dilution
Reagent Lot

Elapsed Time

Hem Detection Level
fct Detection Level
Lip Detection Level
Yol Detection Level

17.1
2966
387.2
2736
50

1. 1086

3.0

2

3200

1/1

APTT FSL 556997
CaCi2 563872

Calibration Curve [0

QC Performed Date

Reagent Table Temp,
61% 9.6

259,

62% 260.5
63% 261.3
64% 262.3
65% 263.1
66% 264.0
67% 264.9
68% 265.8
69% 266.

10% 261.7
ns 268.7
T 269.6
3% 270.6
74% 271.6
75% 272.7
16% 273.71
7% 274.8
78% 275.9
79% 271.0
80% 278.2

APTT FSL 3

CaCli2 2

0

0

2020/06/28

10:21:18

10.0
81% 279.5
82% 280, 7
83% 282.0
84% 283.5
85% 2849
86% 286.3
874 288.0
88% 289.7
89% 201.6
90% 2936
91% 295.7
92% 298.1
93% 300.8
94% 303.7
95% 307.4
96% 311.8
97% 3171
98% 324.7
99% 331.9
100% 381.3

2020/06/28 14:06



e

! 5000/06/25 144348




Example 16

This example is after re-analysis

Ran on longer measurement

Status = Review

Mode = micro

Result = **** (PTT)

Flag = ERE-Slow reaction and
upper report limit

(combination of both flag)

Evaluation data = PTT=282.8 sec

Report > 139 sec

(S-5100 25631-1

=xsxxx Graph Detail Print sesss

admin : administrator

Sample No 54933580 B Seq: F
Rack Tube Pos: 000002-02 Re-analysis flag: ¢ -
Status: Review Validate: Performed = oot
S. Code: Validated on : 2020/06/29 12:41:27 Lind
Analysis Mode: Micro Validated by : SYSTEM e
Patient Name:
Sample Comment:
Sample Info.: - Neas. Date: 2020/06/29 12:26:58
s Result x
e PTT \7‘- t-u_ . uc, '
0
3600 7 “
2200 Evaluation [nfo.
bH_point_time 12.8
bH 2998
i End_point_time 450, 7
dH 2487
2400 Coag. & 50
dop 0.7693
2000
Measurement Info.
b Temperature 371
$250 Channe| No 3
Management 10 3280
Dilution 1/1
800! Reagent Lot APTT FSL 556997
i CaCl2 563872
400 Elapsed Time APTT FSL 1
CaCi2 0
0 " 2 L L : N 2 2 . :
0 100 200 300 400 500 (600 [,.},
Datail > — \ J
0008. 0128, 0001 /" Early Reaction Error : Slow Reaction ™ T
0000. 6000, 0100 \\Upper Report Limit Over __
S S S Hem Detection Level
lot Detection Level
Lip Detection Level
Vol Detection Level
Calibration Curve 10
OC Performed Date  2020/06/29
11:59:00
Evaluation Data Reagent Table Temp. 10.0
1% 155.7 21% 249.9 41% 213.3 61% 204.9 81% 322.8
2% 181.6 22% 251.3 42% 274.4 62% 295.9 82% 324.8
3% 194, 4 23% 252.7 434 275. 4 63% 297.1 83% 326.8
4% 202.7 24% 254.0 444 276.5 64% 298.3 84% 328.9
5% 208.8 25% 255.3 45% 271.5 65% 200.4 85% 331.0
6% 214.0 26% 256.6 46% 278.7 66% 300.8 86% 333.3
1% 218.4 27% 257.9 47% 279.6 67% 302.0 87% 335.9
8% 222.0 28% 259.0 48% 280.7 68% 303, 2 88% 338.6
9% 225.2 29% 260.2 49% 281.8 69% 304.5 89% 341.6
10% 228.3 30% 261.4 -> <50% 2828 > 70% 305.8 90% 3447
1% 230.8 31% 262.5 51% 283.8 1% 307.1 91% 348.2
12% 233.3 32% 263.6 52% 284, 72% 308.5 92% 352.1
13% 235.6 33% 264.7 53% 286.0 13% 310.0 93% 356. 4
14% 231.8 345 265.9 54% 287.0 74% 311.4 945 361.4
15% 239.8 35% 261.0 55% 288.1 75% 312.9 95% 367.3
16% 241.7 36% 268.1 56% 289.2 16% 314.4 96% 374.4
17% 243.4 3% 269.1 57% 290.3 7% 315.9 97% 383. 4
18% 245.1 38% 270.2 58% 291.5 78% 317.6 98% 395.5
19% 246,17 39% 271.2 50% 292.6 79% 319.3 69% 413.8
248.3 40% 272.3 293.7 80% 321.0 7

20% H
25631/01-18 bui 1d40

100% 450.
2020/06/29 12:59



ERE anqgle 1 and drift flag:

e Joblist result shows (***)

e Check the analysis data. Respin if interference or repeat the sample on sub wavelength

e If reanalysis of the sample results in a numerical value without an asterisk (*), - Report the result.

e |f reanalysis of the sample result with same flag—Do Not report the result.



Noise Check Error

Joblist Masked **** * result Action Steps

Cause This occurs typically when the reaction
may have some unusual artifacts or e When this condition is detected — DO NOT Report.
“noise”.

Related to hardware failure (i.e. lamp). e Recalibrate the lamp or replace it with a new lamp. perform calibration

Kinetic -~ Unusual waviness is observed in the or QC analysis, then check the analysis data.
Evaluation beginning and/or end of the reaction

e |f changing the lamp, rerun on the other instrument

e |If recalibrating the lamp, Reanalyze the sample —
e Results without an asterisk (*) — Report
' e |f same flag — Do Not Report and rerun on the other instrument

‘ Some noises get mixed in with reaction
——}———— ————— 0%
Avel |—— {
R A E— ~ Avel-nSD1
s ;L: H :
X Diff
st | | P
Q% | : I A —— Ave2 + nSD2
, Po100%-->—=LVAOA L . Ave2
- 1
Mask Time i :
* - -

Time of Baseline Time of End Point Time




Turbidity Level Over Error

Joblist Masked **** * result

Cause This occurs typically when a sample is
turbid or lipemic.

Kinetic = Reaction is occurring beyond the

Evaluation optical ability of the system

Action Steps for “Turbidity Level Over Error”

1. Reanalyze the sample after microfuge or ultracentrifuge.
-Numeric result without an asterisk (*), - Report the result
-Same flag again — DO NOT Report

*DO NOT REPORT RESULTS WITHOUT NUMERICAL VALUES*

A/D value of photometry

-

Mask Time

p AD Low Limit




No Coagulation Error

Action Steps for “No Coagulation Error”

Joblist ~ Masked ***** result :
| e For PT/PTT, Reanalyze the sample with an extended
Cause  Nocoagulation or a weak coagulation was | ¢ - ","""E:H'*'iu%%‘é — measurement time (within the range of 100 to 1800 seconds)
etected. : . or set the “Measurement Time (Sub)” in the test protocol.
Due to possible low fibrinogen -
concentration, presence of anticoagulant, | ¢ o For fibrinogen, if auto-redilution is not set, change the
2 . . .
or a reagent ssue. . dilution ratio and reanalyze.
Kinetic ~ *Reaction curve has no change or e After reanalysis
Evaluation  possible a very weak reaction if the -Numerical result without an asterisk (*), --- Report
view is zoomed in. the result

v Requires manual evaluation and “No Coagulation” again - Report ‘No Clot’ result.

further consideration to determine
how toreport.
v dHwill be decreased.
The dH limit to trigger this flag is assay
dependent.

e |f reanalysis gives a (***) result with different flag,
follow the rules for those flags.



Example 17

Status = Review
Mode = Micro

Result = ****(PTINR)
Flag = No Coagulation

Action = check for clot,
Re-analyse, Run @ longer
measurement

CS~5100 25631-1

Sample No:
Rack Tube Pos:
Status:

S, Code:
Analysis Mode:
Patient Name:

Sample Comment:

~Sample I[nfo.:

~ P )
S

4000
3600

Graph Detail Print sesss

Re-analysis flag:

0

Detail

0032. 0000, 0000 |

Evaluation Data

25631/01-18 bui 1640

" No Couulation\
0032, 0000,0000 “MNo Cosgulation

LT T A e e T T
SN B el (e indnd S a8 S ) i S
LT T . . - T
SN I N 2 SN N NN N
T T R )

admin : administrator

T
F ~
Performed S fhF s AN & St
2020/06/29 13:28:41
SYSTEM
2020/06/29 13:19:54
Result
PT *a%xk & sOC
INR . enx we

A os I Aot C-,»f“ yeak
Ralecs |

Evaluation Info.

bH_point_time 1.5

bH 3050
End_point_time 1.5

dH 0

Coag. % 50

dop 0. 0000
Slope 0.00
Veasurement Info.

Temperature 37.0
Channel No. 3
Management [0 3023
Dilution 1/1
Reagent Lot PT Inn 549759
Elapsed Time PT Inn 4

Hem Detection Level

It Detection Level

Lip Detection Level

Vol Detection Level

Calibration Curve 1D

0C Performed Date  2020/06/29
10:28:29

Reagent Table Temp. 10.1

6 .6 %

1% 1 81 16
62% 1.6 82% 1.6
63% 1.6 83% 1.6
64% 1.6 84% 1.6
65% 16 85% 16
66% 16 86% 1.6
67% 16 87% 16
68% 1.6 88% 1.6
69% 16 89% 1.6
70% 1.6 90% 1.6
ns 16 91% 1.6
12% 16 92% 1.6
13% 16 93% 16
745 1.6 94% 1.6
5% 1.6 95% 1.6
76% 16 96% 1.6
% 16 97% 1.6
78% 1.6 98% 1.6
19% 16 99% 16
80% 1.6 100% 1.6

2020/06/29 14:02



Example 17

After re-analysis,

Result **** (PTT)

Flag changed to ERE —Slow
reaction

DO NOT Report the result

CS-5100 25631-1

_=sxex Graph Detail Print sesss

adnin : administrator

Sample No: 945227 B O Sea: F
Rack Tube Pos: 000002-04— Re-analysis flag: .
Status: Review Yalidate: Performed
S. Code: Validated on : 2020/06/29 12:41:45
Analysis Mode: Wicro Validated by : SYSTEM F
Patient Name: A_/}/‘f‘g—/\. J’z})&ﬁj
[ e
Sample Comment:
Sample Info.: - Meas. Date: 2020/06/29 12:27:16
PTT Result —
PIT K Seaen 0 seC
4000 — .'/
o o o+ B porT
3200 Evaluation Info,
:L bH_point_time 1.4
2800} ¢ N bH 2933
Ciotting Point End_point_time 260, 2
i a 100
2400 - Coag. % 50
i @00 0.0151
2000
1600 Measurement Info.
i Temperature 311
Channel No. 6
12001 Management 1D 3290
[t Dilution 1/1
800 - Reagent Lot APTT FSL 556997
- CaCl2 563872
400 Elapsed Time APTT FSL 1
: =S caCi2 0
P F Y (AT N N S iy S Wty ST A (A0 TR Y SR il Pl
0 40 80 120 160 200 240 280 320 Qw {soc] )
Detail e —e, S
- Y : -
0008. 0128. 0001 -&-Fv Reaction Error : Slwﬁa’c@
Hem Detection Level
et Detection Level
Lip Detection Level
Vol Detection Level
Calibration Curve [D
OC Performed Date  2020/06/29
11:59:00
Evaluation Data Reagent Table Temp. 10.0
1% 13.0 21% 21.6 415 53.0 61% 102. 81% 171.0
25 13.4 22% 21.8 42% 55.2 62% 104.6 82% 176.0
3% 13.7 23% 29.0 43% 57.4 63% 108.8 83% 178.6
4% 15.6 24% 29.9 44% 60.0 64% 110.5 4% 184.2
5% 15.9 25% 30.8 45% 61.5 65% 114.2 85% 186.2
6% 16.6 26% 31.8 465 64.0 66% 119.0 86% 192.4
% 17.2 27T% 33.0 474 67.0 67% 121.0 87% 197.2
8% 17.4 28% 34.4 485 68.6 68% 124.3 88% 201.3
9% 18.0 29% 35.0 AN—H-2 69% 126.7 8% 207.2
10% 18.3 30% 36.7 - ’\ga 72. E) 70% 130.1 90% 213.9
1% 19.4 31% 37.0 B-] } .6 ns 134.7 91% 216.7
12% 20.2 32% 39.4 52% 77.4 12% 136.6 92% 222.7
13% 20.7 33% 40.2 53% 79.5 13% 141.1 93% 228.7
14% 21.9 34% 41.0 54% 81.4 74% 143.8 94% 231.2
15% 2.2 35% 43.3 55% 85.3 75% 148, 1 95% 239.1
16% 2.7 36% 4.6 56% 87.0 16% 151.7 96% 244.4
17% 23.6 3% 46.1 57% 88.8 7% 156.3 97% 250.7
18% 24.8 38% 48.7 58% 93.9 78% 158.6 98% 256.5
19% 25.1 39% 49.9 59% 95.7 19% 163.6 99% 260.1
20% 26.2 405 51.8 60% 98.3 80% 167.7 100% 260.2
25631/01-18 bui 1440 11 2020/06/29 12:59



Example 17

After re-analysis @ longer

measurement,

Result **** (PTT)
Flag = ERE —=Slow reaction
DO NOT Report the result

CS-5100 25631-1

E _=sxex Graph Detail Print sesss
Sanple No: “TBAMER] B O Sea:
Rack Tube Pos: 00000204 Re-analysis flag:
Status: Review Yalidate:
S. Code: Yalidated on :
Analysis Mode: Micro Validated by :
Patient Name:
Sample Comment:
Sample Info. : - Meas. Date:

PTT

4000 +
3600

SZOD:L

2400

400

0 P LA T WA Y | TIRTS A Y

Detail e ——
r : . :
0008. 0128. 0001 \E'IY Reaction Error : Slow Reacti

Evaluation Data

1% 13.0 21% 21.6 415 53.0
2% 13.4 22% 21.8 425 55.2
3% 13.7 23% 29.0 43% 57.4
45 15.6 24% 29.9 44% 60.0
5% 15.9 25% 30.8 45% 61.5
6% 16.6 26% 31.8 46% 64.0
T 17.2 27% 33.0 47% 67.0
8% 17.4 28% 34.4 485 63.6
9% 18.0 29% 35.0 A2
10% 18.3 30% 36.7 -> ’\ga 72, E.)
13 19.4 31% 31.0 -]t .6
12% 20.2 32% 39.4 52% 77.4
13% 20.7 33% 40.2 53% 79.5
14% 21.9 345 41.0 54% 81.4
15% 22.2 35% 43.3 55% 85.3
16% 2.1 36% 4.6 56% 81.0
17% 23.6 3% 46.1 57% 88.8
18% 24.8 38% 48.7 58% 93.9
19% 25.1 39% 49.9 59% 95.7
20% 26.2 405 51.8 60% 98.3
25631/01-18 bui ld4 11

adnin : administrator

F

Performed
2020/06/29 12:41:45

SYSTEM /./}/‘f@\. E’" 4}59- s

2020/06/29 12:27:16
Result ——

PIT C Tensen e sec

To ot E}Z{r

Evaluation Info,

bH_point_time 1.4
bH 2933
End_point_time 260, 2
oH 100
Coag. % 50
@00 0.0151

Measurement Info.

Temperature 311

Channel No. 6

Management 1D 3290

Dilution 1/1

Reagent Lot APTT FSL 556997
CaCl2 563872

Elapsed Time APTT FSL 1
caCi2 0

i LS T B S e X
0 40 80 120 160 200 240 280 m{w(m;)

Hem Detection Level

et Detection Level

Lip Detection Level

Vol Detection Level
Calibration Curve [D

OC Performed Date  2020/06/29

11:59:00

Reagent Table Temp. 10.0

61% 102. 81% 171.0
62% 104.6 82% 176.0
63% 108.8 83% 179.6
64% 110.5 84% 184.2
65% 114.2 85% 186.2
66% 119.0 86% 192.4
67% 121.0 87% 197.2
68% 124.3 88% 201.3
69% 126.7 89% 207.2
70% 130.1 90% 213.9
ns 134.7 91% 216.7
2% 136.6 92% 222.7
13% 1411 93% 228.7
74% 143.8 945 231.2
5% 148, 1 95% 239.1
76% 151.7 96% 244.4
7% 156.3 7% 250.7
78% 158.6 98% 256.5
9% 163.6 99% 260.1
80% 167.7 2

100% 60. 2
2020/06/29 12:59



Example 17

After re-analysis

Mode = micro

Result = ***

Flag = No Coag again

Curve = Staright line

Evaluation data = no progression,
same number

Report = No Clot

C$-5100 25631-1

admin : administrator

wsees Graph Detail Print seess

Sample No: 54952206 M Seq: F
Rack Tube Pos: 000002-05—— Re-analysis flag:
Status: Review Yalidate: Performed
S. Code: Yalicated on : 2020/06/29 13:10:45
Analysis Wode: Micro Validated by : admin ~
Patient Name: A 27 =2
Sample Comment: - o
Sample Info. : - Meas. Date: 2020/06/29 12:17:40
PTT Result
PIT *%kes & gec
4000 /
L s 5 fio .,(..
2800 Kq: oY i — N -
2200 b Evaluation Info.
L \ - bH_point_tine 19.2
2800 Cioting Point bH 2990
End_point_time 19.2
i dH 0
2400 - Coag. % 50
. 400 0. 0000
2000
[ Measurement [nfo.
1 -
- l Temperature 3.0
Channel No. 2
1200 Management 1D 3290
I Dilution /1
800 - Reagent Lot APTT FSL 556997
- CaCi2 563872
400 b Elapsed Time APTT FSL 1
L CcaCl2 0
0 P N N s " N N N " ' )
0 10 20 30 40 50 60 {soc)
Detail
0032.0000.0000 No_Coagulation
Hem Detection Leve!
Ict Detection Level
Lip Detection Level
Vol Detection Level
Calibration Curve 1D
OC Performed Date  2020/06/29
11:59:00
Evaluation Data Reagent Table Temp. 10.1
1% 19.3 21% 19.3 41% 19.3 61% 19.3 81% 19.3
2% 19.3 22% 19.3 42% 18.3 6 19.3 82% 19.3
3% 19.3 23% 19.3 43% 19.3 63% 19.3 83% 19.3
4% 19.3 24% 19.3 445 19.3 64% 19.3 84% 19.3
5% 19.3 25% 19.3 45% 19.3 65% 19.3 85% 19.3
6% 19.3 26% 19.3 46% 19.3 66% 19.3 86% 19.3
™ 19.3 2% 19.3 47% 19.3 67% 19.3 87% 19.3
8% 19.3 28% 19.3 48% 19.3 66% 19.3 88% 19.3
9% 19.3 20% 19.3 49% 19.3 69% 1.3 89% 19.3
10% 19.3 30% 19.3 ->  50% 19.3 70% 19.3 19.3
11% 19.3 3% 19.3 51% 19.3 % 19.3 915 19.3
12% 19.3 32% 19.3 52% 19.3 12% 19.3 92% 19.3
13% 19.3 33% 19.3 53% 19.3 13% 1.3 93% 19.3
14% 19.3 34% 19.3 54% 19.3 T4% 19.3 945 19.3
15% 19.3 35% 19.3 55% 19.3 75% 19.3 95% 19.3
16% 19.3 36% 19.3 56% 19.3 76% 19.3 96% 19.3
17% 19.3 3% 19.3 57% 19.3 s 16.3 97% 19.3
18% 19.3 8% 19.3 58% 19.3 78% 19.3 98% 19.3
19% 19.3 39% 19.3 59% 19.3 79% 19.3 99% 19.3
20% 19.3 40% 19.3 60% 19.3 19.3 100% 19.3
25631/01-18 bui Id 11 2020/06/29 13:10



Example 17

After re-analysis

Mode = micro

Result = ***

Flag = No Coag again

Curve = Straight line

Evaluation data = no progression,
same number

Report = No Clot

CS-5100 25631~1
+=xxx Graph Detail Print seess

Sample No: 54952206 B Seq: F
Rack Tube Pos: 00000205 Re-analysis flag:
Status: Review Yalidate: Performed
S. Code: Yalidated on : 2020/06/29 12:41:54 0O
Analysis Mode: Micro Validated by : SYSTEM A },f’ ZO
Patient Name: o ¢
Sample Comment:
Sample Info. : - Meas. Date: 2020/06/29 12:27:25
PTT Result e —
T .+ sec )
— Pr Coomms s )
3600 | — ~\ A
200\ = Evaluation Info.
L 36 bH_point_time 23.0
il e Lol b 3102
End_point_time 23.0
m aH 0
2400 | Coag. & 50
- a0 0. 0000
2000
: Measurement Info
- | Temperature 31.0
Channe! No. 8
1200 - Management D 3200
B Dilution 1/1
800 Reagent Lot APTT FSL 556997
L CaCl2 563872
400 Elapsed Time APTT FSL 1
i CaCi2 0
0 M " " L N 2 : N N A M )
0o w0 20 30 40 50 60 [sec)
Aetail oo —
\OOjZ.OOO0.0WO No Coagulation )
— )
Hem Detection Level
lot Detection Level
Lip Detection Level
Vol Detection Level
Calibration Curve 1D
QC Performed Date  2020/06/29
11:59:00
Evaluation Data Reagent Table Temp. 10.0
1% 23.1 21% 23.1 41% 23.1 61% 23.1 81% 23.1
2% 23.1 22% 23.1 425 23.1 62% 23.1 82% 23.1
3% 23.1 23% 23.1 43% 23.1 63% 23.1 83% 23.1
4% 231 24% 23.1 445 23.1 64% 23.1 % 23.1
5% 23.1 25% 23.1 45% 23.1 65% 23.1 85% 23.1
6% 23.1 26% 23.1 46% 23.1 66% 23.1 86% 23.1
75 23.1 27% 23.1 47% 23.1 67% 23.1 87% 23.1
8% 23.1 28% 23.1 48% 23.1 68% 23.1 88% 231
9% 23.1 29% 23.1 49% 23.1 69% 231 89% 23.1
10% 23.1 30% 23.1 -> 50% 2.1 70% 23.1 90% 23.1
1% 23.1 31% 23.1 51% 23.1 ns 23.1 91% 23.1
12% 23.1 32% 2.1 52% 23.1 72% 231 92% 23.1
13% 231 33% 23.1 53% 1 138 23.1 93% 23.1
14% 23.1 34% 231 54% 23.1 745 23.1 94% 23.1
15% 23.1 35% 23.1 55% 23.1 5% 23.1 95% 23.1
16% 1 36% 23.1 56% 23.1 76% 1 96% 23.1
17% 23.1 37% 23.1 57% 231 s 23.1 97% 23.1
18% 23.1 36% 23.1 58% 23.1 8% 1 % 3.1
19% 2.1 39% 23.1 50% 23.1 79% 23.1 99% 23.1
20% 23.1 40% 23.1 60% 23.1 80% 23.1 100% 23.1
25631/01-18 bui 1340 11 2020/06/29 13:

adnin : administrator



Example 18

Status = Review
Mode = Micro

Result = ***(PTT)
Flag = No Coagulation

Evaluation data = shows no
progression, single value

Curve = st line

Action = check clot, re-analyze at
longer wavelength

C$-5100 25631-1

o ——xys Graph Detail Print ssees«
(54938767 B

admin : administrator

Sample No: Seq: F
Rack Tube Pos: oooooﬁ&‘-—/ Re-analysis flag:
Status: Review Validate: Performed
S, Code: ; Validated on : 2020/06/29 12:23:18
Analysis Mode: (m’?/ Validated by : SYSTEM
Patient Name: Y
Sample Comment:
Sample Info. - Neas. Date: 2020/06/29 12:16:01
PTT Result
PIT _#ssas 4 gec
4000 ) —
3800 ~ lk_e,c/k C/-n'd_ » 7o Qe‘/}e.af
3200 o Evaluation Info.
i ¥ Cioting Pont bH_point_time 49.3
2800 bH 3115
End_point_time 49.3
i dH 0
2400 Coag. % 50
r doo 0. 0000
2000 -
: Measurement [nfo
Ly I Tenmperature 3.0
Channel No. 8
12001 Management 1D 3290
i Dilution 1/1
800 Reagent Lot APTT FSL 556997
- CaCl2 563872
400 - Elapsed Time APTT FSL 1
L CcaCl2 0
Py " L 2 N N N . L
0 10 20 40 80 60 (sec)
Detail
0032.0000.0000 No Coagulation
Hem Detection Level
et Detection Level
Lip Detection Level
Vol Detection Level
Calibration Curve ID
OC Performed Date  2020/06/29
11:59:00
Evaluation Data Reagent Table Temp. 10_1
1% 49, 21% 49.3 41% 49.3 61% 49.3 81% 49.3
25 49.3 22% 40.3 42% 49.3 62% 49.3 82% 49.3
3% 49,3 23% 49.3 43% 49.3 63% 49.3 83% 49.3
4 49.3 24% 49.3 44% 49.3 64% 49.3 84% 49.3
5% 49.3 25% 49.3 45% 46.3 65% 49.3 85% 49.3
6% 49.3 26% 49.3 46% 49.3 66% 49.3 86% 49.3
7% 49.3 27% 49.3 47% 49.3 67% 49.3 87% 49.3
8% 49,3 28% 49.3 48% 49.3 68% 49.3 % 49.3
9% 49.3 29% 49.3 49% 49.3 60% 49,3 89% 49.3
10% 49,3 30% 43.3 ->  50% 49.3 70% 45.3 49.3
11% 49.3 31% 49.3 51% 49.3 % 49.3 91% 49.3
12% 49.3 32% 49.3 52% 49.3 12% 49.3 92% 49.3
13% 49.3 33% 49.3 53% 49.3 13% 49.3 93% 49.3
14% 49,3 4% 49.3 54% 49.3 T4% 49.3 945 49.3
15% 49.3 35% 49.3 55% 49.3 75% 49,3 95% 49.3
16% 49.3 36% 49.3 ] 49.3 76% 49.3 96% 49.3
17% 49.3 3% 43.3 57% 49.3 s 49.3 7% 49.3
18% 49.3 38% 43.3 58% 49.3 78% 49.3 98% 49.3
19% 49.3 39% 49.3 50% 49.3 79% 49.3 99% 49.3
9 40% 49.3 60% 49.3 80% 49.3 .3

100% 49
2020/06/29 13:



CS-5100 25631-1 admin : administrator
ssses Graph Detail Print seess

:3';3%{ 000002;”8761 . ::?;nalysls flag: 5 §-
Example 18 Status Review Validate: Performed VIR, f
S. Code: Validated on : 2020/06/29 12:41:36 k".‘) =
After re-anaIVSiS Analysis Mode: Micro Validated by : SYSTEM V
2 Patient Name:
:z:: ‘l::::.m:‘t‘ - Neas. Date: 2020/06/29 12:27:07
Result = ***(PTT) ot A e
Flag = Changed to ERE — slow reaction o0 Kapurt—7139 o2
and Upper report i oot 11
. 2800 | i SEa =
Evaluation data = PTT at 50% 348.6 sec g N,
i Coag. % 50
Report = >139 sec ol = s
1600: Measurement I[nfo.
| Tenperature 3.1
1200 - ﬁ:ﬂ:.’..:? 0 gzeo
H Dilution 1 /1
800 - ; Reagent Lot APTT FSL 556997
X CaCl2 563872
400 b Elapsed Time gngSL ‘!)
o s T B W i e
Detail P — T ——

0008. 0128.0001 Early Reaction Error : Slow Reacti;n\
0000. GW0.0IOQ\ Upper Report Limit Over -~

Hem Detection Level

let Detection Level

Lip Detection Level

Vol Detection Level
Calibration Curve 1D

QC Performed Date  2020/06/29

11:59:00
Evaluation Data Reagent Table Temp. 10.0
1% 172.5 21% 298.5 41% 334.7 61% 365.7 81% 400. 8
2% .0 22% 300.8 4 336.3 62% 367.3 82% 402.7
3% 216.0 23% 302.9 43% 337.8 63% 368, 9 83% 404. 7
4% 227.1 4% 305.0 445 339 64% 370.5 84% 406. 9
5% 236.3 25% 307.1 45% 340 65% 3712.2 85% 409.0
6% 243.7 26% 309.0 5 342.4 66% 373.8 86% 4111
7% 250.3 2% 311.0 47% 344.0 67% 375.4 87% 413.4
8% 285.7 28% 312.9 % 345.5 68% 3171 % 4157
9% 260. 6 29% 314.8 49% 3410 69% 378.8 89% 418.0
10% 265.2 30% 316.5 -> <50% 348.6 70% 380. 6 9 420.5
1% 269. 2 3% 3184 515 350.1 Ny 3822 918 423.1
12% 273.0 3% 20. 2 52% 351.6 12% 384.0 92% 425.6
13% 276.6 33% 321.8 53% 353.2 I 385.8 9 428.2
14% 279.8 345 323 545 354.7 745 387.6 945 430, 9
15% 282.8 35% 325.1 55% 356.3 75% 389.4 95% 433.9
16% 285.8 36% 26 56% 351.8 76% 391.1 96% 436.9
17% 288.6 37% 328.5 57% 359.4 % 303.0 97% 43%.9
18% 291.2 38% 329.9 58% 360.9 78% 354.8 98% 4431
19% 293.6 39% 331.6 59% 362.6 79% 396. 8 99% 446.6
20% 296.1 40% ¢ 60% 364.1 398.8 100% 450.3
25631/01-18 bui Id40 11 2020/06/29 12:59



CS-5100 25631-1 admin : administrator
ssass Graph Detail Print sesss

Sample No 54945307 B Seq: F
Rack Tube Pos: 000002-01 Re-analysis flag:
Status: Review Validate: Performed
S. Code: — Validated on : 2020/06/29 12:23:00
Analysis Node: Nicro Validated by : SYSTEM
Example 19 it hawt e
Sample Comment: —#"'/"“{'-’ Kt
Sample Info. 3 Neas. Date: 2020/06/29 12:15:43 ~—
PIT Result
. Yoo PIT *¥%E% % 50C
Status = Review i
. 3800 b
Mode = Micro : |
200F A Evaluation Info.
— XK kkk L " Clotting Poi bH_point_time 33.1
Result = PTT o bH 3146
2800
End_point_time 33.1
_ . - dH 0
Flag = No Coagulation 200 Gove.$ %
I doo 0. 0000
— cl1 2000
Eval data = single value _
. . 1600 | 7easurmnt Info,
Curve = straight line - Sl o 4
1200 - Managenent 10 3290
i Dilution 1/1
800 - Reagent Lot APTT FSL 556997
= 400 | lapsed Time APTT FSL 1
ction = check for clot, : AT P 1
0 N N s N N " s 2 N N R
Re-analyse, Run @ longer R e T ™
Detai |
measurement 0032, 0000. 0000 Mo Coagulation
Hem Detection Level
. Ict Detection Level
Lip Detection Level
Vol Detection Level
Calibration Curve 1D
OC Performed Date  2020/06/29
11:59:00
Evaluation Data Reagent Table Temp. 10.1
1% 33.2 21% 33.2 415 33.2 61% 33.2 81% 33.2
2% 3.2 22% 33.2 425 33.2 2% 3.2 82% 33.2
3% 33.2 23% 33.2 43% 33.2 63% 33.2 83% 33.2
45 33.2 24% 33.2 44% 33.2 64% 3.2 84% 33.2
5% 33.2 25% 33.2 45% 33.2 65% 33.2 85% 33.2
6% 3.2 26% 33.2 46% 33.2 66% 33.2 86% 33.2
Pb] 33.2 27% 33.2 474 33,2 67% 33.2 87% 33.2
8% 33.2 28% 33.2 48% 33.2 68% 3.2 88% 33.2
9% 3.2 29% 33.2 A0% 33.2 69% 33.2 89% 33.2
10% 3.2 30% 33.2 = 50% 33.2 70% 33.2 90% 33.2
1% 33.2 31% 33.2 51% 33.2 1% 33.2 91% 33.2
12% 33.2 32% 33.2 5 33.2 12% 33.2 92% 33.2
13% 33.2 33 33.2 53% 33.2 3% 33.2 93% 33.2
14% 33.2 34% 33.2 54% 33.2 74% 33.2 94% 3.2
15% 33.2 35% 33.2 55% 33.2 5% 33.2 95% 33.2
16% 33.2 36% 33.2 56% 33.2 7 33.2 96% 33.2
17% 33.2 3% 33.2 57% 33.2 % 33.2 97% 33.2
18% 33.2 38% 33.2 58% 33.2 78% 33.2 985 3.2
19% 33.2 30% 33.2 59% 33.2 19% 33.2 99% 33.2
20% 33.2 40% 33.2 60% 33.2 80% 33.2 100% 33.2
25631/01-18 bui 1640 11 2020/06/29 13:09



CS~5100 25631-1 adnin : administrator

=eees Graph Detail Print ssess
Example 19 Sample No: 54945307 B Seq! ' ' F
Rack Tube Pos: 000002-01 Re-analysis flag:
Status: Review Validate: Performed
S, Code: Validated on @ 2020/06/29 12:41:18
. Anzlysis Mode: Wicro Validated by : SYSTEM (tz,«, p e.af
After re-analysis: Patient N pllet: Sopen
Sample Comment:
Sample Info. : - Neas, Date: 2020/06/29 12:26:49
pIT Result s
Result = **** il prr =
. L >139 A
Flag changed to ERE-slow with e
3200 b Evaluation Info.
Upper report i bH_point_time 48.1
3500 bH ) 3037
End_point_time 450.7
i } ” dH 826
u00r | Coag. % 30 &
. - ' doo 1
Evaluation data = 393.5 at 50% a0f
L Measurement Info.
Report = PTT>139 sec e Tenperature 3.0
Channe! No. 2
1200 Managenent 1D 3290
- Dilution | P8 |
800 Reagent Lot APTT FSL 556997
L CaCl2 563872
400k Elapsed Time APTT FSL 1
B i caclz2 0
% w0 m W w0 '(eo;l..q\,
Detail e — T ——— S——
0008. 0128. 0001 (‘Early Reaction Error : Slow Reaction
0000. 6000. 0100 E:' Report Limit Over _’/\

B

Hem Detection Level
let Detection Level
Lip Detection Level
Bao Vol Detection Level
Calibration Curve 1D
0C Performed Date  2020/06/29

11:59:00
Evaluation Data Reagent Table Temp. 10.0

1% 171.2 21% 334 4 41% 378.9 61% 408. 2 81% 431.5
2% 204.1 22% 337.4 42% 380.7 62% 409.6 82% 432. 4
3% 225.5 23% 340.1 43% 382.5 63% 410.9 83% 433.5
45 241.0 24% 343.3 44% 384.0 64% 412.1 84% 434 6
5% 252.5 25% 345.7 45% 385.5 65% 413.3 85% 435.5
6% 261.3 26% 343. 4 46% 387.1 66% 414.6 86% 435.6
5 269.4 27% 350.7 47% 388.7 67% 415.8 87% 437.5
8% 271.9 28% 353.2 48% 390.2 68% 416.8 88% 438. 6
284.1 29% 355.3 49% 391.6 69% 418.1 89% 439.6

10% 289.6 30% 357.5 -> <M N 70% 415.3 440.6
1% 295.0 31% 359.8 51% 3%4.8 1% 420.4 91% 441.5
12% 300.6 32% 361.8 52% 396.2 72% 421.5 92% 442.5
13% 305.1 33% 364, 1 53% 397.4 1 422.6 93% 4435
14% 309.4 34% 366, 0 399.0 T4% 423.8 94% 444. 4
15% 313.3 35% 368.1 55 400.5 75% 425.0 95% 4453
16% 317.9 36% 370.0 56% 401.8 76% 426.1 96% 446.3
17% 321.4 37% n.7 57% 403.0 7% 421.2 7% 4472
18% 324.5 38% 373.4 58% 404.5 78% 428.3 98% 448.3
19% 328.1 39% 375.4 405.8 19% 429. 0% 449.1

33 377.3 60% 407.0 430.4 50.

20% 1.3 ¥ 1005  450.2
25631/01-18 bui 1dd0 11 2020/06/29 12:5



1. Flat curve

This method checks the slope of the coagulation curve around the detection point (50%). When this condition is detected results will be flagged with a "Flat
Curve" error. This check is effective for PT assay only.

This message appears when the analyzer detected a weak clot although it is not a true coagulation reaction. If the slope of reaction is bigger than “Limit slope”
in time width. the result will be flagged with a "Flat curve" error. When this condition is detected the result will not be reported.

Joblist Masked ****_* result
Cause No coagulation or a weak coagulation was
detected.

Due to possible low fibrinogen
concentration, presence of anticoagulant,
or a reagent issue.

Kinetic * Reaction curve has no change or ACtIOﬂ StepS fOF Flat CU rve
Evaluation possible a very weak reaction if the
view is zoomed in.
* Requires manual evaluation and . " . "
Lurihterconsi?erationtodetermine Re-analyze sample after setting the "Measurement Time
ow 10 report. .
. cIHw_iII_be dec_reased._ ) to a Ionger tlme,
The dH limit to trigger this flag is assay . . -
dependent. -Numeric results without an asterisk (*) —Report the
result
A

- Same ""Flat curve' message again — Do Not Report

A/D value of photometry

Time

Note: Zoom in to view the reaction of the curve to
better determine if baseline, clotting phase and

endpoint are visible. This makes comparison with
the evaluation data 50% value easier.




Example 20

Status = review

Mode = Normal

Result = *** (PTINR)

Flag = Flat curve

Action = check for clot and re-
analyze

CS$-2500 Chiko &awp. Mark

seees Graph Detail Print ewses

@ adain : administrator
1

Sample No: KR SICK M Seq:
Rack Tube Pos: 000003-02 Re-analysis flag:
Status: Review Validate: Performed
S. Code: Validated on : 08/01/2019 08:51:08
Analysis Wode: Normal Cp Validated by : SYSTEN
Patient Neme:
Sample Comment:
Sample Info.: Meas, Date: 08/01/2019 08:35:20
PT Result
PT Xakke % 88C
4000 | PT INR * e
3600 - - g
- ’ i v 3 -
3200 F o Evaluation Info.
L bH_point_tine 12.2
bH 3500
o | End_point_time 32.1
B di 69
2400 - Coag. % 50
- 40D ' 0. 0088
2000 | Slope 10.27
: Measurement Info,
» | Tesperature 37.0
Channe! No. 5
Vo Management 1D 1023
- Dilution Ratio 1/1
800 | Reagent Lot PT Inn 5498727
- =~ Elspsed Tine PT inn 19
400
0 2 PR N . PR S A . s
0 10 20 40 50 60 (sec)
Detail

0032. 0002, 0000 / Flat Curve
0032. 0002, 0000\ _Flat Curve

Evaluation Data

1%
2%
3%

5%

RRARRS

10%
1%
12%
13%
14%
15%
16%
17%
18%
19%
20%
21266/01-68 build 30

BOAS AN DA AD R AD N
SUNNNRRNRRREEREEIEER
PN w00 IO O S ~dvd U3 3500 Q0w Sn 0

3.3 41% 24.4
3.3 42% 24.4
3.3 43% 24.5
3.4 44% 24.5
3.6 45% 24.6
3.5 46% 24.6
3.5 47% 24.71
3.5 48% 24.8
3.6 4

.6 -> B

.7 25,
3.9 52% 25.0
3.9 53% 25.1
4.0 54% 25.1
4.0 55% 25.1
& B
4.2 Sg 25.3
4.2 59% 25.3
4.3 60% 25.4

Hem Detection Level 0

et Detection Level

Lip Detection Level 0

Vol Detection Level 53.1
Calibration Curve ID

0C Performed Date  08/01/2019

08:37:27

Reagent Tabie Temp. 10.3
m‘m 25.5 81% 21.1
62% 25.5 82% 271.8
25.6 83% 28.0
64% 25.9 84% 28.0
65% 25.9 85% 28.2
66% 26.0 86% 28.6
67% 26.1 87% 28.7
68% 26.1 88% 28.7
69% 26.1 89% 28.9
70% 26.2 90% 29.1
71% 26.2 01% 29.1
12% 26.4 92% 29.3
73% 26.6 93% 30.0
74% 26.7 943 30.0
5% 26.7 95% 30.5
76% 21.0 96% 30.7
% 21.2 97% 30.7
78% 21.2 98% 31.4
79% 27.4 99% 31.9
80% 21.7 100% 32.2
09/19/2019 11:40



Example 20

After re-analysis

If flat curve again = Do Not
report the result

even though you see some PT
value at 50%

£$~2500 Chiko &amp: Mark

Sample No:

Raok Tube Pos:
Status:

S. Code:
Analysis Node:
Patient Name:
Sample Comment:
Sample Info.:
PT

4000 -

3500

*+e4 Graph Detail Print swess

Seq:

Re-analysis flag:

Validate:
Validated on :
Validated by :

Meas. Date:

1600 -

1200 ¢

$

19%
20%
21266/01-68 build 30

XY
Evaluation Date

1% 15.4
2% 19.1
3% . 2.4
45 20.5
5% 21.4
6% 2.1
7% 2.1
8% 2.4
9% 22.8
10% 22.6
1% 2.1
g 2
14% 23.1
15% 23.3
iR n
18% 23.5
]

6

Inlad
)

->

PR POAS RORI RN RIRAI AN NN NN
RRERRERESSS

o do e o th o e e o J
00l 1Y YO NN e O IS DO OO B

41% 24.9
42% 24.9
43% 25.0
4435 25.1

45% 25.2
46% 25.2
4% 25.4
48% 25.5
49% ﬁ
51% 5

5% 25.7
53% 25.8
54% 25.8
55% 25.8
56% 25.9
5T% 26.0
58% 26.1

59% 26.1

60% 26.1

admin : adainistrator

Re-znalysis

Performed .

08/01/2019 08:51:08

SYSTEM »
piler

"}-‘ \E‘_F'\:_” F

08/01/2019 08:35:20

Result 2N

PT ek %S00

PT INR [ waEw ww

\_&___/"

Evaluation Info.

bH_point_time 156.2

bH 3509

End_point_time 32.9

dH 69

Coag. % 50

doD 0. 0085 \

Slope 8.64

Measurenent Info.

Tenperature 31.0

Channel No. 5

Management ID 1023

Dilution Ratio 154

Reagent Lot PT Inn 549727

Elapsed Time PT Imn 19

60 [saci

Hen Detection Level ©

let Detection Level

Lip Detection Level ©

Vol Detection Level 53.1
Calibration Curve ID

QC Performed Date  08/01/2019

08:37:27

Reagent Table Temp. 10.4

61% 26.2 81% 28.
[ 26.2 82% 28.
63% 26.4 83% 28.
64% 26.5 84% 28.
65% 26.5 28.
66% 26.6 86% 29.
87% 26.7 87% 29.
68% 26.7 83 29.
69% 26.8 89% 30.
0% 27.0 90% 30.
71 21.0 91% 30.
1 27.2 92% 30.
732 21.3 93% 31.
74 21.5 94% 31.
5% 21.5 95% 31
76% 21.1 96% 31,
7% 21.8 97% 31
8% 27.8 98% 31,
19% 28.0 99% 32,
80% 28.1 32.

W0 W0 WD WG 0 O RMENG WM -

100%
09/19/2019 11:4



Trans Light High Check

If the A/D value of the measurement data is at threshold value or above, the result will be flagged with a "Trans Light High™ error. When this condition is
detected the result will not be reported.

Action Steps for ""Trans Light High"
1. Recalibrate the lamp or replace — depending
upon the condition. Follow lamp replacement

i procedure.
P AD value 2. Run sample on the alternate instrument.
_-.-'-__
s kb AD High Limit

AJD value of photometry




1. Miscellaneous Flags:

test 0 Fag . JAtion_
Antigen Excess Report >35.2 mg/L FEU

Report >highest point of linearity
PT>90sec, INR>10.3,
Upper Reportable Limit Over PTT>139sec,
FIB>860 mg/dL
DDI>35.2 mg/LFEU,

Any Test

Heparin Assay Extrapolation Boundary over (upper) Report >1.5 IlU/mL
_ Extrapolation Boundary over (upper) Report >1.0 mg/L

Check for clot, if ok, report PTT <20 sec,
Fib <50 mg/dL,,

Any Test Lower Report limit over DDI<0.19 mg/L FEU
PT <8.7 sec



Example 21
Heparin assay

Status = Error

Code = extrapolation boundary
over

Result = >----

Check sample integrity

- Validate if ok

- It will auto verify as >1.5 lU/mL

CS-5100 25632-2

l»'l{} admin:-adainistrator

25632/01-18 bui 1440

..... List Print seess m— «i —
Sample No: 10145859 B8 Seq F
Rack Tube Pos. : 9@04.01\ Re-analysis flag
Status @r J Yalidate Performed
S. Code Validated on : 2020/06/24 15:20
Analysis Node Normal Validated by : SYSTEM
Patient Name: HIGH 227YH
Sample Comment:
Sample Info, : Meas. Date: 2020/06/24 15:17
= e — T
ﬁ»ueo ) > eme, - IU/ml  0.048 @00 Extragolaticn Boundary Over (Upper)
j—
Hah tf.;rf £ S esv W fwal
E E! “ﬂ :‘0 I‘nyim Log: UNK
LT
‘Jk I\\!“.J’ulﬁ !LV -1
¥ﬁ$zﬂw X(qu'l
muml‘l"

2020/06/28 12:27



Example 22

Test = Heparin

Status = Error

Code = extrapolation boundary
over

Result = >----

Check sample integrity

- Validate if ok

- It will auto verify as >1.5 IlU/mL

(S-5100 25632-2

Sample Mo

Rack Tube Pos:
Status

S. Code:
Analysis Mode
Patient Name:
Sanple Comment:
Sample Info.:

WN-Hep

2800

2400

400 I

:v
Error
-

" Normal

P S R

_—asnze Graph Detail Print sesss

epl7 M 1\
——

Seq

Re-analysis flag:
Validate
Validated on :
Validated by

Meas. Date:

i

I

A ' 1 "

etail
(%ooo 4000. 0041

Evaluation Data

25632/01-18 bui 1440

°o 10 2

40

50

60

70 80 90

Extrapolation Bou;wdaty O;_@
Pupert 71150 10w

1
5 x'ESE y admin : admin

istrator
F
Performed
2020/06/05 12:57:33
SYSTEN
2020/06/05 12:50:08
Result
INN_Hep”d00 0, 141 d0D
C_INN Hep™ [U_mL P ﬂT*'i‘)
Evaluation Info.
Start Time 20.0
End Time 80.0
Slope 0. 14054
cC 1.00
Measurement Info
Temperature 37.0
Channel No 6
Management [D 2050
Dilution v/
Reagent Lot ove 554647
IHepSub 554132
IHepRea 554032
Elapsed Tine e 20
IHepSub 2
tsec] IHepRea 2

Hem Detection Level 0
lot Detection Level
Lip Detection Level 0
Vol Detection Level
Calibration Curve 1D 3
QOC Performed Date

Reagent Table Temp. 10.1

2020/06/28 14:13



Example 23

Arixtra

Status = Error

Code = extrapolation boundary

over

Result = >----

Check sample integrity

- Validate if ok

- It will auto verify as >1.0
mg/mL

CS-5100 25618-3

Sample No:
Rack Tube Pos:
Status:

S. Code:
Analysis Mode: Micro
Patient Name: ADULT ZZZYH
Sample Comment

Sample Info.:

Arixtra

2800 -

2400

——<axs* Graph Detail Print seses

Seq:

Re-analysis flag:
Validate
Validated on
Validated by

Meas. Date:

Detaid e
Q@. 4000.0041 Extrapolation Boundary Over (Upper)™,

Evaluation Data

25618/01-18 bui ld40

-— 7( 2dgin ; adninistrator

F
Per formed

2020/06/25 13:43:43
SYSTEM

2020/06/25 13:40:20

Result
Arixtra doD  0.242 00
Arixtra Unl 5= — mg/L

X

Kepat->1-0 v\«s\\_

Evaluation Info.

Start Time 20.0

End Time 80.0

Slope 0.24208

cc 0.98
Measurement Info,

Temperature 37,0

Channel No. 2

Management 10 20002

Dilution 1/1

Reagent Lot oe 554647

IHepSub 554132

IHepRea 554032
Elapsed Time ove 3

iHepSub 1

fsec] IHepRea 1

Hem Detection Level

lct Detection Level

Lip Detection Level

Vol Detection Leve!

Calibration Curve 1D 6

0C Performed Date  2020/06/25
12:47:01

Reagent Table Temp. 10.0

2020/06/28 14:17



Example 23

CS-5100 25618-3

e List Print s

Sample No: 10145911 B
Rack Tube Pos. : 000001-01

Status:

s )

Analysis Node: Nicro

Patient Name: JANUARY ZZZYH
Sample Comment:

Sample Info. : -

“Mrixtrs >—, — ng/L \0.194 doD
C

TR

0.
Seq: F ;: Top
Re-analysis flag: e o tnd
Valigate: Performed
Valigated on : 2020/06/25 12:53
Valigated by : SYSTEN
Meas| Date: 2020/06/25 12:50

10 37\8/[1.,

25618/01-18 bui 1440

Extrapolation Boundary Over (Upper)
B —e——

in 2020/06/25 16:44




Example 24
PTINR

Status = Review

Flag = Upper report Limit error
Action = check the integrity of
the sample, clot

Action = send to host

PT I

C$-5100 25618-3 2 p———— admin : administrator
wssss Graph Detail Print ssawe—
Sample No: 10146112 B Seq: F
Rack Tube Pos: 000004-01 Re-analysis flag:
Status: ‘m Validate: Performed
S. Code: — Validated on : 2020/06/28 12:49:36
Analysis Mode: Normal Validated by : SYSTEM
Patient Name: COAG ZZIMM
Sanple Comment:
Sample Info. : - Meas. Date: 2020/06/28 12:34:04
PT Result A
PT > 90 sec
4000 - IR >~!T§%< \
3500
2200 - Evalustion Info,
rl bH_point_time 51.4
: bH 2860
2er End_point_time 161.5
i i oH 849
L 83 Coag. % 50
L . 600 0.1529
2000 }- e Slope 31.95
: Measurement Info.
- | Temperature 36.9
Channel No. 2
1200 | Management D 3023
g Dilution 1/1
200 - Reagent Lot PT Inn 549759
- Elapsed Time PT Inn 2
400 +
° N N 2 L A A . . A N ;
0 40 80 120 160 200 240 [sec)
(0000, 60000100 Upper Report Limit Over )
k —_— e —— —
Hem Detection Level 0
Iot Detection Level
Lip Detection Level 0
Vol Detection Level
Calibration Curve 1D 5
QC Performed Date  2020/06/28
10:39:38
Evaluation Data Reagent Table Temp. 10.1
1% 113.8 21% 118.2 41% 121. 4 61% 126.0 81% 133.4
2% 114.5 22% 118. 4 47% 121.6 62% 126.3 82% 134.0
3% 114.9 23% 118.5 43% 121.8 63% 126.6 83% 134.5
4% 115.3 24% 118.6 44% 122.0 64% 126.9 84% 135.1
5% 115.5 25% 118.8 45% 122.2 65% 121.2 85% 135.8
6% 115.8 26% 118.9 46% 122. 4 66% 127.5 86% 136.4
7% 116.0 2% 119.0 47% 122.7 67% 127.8 87% 131.2
8% 116.2 28% 119.2 48% 122.8 68% 128.1 88% 138.0
9% 116.4 29% 119, 4 49% 123.1 69% 128.5 89% 138.9
10% 116.5 30% 119.5 -> 50% 123.2 70% 128.8 90% 139.8
1% 116.8 31% 19,7 51% 123.5 71% 129.1 91% 140. 8
12% 116.9 32% 119.8 52% 123.7 2% 129.5 92% 141.9
13% 1.0 33% 120.0 53% 124.0 73% 129.9 93% 143.1
14% 17.2 345 120.1 S54% 124.3 74% 130.3 94% 144. 6
15% 117.4 35% 120.3 $5% 124.4 75% 130.6 95% 146, 1
16% 171.5 36% 120.5 56% 124.8 76% 1311 96% 148.0
174 112.6 37% 120.7 57% 125.0 7% 131.5 7% 150. 2
18% 117.8 38% 120.9 58% 125.3 78% 132.0 98% 153.
19% 118.0 39% 121.1 59% 125.5 79% 132.4 9% 156, 4
20% 118.0 40% 121.2 0% 125.8 80% 132.9 100% 161.5
25618/01-18 buildd0 11 2020/06/28 12:51



DD Example 25

Status-Review

Flag = Upper report limit and
dilution changed

Validate = send to host

DO

CS-5100 25632-2 e adnin : administrator
wseex Graph Detail Print seses
Sanple No: 10146111 B Seq: F
Rack Tube Pos: 000003-01 Re-analysis flag:
Status: sz Validate: Performed
S, Code: Validated on : 2020/06/28 12:47:59
Anzlysis Mode: Normal Validated by @ SYSTEM
Patient Name: INSOMNIA ZZZYH
Sample Comment:
Sample Info. : - Veas. Date: 2020/06/28 12:33:58
00i Result
DDi d0D d 0.311 40D
L DDi > 35.20
3200
2800 | i I il ﬁ Evaluation Info
L Start Time 12.0
"‘ End Time 32.0
2400 F Slope 0.31047
- s Piose AT 1314 P ce 1.00
2000 b proA_slope 0. 20498
proB_slope 0.09785
1600
- Measurement Info.
: Temperature 31.0
woor 1 Channe | No. 2
- gement 1D 232
soof Dilution 1/10
L Reagent Lot DDiDil 561684
1 DDiSup 561884
400 i DDiBuf 561784
i DDiReag 561584
o LLL F 7 Elapsed Time DDiDil 1
DDiSwp 1
Detoaul — s i DDiBuf 1
0000, 0000. 0000 / Dalutloﬂ Ratio was Changed. ODiResg 47
0000, 6000. 0100 ( Upper Report Limit Over
Hem Detection Level 0
lct Detection Level
Lip Detection Level 0
Vol Detection Level
Calibration Curve 1D 2
QC Performed Date  2020/06/26
08:23:45
Evaluation Data Reagent Table Temp. 10.2
25632/01-18 buildd0 N1 2020/06/28 12:55



CS-5100 25631-1 admin:administrator

Example 26 sxxex List Print exeex
Sample No: 10146108+ B8 Seq: F
Rack Tube Pos. : 000002-01 Re-analysis flag:
Status: Validate: Performed
Status = Error S. Code: ’ Validated on : 2020/06/28 11:26
Analysis Mode Normal Validated by : SYSTEM
Mode - Normal Patient Name: CSONE 2ZZYH

Sanple Comment:

Flag — The I|qU|d |eve| hlgh riSk Sample Info. - Meas. Date: 2020/06/28 11:16

Result = *** for PTT - o B T e i ot o it 1o i B

. bg 241 mg/dL 8.2 sec
Action = re-analyze

Sample No: 10146108+ B Seq: F
Rack Tube Pes. : 000002-01 Re-analysis flag:
Status: Validate: Performed
S. Code: Validated on : 2020/06/28 11:39
Analysis Node: Validated by : SYSTEN
Patient Name:
Sample Comment:

—Sample Info.: - Meas. Date: 2020/06/28 11:31

< 2.0 sec ot Lower Report Limit Over ™)
' U Swall Blajoaa.

CWAQ/ A»,,\—Q))&\Mk :\‘F‘ QLV\A Me 2 ‘téd_\{— (_PTO
Dood e swek = Wt Sesd

25631/01-18 bui 1440 11 2020/06/28 11:45



CS-5100 25618-3 admin : administrator

ssesw Graph Detail Print ssees
Example 27 Sample No: 10146104 B Seq: F
Rack Tube Pos: 000002-01 Re-analysis flag:
Status: Validate: Performed
S. Code: Validated on : 2020/06/28 11:07:24
Analysis Mode: Normal Validated by SYSTEM
Patient Name: LOWPTT 2ZZYH
Sample Comment:
Sample Info. : - Meas. Date: 2020/06/28 10:59:58
PTT Result
3800
Action = Check for clot sz Evatuation Info
ﬁ‘ bH_point_time 1.4
800 L - b 2872
: End_point_time 31.0
i di 1069
2400 ) Coag. % 50
r Point d0o 0.2022
2000 |
: Measurement Info.
e i Tenperature 31.0
Channe! No. 2
1200 Management 1D 3290
" Dilution 1/1
800 Reagent Lot APTT FSL 556997
L CaCl2 563872
400 Elapsed Time APTT FSL O
L CaCi2 0
0 N N . . . N A " : X N )
0 10 20 30 40 50 60 sec)
Detai | B
0000. 6000. 0200 @mar
e ek Ew clok Hen Detection Level 0

lct Detection Level

Lip Detection Level 0

Vol Detection Level

Calibration Curve 1D

QC Performed Date  2020/06/28
10:41:07

Evaluation Data Reagent Table Temp. 10.1
1 61% .4 8

% 14.9 21% 18.2 415 19.3 20 1% 21.8
% 16.2 2% 18.2 47% 19.4 62% 20.4 82% 21.9
3% 16.5 23% 18.2 43% 19.4 63% 20.5 83% 2.0
45 16.7 24% 18,3 445 19.4 64% 20.5 84% 22.2
5% 16.8 25% 18.4 45% 19.5 65% 20.6 85% 2.3
6% 17.0 26% 18.5 46% 19.6 66% 20.7 86% 22.4
% 17.1 2%% 18.6 47% 19.6 67% 20.7 87% 2.6
8% 17.2 28% 18.6 48% 19.7 20.8 88% 2.7
9% 1.3 g% 18.6 20.8 89% 2.9

10% 17.4 0% 18.7 -> (50% 70% 20.9 90% 23.1
1% 17.4 31% 13.8 ’ 1% 21.0 91% 2.3
12% 171.5 32% 18.8 52% E 2% 21.1 92% 2.5
13% 17.6 33% 18.8 §3% 19.9 3% 21.1 93% 23.8
14% 17.7 345 18.9 54% 19.9 745 21,2 94% 24.1
15% 1.7 35% 19.0 $5% 20.0 75% 21.3 95% 24.5
16% 17.8 36% 19.1 S6% 20.1 6% 21.4 96% 25.0
17% 17.9 37% 19.1 57% 20. s 21.4 9% 25.6
18% 18.0 38% 19.1 58% 20. 78% 21.6 98% 26.5
19% 18.0 39% 19.2 50% 20. 79% 211 9% 21.9
20% 18.1 405 19.2 60% 20. 3 80% 2.7 100% 31.0
25618/01-18 bui 1d40 1 2020/06/28 11:08



Verify

Example 28

C8-5100 25632-2
wssns Graph Detail Print sesss
Sample No: 10146115 8 Seq: F
Rack Tube Pos: 000001-01 Re-analysis flag:
Status! Validate: Performed
S. Code: Validated on : 2020/06/28 13:21:23
Analysis Mode: Normal Validated by : SYSTEM
Patient Name: DOILON ZZ2YH
Sample Comment:
Sample Info. : - Meas, Date: 2020/06/28 13:14:33
DDi Result
00 dOD 0.006 d0D
- 00i < 0.19 mg/L
3200
2800 b Evaluation Info.
L Start Time 55.6
End Time 180.0
i | Slope 0. 00624
- cc 0.99
L proA_slope 0.01142
e | proB_slope 0. 00654
1600 +
L Measurement [nfo.
Temperature 37.0
120 Channe! No. 2
- Management 1D 2321
800 b Dilution 1/
Reagent Lot DDiDi| 561684
- DDiSup 561384
400 DDiBuf 561784
DDiReag 561584
0 PRI 1 (A T~ SR A i ok SIS T ) Elapsed Time ooiDil 1
DDiSup 1
0 20 4 60 80 100 120 140 160 180 (sec) 00iBuf 1
DDiReag 47

Detai |
0000. 6000.0200 Lower Report Limit Over

Evaluation Data

25632/01-18 bui 1640 1

I—@UD — 'DD\ adain : sdainistrator

Hen Detection Level 0

let Detection Level

Lip Detection Level 0

Vol Detection Level

Calibration Curve 1D 2

OC Performed Date  2020/06/26
08:23:45

Reagent Table Temp. 10.2

2020/06/30 13:13



CS-5100 25632-2 admin:administrator

Example 29 wxxer List Print seses
Sample No: 10145820 8 Seq: 1
. Rack Tube Pos. : 000002-03 Re-analysis flag:
Normal vs. Micro sample Status: Review Validate: Performed
S. Code: B T Validated on : 2020/06/30 13:17
Analysis Mode: Normal \ Validated by : admin
Patient Name: CSTWO 2ZZYH
Sample Comment:
Sample Info.: - Meas. Date. 2020/06/24 12:24
Fbg » 50 mg/dl » 58.6 sec Slight Coagulation

Lower Report Limit Over

Sample No: 10145820 8 Seq: 1 w’
Rack Tube Pos. 000002-03 Re-analysis flag: Qe

Status: Review Validate: Performed

S. Code: Yalidated on @ 2020/06/30 13:17

Analysis Mode: Normal Validated by ! admin

Patient Name: CSTWO 2ZZYH

Sample Comment:

Sample Info. : - Meas. Date: 2020/06/24 12:24
Fbg < S0 mg/dl d 14,4 sec Lower Report Limit Over

Dilution Ratio was Changed

Sample No: 10145820 B Seq: F

Rack Tube Pes, : 000002-03 Re-analysis flag:

Status: Review Yalidate: Performed

S. Code: Validated on : 2020/06/30 13:17
Analysis Node: Normal Validated by @ adnin

Patient Name: CSTWO 2ZZYH

Sample Comment:

Sample Info.: - Neas. Date: 2020/06/24 12:24

Fbg @/ﬂ. d 144 sec Lowsr Report Limit Over
Juti io

25632/01-18 bui1d40 mn 2020/06/30 13:17



Exa m ple 29 (S-5100 25632-2 adnin : administrator

sssss Graph Detail Print seess
Sample No: 10145820 B Seq: @ @
Rack Tube Pos: 00000203 Re-analysis flag:

Status: Review Validate: Performed
S. Code: Validated on : 2020/06/30 13:17:14
Analysis Mode: Normal Validated by : admin .
Patient Name: CSTRO 222 AQ‘U\- Gréan f‘
. Sample Comment:
After Re-analysis samle Info.: - eos, Date: 2020/08/24 12:24:34
Fbg Result
Fog sec d 14.4 sec
4000 - Fog © < so\y/
Status = Review
H Evaluation Info.
Result = Fib<50 Mpoint_tite 1.9
. . _ End_point_time 34.2
Check Dilution = 4/1 - 106
Y e — Y Coag. % 50
I Cloting Point 400 0.0195
2000 ¢
1 —_ Me t Info.
Action = send to host oo p s oo
1200 + Channel No. 5
Management 1D
I Dilution ﬁ/
200 - Reagent Lot 554647
L Fbg 565060
400 b Elapsed Time ove 3
L Fbg 0

0 I L L ' 1 I L 2 2 ' 1 3

0 10 20 - 40 50 60 (sec)
Detail
0000. 0000. 0000 ilution Ratio was Changed.

Lower Report Limit Over

Hem Detection Level 0

ot Detection Level

Lip Detection Level 0

Yol Deteotion Level
Calibration Curve 1D 1

QC Performed Date  2020/06/24

12:14:33
Evaluation Data Reagent Table Temp. 10.1

1% 6.2 21% 10.7 41% 13.2 61% 16.3 81% 20.8
2% 6.6 22% 10.8 42% 13.4 62% 16.4 82% 21.2
3% 6.9 23% 10.9 43% 13.5 63% 16.5 83% 21.5
4% 1.5 24% 1.1 44% 13.6 64% 16.6 843 22.3
5% 1.7 25% 1.1 45% 13.7 65% 16.7 85% 2.6
6% 1.9 26% 1.2 46% 13.9 66% 16.9 86% 2.9
7% 8.4 27% 1.4 47% 14.0 67% 17.6 87% 23.9
8% 8.5 28% 1.5 48% 14.1 68% 17.8 £8% 4.1
9% 8.7 29% 1.6 49 69% 18.0 89% 25.0
10% 8.8 30% 1.7 -> 10% 18.1 90% 25.9
1% 8.0 3% 1.9 .1 1% 18.2 91% 26.3
12% 9.2 32% 12.0 52% 14.9 2% 18.5 92% 26.8
13% 9.4 338 12.1 53% 15.1 3% 18.7 93% 21.0
14% 9.7 34% 12.4 54% 15.2 74% 19,0 945 21.7
15% 9.8 35% 12.6 55% 15.4 5% 19.4 95% 28.7
16% 9.9 36% 12.7 56% 15.5 16% 19,6 96% 29.0
17% 10.1 an 12.8 57% 15.6 m 19.7 7% 30.3
18% 10.2 8% 12.9 58% 15.8 78% 19.8 98% 31.3
19% 10.4 30% 13.0 59% 16.0 79% 20.3 99% 31.5
20% 10.5 13.1 60% 16.2 80% 20.6 100% 34.3
25632/01-18 bui 1d4 "N 2020/06/30 13:29



Example 29

CS-5100 25618-3 admin:adainistrator

seens List Print ssess

Sample No: 10145888 B Seq: 1
Rack Tube Pos. : 000003-02 Re-analysis flag:
Status: Review Yalidate: erformed
S. Code \ Validated on : 2020/06/25 11:48
. Analysis Mode Normal \ Validated by : admin
Status = review Patient Name FIBCRIT zzz/w
Sample Comment: e
Mode = Normal Sample Info. - Meas. Date: 2020/06/25 11:09
Result = Fib ***50 Foe * 50 mg/de 48.2 sec Slight Coagulation
Lower Report Limit Dver
Flag = Slight coag and lower report
Sample No: 10145888 B Seq: 1 =0
Rack Tube Pos. : 000003-02 Re-analysis flag: Rc—mlysif)
Status: Review Validate: Performed
H —_— H H 1 S. Code: Validated on : 2020/06/25 11:48
Action = as sample is in normal mode, will L — Jiene e
H Patient Name: FIBCRIT ZZZYM
re-analyse 4/1 dil Sl
Sample Info.: - Meas. Date: 2020/06/25 11:09
Fbg < 50 mg/dl d 13.3 sec Lower Report Limit Over
Results <50, report Difation Ratio v’ Ghigal
Sample No 101458388 B Seq: @
Rack Tube Pos 000003-02 Re-analysis flag: e
Status: Review Validate: Perfgﬂed A/
S. Code: Validated on : 2020706725 11:48
Analysis Mode Normal Validated by : admin
Patient Name: FIBCRIT 22ZYH
Sample Comment:
Sample Info.: - Meas, Date: 2020/06/25 11:09
Fbg < S0 mg/dL d 13.3 sec Lower Report Limit Over
Difution Ratio was Changed
25618/01-18 bui l¢40 1/1 2020/06/30 13:23



Example 30

Mode = Micro
Fib 59
Dil =1/1

Alert** there is no flag and no
status but sample in micro mode

DO NOT REPORT

Action =RUN at 4/1 dil

CS~5100 25618-3

w=exes Graph Detail Print seses

admin : administrator

2 c

59 /«l/

v

1.9

52.0
1

50
0.011

3.1
2

g §54672

Fbg 565060
ove 5
Fbg 0

Sample No: 10146302 B Seq: F
Rack Tube Pos: 000006-01 Re-analysis flag:
Status: Validate: Performed
S. Code: Validated on : 2020/06/30 15:07:40
Analysis Mode: Valldated by SYSTEM
Patient Name:
Sample Comment:
Sample Info, : Meas. Date 2020/06/30 15:02:38
Fog b < 80 W ﬁ ) ~\Result
e Cmn-“f\ WFM sec
36800 |
3200:‘\ Evaluation Info.
- L bH_point_time
[ ¥ Coting Point bH
o0 End_point_time
i dH
2400 - Coag. %
- 400
2000
1600 : Measurement Info.
i Temperature
Channel No.
1200 - Management 10
M Dilution
800 Reagent Lot
00} Elapsed Time
0 . N N X . N N N 2 M
0 10 20 k] 40 50 60 [sec)
Detail
Hem Detection Level
Ict Detection Level
Lip Detection Level
Yol Detection Level
Calibration Curve D1
OC Performed Date
Evaluation Data Reagent Table Temp.
1% 2.1 21% 19.3 41% 25.0 61% 31.4
2% 3.6 22% 19.3 425 25.3 62% 3.8
3% 6.4 23% 19.5 43% 25.9 63% 32.4
4% 10.9 24% 19.7 445 25.9 64% 32.8
5% 1.0 25% 20.0 45% 26.1 65% 33.7
6% 1.9 26% 20.5 46% 26.3 66% 3.7
% 12.6 27% 20.5 47% 26.9 67% 34.0
8% 13.5 28% 20.8 48% 26.9 68% M6
9% 13.5 29% 21.5 49% 21.6 69% 4.9
10% 14.0 30% 21.9 -> 50% 27.8 70% 34.9
1% 15.3 31% 21.9 51% 28.4 1% 35.4
12% 15,5 325 22.2 52% 28.7 12% 36.0
13% 16.2 33% 23.1 53% 28.7 13% 36.6
14% 16.2 34% 23.3 54% 28.9 74% 36.7
15% 17.3 35% 23.3 55% 20.3 75% 31.3
16% 17.4 36% 2.5 56% 2.6 76% 38.5
17% 17.9 3% 23.6 57% 29.6 s 38.9
18% 17.9 38% 24.4 58% 30.9 18% 39.1
19% 18.0 39% 24.6 59% 3.2 79% 30.1
20% 18.2 40% 4.6 60% 31.4 80% 39.5

25618/01-18 bui ld40

2020/06/29
12:24:09
10.1
81% 40.2
82% 40.6
83% 40.6
84% 41.7
85% 42.6
86% 43.2
87% 43.2
88% 4.0
89% 4.2
90% 4.8
915 45.7
92% 453
93% 46.5
945 47.9
95% 48.6
96% 48.6
97% 49.2
98% 80.2
995 51.6
100% 52.1
2020/06/30 15:21



CS-5100 25618-3 adnin : administrator

wsxxx Graph Detail Print seess
Example 30 sample No: 10146302 B Seq: F
Rack Tube Pos: 000006-01 Re-analysis flag:
Status: Validate: Performed
S. Code: Validated on : 2020/06/30 15:20:24
Analysis Mode: Validated by : SYSTEM
Patient Name:
Sample Comment:
Sample Info. : - Meas, Date: 2020/06/30 15:15:23
Fbg Result
Fbg sec d 7.4 sec
4000 |

Fbg © @u/«.

Dilution = 4/1 i e, Ty
No other flag other than dilution | N
changed il %"‘ 5;;95
Report Fib = 68 o —

s : W i Temperature 371

Channel No. 2
1200 Vanagement 1D 3
i Dilution
800 Reagent Lot 554672
L Fbg 565060
400 Elapsed Time ove 6
L Fbg 0
0 s . N A N . . " N " " ,
0 10 20 0 40 50 60 (soc)
Detail

0000.0000.0000 Dilution Ratio was Changed.

Hem Detection Level

ot Detection Level

Lip Detection Level

Vol Detection Level
Calibration Curve 1D 1

QC Performed Date  2020/06/29

) 12:24:00
Evaluation Data Reagent Table Temp. 10.1

1% 2.3 21% 5.1 415 6.6 61% 8.5 81% 1.9

25 2.7 22% 5.2 4% 6.7 62% 8.5 82% 12.3

3% 2.9 23% 5.3 43% 6.7 63% 8.7 83% 12.6

4% 3.1 24% 53 445 6.8 64% 8.8 84% 13.2

5% 3.4 25% 5.4 45% 6.9 65% 9.0 85% 13.4

6% 3.6 26% 5.5 465 1.0 66% 9.1 86% 13.8

e 3.8 27% 55 475 1.1 67% 9.2 87 14.2

8% 3.8 28% 5.6 48% 1.2 68% 9.4 88% 14.7

9% 40 29% 5.7 495 @ 69% 9.6 89% 14.9

10% 4.1 30% 5.8 ->  50% - 10% 9.7 15.7

1% 4.2 31% 5.8 51% 1.4 7% 9.9 91% 16.2

12% 43 324 59 52% 1.5 2% 10.1 92% 17.3

13% 44 33% 6.0 53% 1.1 73% 10.3 93% 1.6

14% 45 34% 6.1 54% 1.1 74% 10.4 94% 19.0

15% 46 35% 6.1 55% 1.8 15% 10.6 95% 19.4

16% 46 36% 6.2 56% 1.9 16% 10.8 96% 20.7

17% 47 37% 6.3 57% 8.1 7% 10.9 974 21.2

18% 4.8 38% 6.4 58% 8.1 8% 11.2 985 23.5

19% 49 39% 6.4 59% 8.2 19% 11.5 99% 24.9

20% 5.0 40% 6.5 60% 8.3 80% 1.8 100% 21.3
25618/01-18 bui 1440 N 2020/06/30 15:22



