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ANALYSIS RTIFICATE
A Company of Sysmex Group

Lot: FE023814

Expiration date: 2027-07-17

5-G)

Gomponents otv Exp.
(months)

Lot # Exp.
date

R1 : Human Antithrombin 2 vials 30 FE023814 2027-07-18

R2 : Thrombin substrate 2 vials 30 F8023814 2027-07-17

R3: Human Thrombin 2 vials 30 FE023814 2027-08-06

R4 : Reaction buffer 2 vials 30 FE023814 2027-07-18
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Analytical data Specifïcations

1, AT

a. Reproducibility for AT concentration (AT chromogenic assay):
N: 5

AT: 257 o/o

CV: 3.8 o/o

b. AT content per vial (anti-Xa activity chromogenic assay)

2.57 tU

c. lndicative AT content per vial (A28Onm/Lowry on raw material)
1000 pg

d. SDS PAGE (on raw material)

1 major band ofabout 58,000 Da

e. Absence of heparin

N>5
> 100o/o

35o/o

>1tu

'l major band of about
58,000 Da

Absence

Throm bin substrate (CS-0'l (38))

a. Blank value (N > 5)

Mean (4405)
b. l(eproductbtltty lor u tu/mt Hepann:

N:

Mean (A405)'

CV:

c. lndicative content per vial (raw material)

25 mg

d. HPLC analysas purity grade (raw material)

98 0Â

e. Experimental molecular weight (raw material)

552.4 Da

0.215

5

2.167

0.7 o/o

(about 45 pmol)

4405 s 0.30

N>5
indicative > 1.80

35o/o

2 95o/"

553+5Da
3. Thrombin

a. Reproducibility for 0 lU/ml Heparin:

N:

Mean (4405)

CV:

5

2.157

1.6 o/o

N>5

indicative > 1.80

35o/o

1 major band ofabout
35,000 Da

b. SDS PAGE (5% acrylamide) (on raw material)

1 major band ofabout 35,000 Da

c. lndicative lla content per vial (Lowry on raw material)

10.5 pg

d. lndicative clotting activity per vial (clotting assay on raw material)
(respectively to the WHO/NIBSC standard for h(lla)

24 NIH (or lU)

e. lndicative chromogenic activity per vial (on raw material)
(chromogenic assay using CS-O1 (38))

28 nkats

4. Reaction buffer
Volume:

pH:

Aspect: E Ctear

21 .0 ml

8.34

E Transparent

> 20ml

[8.30 - 8.s0]

Clear - Transparent
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Analyticaldata Specifications

5. Assav reactivitv

a. Manual method: 5 minutes

UFH
Ul/ml

0.0 0.5 1.0 2.0 4.0 6.0

4405 2.146 2.062 1.868 1.516 1.070 0.777

R2

b. Automated method

0.997

lnstrument: STAR

R2 0.995

UFH
Ul/ml

0.0 0.5 1.0 2.O 4.0 6.0

4405 1.829 1.747 1.582 1.291 o.877 0.652

^ 
4405 (0-6lU/ml) > 1.00

R2 > o.9g

R2 > 0.98

c. Detection threshold

lnstrument:

4405 (0 Ul/ml) - 3SD =

Detection threshold:

BM

2.102

0.20 Ul/ml < 0.20 Ul/ml

6. Stabilitv of reconstituted reaqents
Reagents tested after 15 days at 2-8"C, or 3 days at RT or
Frozen/thawed

4405 values

UFH
Ul/ml

0.0 0.5 1.0 2.0 4.0 6.0 f
Freshly
restored

1.874 1.770 1.572 '1,288 0.884 0.657 0.996

15 days at
1.924 1.847 1.634 1.369 0.903 0.678 0.994

7 days at RT 1.899 '1.794 1.644 1.335 0.875 0.654 0.994

Frozen &
Thawed

1.945 1.888 1.674 1.363 0.866 0.663 0.990

R2 > 0.98

^ 
4405 (test tube)

(0 to 6 lU/ml) > 1.00

A 4405
between trials < 10%

Comments
PASSED

IN COMPLIANCEM

QG Manager: 
f "o
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