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155rue d’Eragny ANALYSIS CERTIFICATE
95000 Neuville-sur-Oise =
France
BIOPHEN HEPARIN Anti lla (kinetics) - #221020 Lot: FE023814

QC Release : 18 MARS 2075 Expiration date: 2027-07-17

Components Qty (mi’r(l't)ﬁs) Lot # 5:::
R1 : Human Antithrombin 2 vials 30 FE023814 2027-07-18
R2 : Thrombin substrate 2 vials 30 FE023814 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

Specifications

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

1 major band of about 35,000 Da
c. Indicative lla content per vial (Lowry on raw material)

10.5 ug

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

e. Indicative chromogenic activity per vial (on raw material)
(chromogenic assay using CS-01(38))
28 nkats

1. AT
a. Reproducibility for AT concentration (AT chromogenic assay):
N: 5 N=>5
AT: 257 % > 100%
CV: 3.8 % <5%
b. AT content per vial (anti-Xa activity chromogenic assay)
257 IU 211U
¢. Indicative AT content per vial (A280nm/Lowry on raw material)
1000 pg
d. SDS PAGE (on raw material) 1 major band of about
1 major band of about 58,000 Da 261000 Ba
e. Absence of heparin Absence
2. Thrombin substrate (CS-01(38))
a. Blank value (N 2 5)
Mean (A405): 0.215 A405 < 0.30
b. Reproducibility tor U IU/mI Heparin:
N: 5 Nz>56
Mean (A405). 2.167 indicative > 1.80
Cv: 0.7 % <5%
c. Indicative content per vial (raw material)
25 mg (about 45 pmol)
d. HPLC analysis purity grade (raw material)
98 % >95%
e. Experimental molecular weight (raw material)
_ 552.4 Da 553 £ 5 Da
3. Thrombin
a. Reproducibility for 0 [U/ml Heparin:
N: 5 N>5
Mean (A405): 2.157 indicative > 1.80
CV: 16 % <5%

1 major band of about
35,000 Da

4. Reaction buffer
Volume: 21.0 ml

pH: 8.34
Aspect: Clear Transparent

2 20 ml
[8.30 - 8.50]

Clear - Transparent
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Analytical data Specifications
5. Assay reactivity
a. Manual method: 5 minutes
UFH
Uliml 0.0 0.5 1.0 2.0 4.0 6.0
Ad405 2146 | 2.062 | 1.868 | 1.516 | 1.070 | 0.777 A A405 (0-61U/ml) 2 1.00
R2 0.997 R?20.98
b. Automated method : Instrument: STAR
UFH
Uliml 0.0 0.5 1.0 2.0 4.0 6.0
A405 1.829 | 1.747 | 1582 | 1.291 | 0.877 | 0.652
R2 0.995 R?2>0.98
¢. Detection threshold
Instrument: BM
A405 (0 Ul/ml) - 3SD = 2.102
Detection threshold: 0.20 Ul/ml <0.20 Ul/ml
6. Stability of reconstituted reagents
Reagents tested after 15 days at 2-8°C, or 3 days at RT or
Frozen/thawed
A405 values
UFH
Ut 0.0 0.5 1.0 2.0 4.0 6.0 r?
2
Freshly 1.874 | 1.770 | 1.572 | 1.288 | 0.884 | 0.657 | 0.996 R*=0.98
restored
15 days at A A405 (test tube)
2.8°C 1.924 | 1.847 | 1.634 | 1.369 | 0.903 | 0.678 | 0.994 (0 to 6 IU/ml) = 1.00
7 days at RT 1899 | 1.794 | 1.644 | 1.335 | 0.875 | 0.654 | 0.994
Frozen & A A405
Thawed 1.945 | 1.888 | 1.674 | 1.363 | 0.866 | 0.663 | 0.990 between trials < 10%
: PASSED
Comments: N IN COMPLIANCE
Isabelle CORNUEJOLS
Date: {.§ MADS. 2075 QC Manager : ¢ Resp. LaboCQ

0 .
%@5@20—-11/&/1020 v5



