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ANALYSIS CERTIFICATE

BIOPHENt" Anti-lla (2 stages Heparin assay) -#220005 Lot: FD220518

eGRelease: 1fl88C.2024 Expiration date : 2027'04-24

flco

Components otv
Exp.

(months)
Lot #

Exp.
date

R1 :ATlll(h) 2 vials 30 FD220518 2027-05-03

R2 :Thrombin 2 vials 30 FD220518 2027-05-10

R3 : Substrate 2 vials 30 FD220518 2027-04-24
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BIOPHENTM Anti-lla (2 stages Heparin assay) -#à2OOO1

ecRetease' I E 88t.2024

Lot

Expiration date

FD220518

2027-04-24

Analytical data Specifications

1. ATlll (h)

a. Lot homogenefiy (44U5 lor U lU/ml hepann)

Jtl= 30 Mean (A405) : 2.810
CV: 3.07 Yo

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

1.46 tU

c. lndicative AT content per vial (A280nm/Lowry on raw material)

105.4 pg

d. SDS PAGE (on raw material)

1 major band of about 58,000 Da

e. Absence of heparin

Absence

35o/o

>1.2tU

I major band of about
58,000 Da

Absence

2. Thrombin (h)
a. Lot homogeneity (A405 for 0 lU/ml heparin)

N= 30 Mean (A405) :

CV:
2.877
2.07 %

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

1 major band of about 35,000 Da

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

39.E pS

d. Indrcailve clottrng actrvrty per vral (clottrng assay on raw matenal)
(respectively to the WHO/NIBSC standard for h(lla)

85 NIH (or lU)

e. lndrcatrve specrlrc chromogenrc actrvrty (on raw matenal)
(chromogenic assay using cs-01(38)) 

5.25 nkats/ug

35o/o

'l major band of about
35,000 Da

3. Thrombin substrate

a. Blank value

frl= 5 . Mean (A405) :

b. Lot homogeneity (A405 for 0 lU/ml heparin)

Jrl= 30 Mean (A405) :

CV:

c. lndicative content per vial (raw material)

0.108

2.886

2.45 o/o

6.25 mg (about 11.25 pmoll

d. HPLC analysis purity grade (raw material)

98.4 o/o

e. Experimental molecular weight (raw material)

552.4 Da

N>5

4405 s 0.30

<5Vo

> 95%

553+5Da

2t3

5-p-
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Lot :
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Analytical data Specifications
5. Assav reactivitv (in the tested dilution. Cs-series)

lLj/mL 0.0 0.005 0.01 0.02 0.03 0.04 R2

4405 UFH purified 1.545 1.276 1.078 0.754 0.592 0.450 0.996

A405LMWH purilied 't.443 1.243 1.0't0 0.669 0.409 0.278 0.996

R2 > o.9B

A4405 (0-0.04) > 0.65

6.

ln Purified solution < 0.005 lU/mL
< 0.005 lU/mL

Reagents tested after 15 days at 2-8'C, or 4 days at RT (18-2S.C) or Frozen < -20.C

4405 values for UFH

UFH

ll.J/mL 0.0 0.005 0.01 0.03 R2
4405 lrree

0.04

restored 1.545 1.276 1.078 0.754 0.592 0.415 0.996 0.108

16 days at
2-8.C 1.576 1.325 1.137 0.805 0.629 o.470 0.996 0.109

days at RT 1.543 1.301 1.122 0.828 0.637 0.503 0.996 0.108

<.20.c 1.589 1.327 1.146 0.834 0.525 0.423 0.992 0.1 t0

R2 > 0.98

^4405 
(0-0.04) > 0.65

^ 
4405 (0 lU/mL) < 10%

between fresh and stored

4405 (Free pNA) < 0.30

Gomments: É PASSED
IN COMPLIANCE

Date f g 0Ec. 2024 QC Manager
f,o
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