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Exp.
date

2027-12-03

2028-01-07

2027-12-14

Components Qtv
Exp.

(months)
Lot #

R1 :ATlll(h) 2 vials 30 F82813

R2 : Thrombin 2 vials 30 FE281 3

R3 : Substrate 2 vials 30 FE281 3
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d ANALYSIS CERTIFICATE {LHilPferFN
HYPHEN BioMed

155 rue d'Eragny
95000 Neuville-sur-Oise
France

Lot

Expiration date

A Company of Sysmex croup

FE2813

2027-12-03

BIOPHENTM Anti-lla (2 stages Heparin assay) -#22OOO5

ec Release ' .l 4 A0llT Zt25

Analytical data Specifications

ATlil (h)

a. Lot homogeneity (A405 for 0 lUiml heparin)

ftf= 30 Mean (A405) : 2.875
CV: 1.2 o/o

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

1.4 tU

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

181 pg

d. SDS PAGE (on raw material)

1 major band of about 58,000 Da

e. Absence of heparin

Absence

35o/o

>1.2tU

1 major band of about
58,000 Da

Absence

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

N= 30 Mean (A405) : 2.801
CV: 2.3 o/o

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)

42.1 pg

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

75 NIH (or lU)

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

2.26 nkats/trg

35o/o

1 major band of about
35,000 Da

3. Thrombin substrate

a. Blank value

Jrl= 5 Mean (A405) :

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

Jrl= 30 Mean (A405):

CV:

c. lndicative content per vial (raw material)

0.113

2.869

'1.7 Yo

6.25 mg (about 11.25 pmoll

d. HPLC analysis purity grade (raw material)

98 o/o

e. Experimental molecular weight (raw material)

552 Da

N>5

4405 < 0.30

<5%

> 95%

553+5Da

213

*-
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Expiration date :

FE2813

2027-12-03

Lot

Analytical data Specifications

5. Assav reactivitv (in the tested dilution. Cs-series)

lU/mL 0.0 0.005 0.01 0.02 0.03 0.04 R2

4405 UFH Durified
1.467 1.194 0.966 0.621 0.417 0.281 1.000

A405LMWH ourilied
1.501 't.317 1.125 0.736 0.431 0.261 0.990

R2 > o.9B

^4405(0-0.04)>065

6. UFH Detection threshold (concentration in the tested dilution. Cs-series)

ln Purifled soluiion 0.000 lU/mL
< 0.005 luiml

7 Stabilitv of reconstituted reaqents (purified milieu. CS-series)

Reagents tested after 1 5 days at 2-8"C, or 4 days at RT ( l 8-25'C) or Frozen < -20"C

4405 values for UFH

UFH 4405 (rree
lU/mL 0.0 0.03 0.04 R2

Freshly restored 1.312 1.027 0.830 o.522 0.335 o.221 t.000 0.104

15 days at
1.293 1.009 0.821 0.517 0.333 0.223 1.000 o.102

days at RT 1.298 1.016 0.836 0.528 0.343 0.232 1.000 0.104

s -20'C 1.323 1.033 0.831 o.517 0.323 0.213 1.000 0.108

R2 > o.9g

^A405 
(0-0.04) > 0.65

A 4405 (0 lU/mL) < 10%
between fresh and stored

A405 (Free pNA) < 0.30

Comments d PASSED
IN COMPLIANCE

Date : I 4 AUJT 2E2b QC ManhgÈelle cO.RNU.ti.Çi+..

lo Resp.
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