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ANALYSIS CERTIFICATE

Expiration date

tJto

BIOPHENTM ANTI-Xa (2 Stages Heparin assay) -#221005

Qc Rerease ' l.lt A$UT 3$?5

Lot F82817

2027-12-03

Components atv
Exp.

(months) Lot #
Exp.
date

R1 :ATlll(h) 2 vials 30 FE2817 2027-12-03

R2 : FXa (b) 2 vials 30 FE2817 2028-01-07

R3 : Substrate 2 vials 30 FE2817 2027-12-07
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B|OPHENTM ANTI-Xa (2 Stages Heparin assay) -#221OOs

QC Retease, l.11 nUW Ët35

Lot: F82817

Expiration date : 2027 -12-03

A Compôny of Sysmex Group

Analytical data Specifications

1. AT ilt(h)

a. Lot Homogeneity (A405 for 0 lU/mL heparin)

N: 20
Mean (4405) : 2.034
CV: 1.3 %

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

5.93 tU

c. lndicative AT content per vial (4280/Lowry on raw material)

766 ug

d. SDS PAGE (on raw material)

1 major band of about 58,000 Da

e. Absence of heparin (on raw material)

Absence

S5o/o

> 4.75!U

1 major band of about
58,000 Da

Absence

2. FXa(b)
a. Lot Homogeneity (A405 for 0 lU/mL heparin)

N: 20
Mean (A405) : 2.002
CV: 1.0 %

b. SDS PAGE (4-12o/o acrylamide) (FX zymogen for raw material)

1 major band of about 55,000 Da

c. lndicative FXa content per vial (Lowry, from zymogen raw material)

96 pg/vial

d. Chromogenic activity on Xa substrate (10p9/ml) (raw material)

4405 with RW: 2.383
4405 without RW: 2.376

35o/o

1 major band of about
55.000 Da

M405 <10%

3. Substrate

a. Blank value (free pNA)
Mean (4405) : 0.072

b. Lot Homogeneity (A405 for 0 lU/mL heparin)

N: 20

Mean (A405): 1.993
CV: 1.7 %

c. lndicative content pervial (raw material)

5 mg (about 7.8 pmol)

d. HPLC analysis purity grade (raw material)
95.8 o/o

e. Experimental molecular weight (raw material)

641.3 Da

4405 < 0.30

35o/o

>95o/o

641 .7+5Da

2t3
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B|OPHENTM ANTI-Xa (2 Stages Heparin assay) -#221005

eG Rerease , I lt.AÛtlT Ët25

A Company of Sysmex croup

Lot FE2817

Expirationdate: 2027-12-03

Analytical data Specifications

Assav reactiviW (in the tested dilution. GS-series)

lU/mL (in the
tested

4405 0.0 0.006 0.017 0.033 0.0s0 0.067 R2

Purifiod
milieu

UFH '1.157 1.029 0.800 0.514 0.322 0.207 0.998

LMWH 0.835 0.735 0.555 0.344 0.204 0.130 0.998

R2 > 0.98

A4405(0-0.067) > 0.5

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

ln Purified solution 0.003 lU/mL s 0.005 lU/mL

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

Reagents tested after 1 5 days at 2-8'C, or 7 days at RT (1 8-25'C) or Frozen < -20'C

A405 values for UFH

4405 lrree
0.0 0.006 0.017 0.033 0.050 0.067 R2

restored 1.152 0.988 0.700 0.386 0.213 0.'t27 1.000 0.071

5 days at
1.153 .977 0.683 0.368 0.196 0.1't 5 0.998 0.072

days at RT (18-

1.121 0.958 0.685 0.37',l 0.203 o.'t't7 0.998 0.089

Frozen <-20"C 1.138 1 0.762 0.457 0.270 0.'157 0.998 0.075

R2 > o.98

A4405(0-0.067) > 0.5

À4405(0lU/mL) s 10% between
fresh and stored

4405(Free pNA) s 0.30

Comments
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