
fr"illnilo=*
d HYPHEN BioMed

155 rue d'Eragny

95000 Neuville-sur-Oise

France

Componcntr Quantihl Lot Épiratlon Datc

Product Description

Product Code :

Lot No. :

Expiration date :

C ERTIFICATE OF ANALYSIS

BIOPHENTM FX

221802

FF1204W I FF1218

2028-11-12

R1 :FX(h)-FVlll(h) 2 vials FFl2O4EBVW IFF1218 2028-11-13

R2 : Activator reagent 2 vials FFl2O4ECVW I FF1218 2028-11-20

R3: SXa-11 2 vials FFl2O4EDVW I FF1218 2028-11-13

R4: Tris-BSA Buffer 2 vials FFl2O4EEVW I FF1218 2028-11-12

AnaffticalData

Calibration curve : reactivity, linearity,

slope and accuracy

Calibration curve : reactivig, linearity,

and slope

Detection Threshold High Range

Detection Threshold Low Range

Speciflcation

Water-Bath (High Range)

4405 (200%) > 1.2

Delta A405 (100 ; 200%) > 0.30

R' > 0.gg

Measured values for controls in acceptance ranges

Water-Bath (Low Range)

4405 (20%) " 1,00

Delta A405 (10; 20%) > 0.25

R' à 0.98

3 So/o

s2o/o

Reault

1.U4
0.421

0.992

PASS

1.1 10

0.331

0.998

< 1o/o

<1%

Calibralion ûtrue for information HIGH R/'NGE

MV = Measured value

Calibnlion Cuw for inbrmafan LOW RNIGE

Conc. WB 1 2.s 5 10 20

OD WB 0.197 0.349 0.533 0.779 1.1 10

Conc, STAR I 2 6 15 22

OD STAR 0.085 0.154 0.318 0.615 0.791

Ihrs rs fo ceftify that above produd has been produced and passed the inspeclion according to specifications of HYPHEN BioMed.

Date of Approval : Quallty ControlApproval Quality Control Manager:

2 5 Julll 2026

9;MONEUS

Conc. WB 0 12.5 25 50 100

OD WB 0.057 0.353 0.s63 0.856 1.223

Conc. STAR 22 M 54 87 145

OD STAR 0.320 0.535 0.646 0.856 1.096

Acceptance

Ranqe
MV (STAR)

NC 177-971| u
AC 130411 36

rh F820-05-Bt-FtXCHR v2


