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CERTIFICATE OF ANALYSIS

Product Description

Product Code :

Lot No. :

Expiration date :

BIOPHEN FlXa

221812

FE3006

2028-01-01

R1 : Human FX- FVlll:C 2 vials FE3006 2028-01 -1 0

R2 : Activation Reagent 2 vials FE3006 2028-01-24

R3 : Substrate 2 vials FE3006 2028-01-01

R4: Buffer 2 vials FE3006 2028-01-01

Cal : FlXa Calibrator 2 vials FE3006 2028-01-02

AnalyticalData

Calibration curve : reactivity, linearity,

slope

Specification

Water-Bath

A405 (C/2) > 1.5

Delta 4405 (C/2; C/4) > 0.30

R'> 0.98

ReEult

1.996

0.682

0.991

Detection Threshold < 0.2 mlU/ml

Calibration Curue for information

Conc. 22 11 4.4 2.2 1.1

OD STAR 0.913 0.56 1 0.276 0.1 36 0.075

Conc. 22 11 4.4 2.2 1.1

OD WB 1.996 1.314 0,690 0.361 0.1 86

< 0.1 mlU/ml

Acceptance Range MV

ct [ 4.1 -9.1 
1 7.1

cil [ 10.0 - 17.0 I 13.4

MV = Measured value

Ihls ls fo certify that above product has been produced and passed the inspection according to specifications of HYPHEN BioMed.
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