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Product Description

Product Code :

Lot No. :

Expiration date :

CERTIFICATE OF ANALYSIS

BIOPHENTM BIVALIRUDIN CALIBRATOR

226701

FE355619 / FE3540

2028.03.06

CAL 1 2 vials FE3556c219 I FE3540 2028-03-06

cAL2 2 vials FE3556da1 9 / FE3540 2028-03-06

CAL 3 2 vials FE3556db19 t F83540 2028-03-06

CAL 4 2 vials FE3556dc19 / FE3540 2028-03-06

CAL 5 2 vials FE3556dd1 I / FE3540 2028-03-06

Analytical Data

Concentration

Accuracy of calibration with values
assigned

Specification

CALl:<0.25pg/ml
CAL 2 : 0.8 -1.2 pg/ml
CAL 3 : 1.6 -2.4 pglmL
CAL 4: 3.0 - 4.0 pg/ml
CAL 5:4.0 - 5.0 pg/ml

Measured values for controls in acceptance
ranges

Result

0.00 pg/mL
1.04 pg/mL
2.03 pg/mL
3.36 pg/mL
4.44 pglmL

PASS

Ihts ls fo ceftify that above produd has been produced and passed the inspection according to specifications of HYPHEN BioMed.

Date of Approval : Qualitre Contrr':l Rpproval Quality Control Manager
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