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CERTIFICATE OF ANALYSIS

Product Description

Product Gode :

Lot No. :

Expiration date :

BIOPHEN HEPARIN CALIBRATOR

222001

FFl644WM / FFî696

2029-01-02

CAL 1 4 vials FF1644BJWM / FF1696 2029-01-02

CAL 2 4 vials FF1644BKWM / FF1ô96 2029-01-02

CAL 3 4 vials FF1644BLWM / FF1696 2029-01-02

CAL 4 4 vials FF1644BMWM / FF1696 2029-01-02

CAL 5 4 vials FF1644BNWM / FFl696 2029-01-02

Analytical Data

Concentration

Linearity and accuracy of calibration with

values assigned

Specification

CALl:<0.05|U/ml
CAL 2 : 0.30 -0.50 lUlml
CAL 3 : 0.70 -0.90 lUlml
CAL 4 : 1.10 -1.30 lUlml
CAL5:1.45 -L.75lU/ml

R'> 0.gg

Measured values for controls in acceptance ranges

Result

0 Ul/ml
0.40 Ul/ml
0.81 Ul/ml
1.24UllnL
1.64 Ul/mL

PASS

PASS

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

Date of Approval : Quality Control Approval euality Control Manager

12 AoUï 2026
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