AXIS-SHIELD DIAGNOSTICS Ltd. fxis Simeid Diagosics Ui,

The Technology Park,

Manufacturing Department Dundee, DD2 1XA
United Kingdom

QC-FHYB100-05

Certificate of Analysis for 3 Reagent Enzymatic HCY Kit

Part Number: FHYB100

Customer: Beckman-Coulter

|Lot Number: 802905256

|Expiry Date: 2016-10-26

Components of Kit: Description Lot No.

FHYB110 Enzymatic HCY Reagent 1 802905527
IFHYB120 Enzymatic HCY Reagent 2 802905552
[FHYB130 Enzymatic HCY Reagent 3 802905553

FHRK140 Enzymatic HCY Calibrator 0 802904694

FHRK150 Enzymatic HCY Calibrator 28 802904492

5 Control = = Pass/Fail
Under test Assay 1 Assay 2 _sspi:‘;ﬁc:;i::y Grand -ngc::ieciaet;:: against
Mean QC Release

FHCY220, Low Kit Control - Mean uM 7.1 6.8 36-94 6.94 4.61-8.39 Pass
FHCY230, Medium Kit Control - Mean uM 12.4 12.1 8.7-15.7 12.24 9.99 - 14.41 Pass
FHCY240, High Kit Control - Mean uM 25.7 24.9 19.1-32.0 25.29 21.52 -29.68 Pass

Trend analysis performed and is acceptable (circle as applicable): @ /' NO

The above Axis-Shield product has been tested by Manufacturing and I does not meet
(Circle as appropriate) all final QC specifications.

This product @ | is not (Circle as appropriate) suitable for use until the stated expiry date.

Authorised Signatory: W Qo\r\ Date: 16\ %) Og\‘ \j

(Manufacturing) (YYYY/MM/DD)

Authorised Signatory: /@\/M /_v Date: smi-@\- (8

Qu&jlty Assurance) (YYYY/MM/DD)
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