CERTIFICATE OF ANALYSIS

CHROMOGENIX

PRODUCT: COATEST Factor VIII:C/4 Kit PRODUCT #: 82191863
EXP. DATE: 2006-09 LOT #: N0549093
VENDOR: INSTRUMENTATION LABORATORY ASSAYED PER QCM: 821918
TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
MIN | MAX UNITS PASS/FAIL
Coatest Factor VIII/C4 Kit (82191863)
High Range
Slope 0.0071 0.0106 - 0.0100 PASS
Intercept -- 0.200 -- 0.172 PASS
Standard Curve (r) 0.99 -- -- 0.997 PASS
Low Range
Slope 0.026 0.051 - 0.043 PASS
Intercept -- 0.300 -- 0.194 PASS
Standard Curve (r) 0.99 - -- 0.996 PASS

We hereby certify that the above product(s):

- have been manufactured and tested according to the requirements of their Manufacturing and Quality Control procedures and have been
found to meet all conditions set forth with these documents;

- meet all applicable requirements of the 98/79/EC Directive according to which they are CE marked.

KIT COMPONENTS

NAME LOT NUMBER EXP.DATE VOLUME
CaCl, N0347875 2007-03 6 ml(x 1)
$-2222/ 1-2581 N0348102 2006-09 6 ml (x 1)
Factor Reagent N0548913 2006-11 2ml(x4)
Buffer, pH 7.3 N0348138 2006-09 23 ml (x 1)
Phospholipid N0448322 2006-09 2.3 ml (x 1)
PREPARED BY: EW Bustamante DATE: 06/04/04

APPROVAL SIGNATURE: ﬂaén 746660[4 DATE: 06/04/04

Form QCM 82191863, Rev. 05/04
526 Route 303, Orangeburg, New York 10962, Telephone 845-365-8000



