CERTIFICATE OF ANALYS(S

CHROMOGENIX

[PROBUCT: _COATEST Haparin PRODUCT #: 3553963

EXP. DATE  2017-07 LOT# N0B56828.

VENDOR:  INSTRUMENTATION EABORATORY ASSAYED PER QCM; 255539/49730504

e — Y
TEST DESCRIPTICN SPECIFICATIONS RESULTS DISPOSITION
MIN MAX UNITS PASSIFAIL

A. FACTOR Xa (650516

ACTIVITY 61 8 nkathvial 74 PASS
STANDARD CURVE (%) 0.8%0 1,000 - 1.000 PASS
CONTROL RECOVERY 61.5 748 nkativia) 701 PASS

RESIDUAL MOISTURE 0 5 % 0.2 PASS

B. 52422, FOR COATEST HEPARIN {654009

SUBSTRATE CONCENTRATION 1425 16,2 mglvial 149 PASS
FREE p-NITROANILINE [} [+2:3 mo! % [+R] PASS
RESIDUAL MOISTURE 1] 5 % 0.8 PASS
ke

. ANTITHROMBIN 10 U, FOR COA EST HEBARIN [864023)

ANTITHROMBIN ACTIVITY 9 11 [ 10 PASS

. NORMAL CONTROL PLAS WA [650282)

HEPARIN ANTAGONIS 78 [} <0.10 TUmL 002 FASS
STANDARD CURVE;,

regression coefficient (%) 0,99 100 - 0,807 PASS
slope 0.800 0800 - 0.578 PASS
intercest 0680 1,030 - 0.739 PASS
CONTROL RECOVERY 04 06 1uimL 08 PASS
ABSORBANCE AT 405nm 0.00 0.400 - 0’266 PASS
APPEARANCE yellowlsh-white, lyophilizad powder PASS PASS
. BUFFER il 6.4 CONG,, FOR COATEST NEPARIN

APPEARANCE <clear, calorloss solution PASS PASS
pH @20+ 26°C 83 85 = 8.4 PASS

e —————

F. COATEST HEPARIN KIT

SLOPE -0.800 D50 - 3877 PASS
INTERCEPT 0.850 1.030 - 0698 PASS
REGRESSION COEFFIGIENT (%) 099 100 0.99 PASS
CONTROL RECOVERY 04 06 Wimt, 0.5 PASS
LSS UL

KIT COMPONENTS : _
NAME TOT NUMBER EXP OATE VOLUNE
FXa NO4EET26 2017-08 Zmi(x 1)
5-2222, 15 mg N455727 201707 4mi{x 1)
ANTITHROMBIN 10 1U NO465728 201708 1mi(x )
NORMAL CONTROL PLASMA NO485728 2017.07 1mi (x4)
BUFFER pH 8.4 NO455729 201707 12 (x 1)

We hereby cerllfy that the above product(sy
- have been manufaciured and tested according 16 the requirements of thelr Mamufacturing and Quality Coutrot
procedures and have bean found 10 mees all conditions set forth with these dotuments:

- meot ail applicable requitements of the D87S/EC Directive sccording to which they are CE marked.
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