CHROMOGENIX

CERTIFICATE OF ANALYSIS

PRODUCT. GOATEST Heparin PRODUCT # - 25553063
EXP. DATE. 2017-07 LoT#: N0254839
VENDOR: INSTRUMENTATION LABDRATDRY ASSAYED PER QCM: 255539/49730504
TEST DESCRIFTIDN EPECIFICATIDN§ RESULTS DISPOSITION

MIN WAX “UNITS “PASSIFAIL
A. FACTDR Xa {650515)

ACTIMTY 61 81 nkativial 74 PASS
STANDARD CURVE (%) 0.980 1.000 - 1.000 PASS
CONTROL RECOVERY 675 746 nkativial 701 PASS
RESIDUAL MOISTURE Q 5 % 0.2 PASS
B. 8-2222 FOR COATEST HEPARIN (854009)

SUBSTRATE CONCENYRATION 1425 16.2 mgivial 14.9 PASS
FREE p-NITROANILINE 0 05 mol % 01 PASS
RESIDUAL MOISTURE 0 5 % 05 PASS
Lt —=
C. ANTITHROMBIN 10 [U, FOR ESATEST HEPARIN (554023]

IANTITHRDMBIN ACTIVITY 9 1 IUjvial 10 PASS
E. NORMAL CONTRDL PLASMA 660292)

HEPARIN ANTAGONISTS 1] <0.10 WmL o002 PASS

CURVE.

) 0.99 1.00 - 0997 PASS
slope -0.800 -0.500 - 0576 PASS
Intercept 0.850 1.030 - 0.739 PASS
CONTRDL RECOVERY 04 06 uimL 06 PASS
ABSORBANCE AT 405nm 0.00 0.400 - 0.288 PASS
APPEARANCE :allawls?vwhita. Iyophilized er Pm;ﬂ_ PASS

clear, coloriess solution PASS PASS
8.5 - 8.4 PAé_S
F. COATEE HEPARIN KiT
SLOPE -0.800 -0.500 - -0.677 PASS
INTERCEPT 0.650 1.030 - 0.608 PASS
REGRESS!ON COEFFICIENT tr’) 089 100 0.88 PASS
CONTROL RECOVERY 04 0.6 IUJ}QL 0.5 PASS
KIT COMPONENTS : E— S— Voo
ME LDT NUMBER EXP DATE VOLUM
FXa ND254681 2017-08 2mi(x1)
5-2222, 15 mg NO153881 201707 4mi(x1)
ANTITHROMBIN 101U NO254837 2017-08 1mli(x1)
NORMAL GONTRDL PLASMA NO154024 2017-07 1mi (x 4)
BUFFER pH 8.4 NO154133 201707 12mi(x 1}
SR gee i
We heraby cariify that the ebove product(s).
- have been and tested ding to the reqt of thelr Manufacturing and Quality Control
procedures and have been found to meel all conditions set forth with thess documents,
- meet ail applicable requirements of the S8/79/EC Directive according to which they are CE marked,
. . AT
emeone. WPATEL W AR s 3038
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APPROVAL SIGNATURE. D 78%6;4 ?O/bn'%ﬁ/ DATE:

526 Route 303, Orangeburg, New York 10962, Telephone 845-385-8000

Fom QCM 25553063/49730504-1, Rev 0109



