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PRODUCT NAME: COATEST Heparin EXPIRATION DATE: 2027-11-30
PRODUCT NUMBER: 25553863
LOT NUMBER! N0553172
TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
N MAX UMITS PASSIFAIL

A FACTOR Xa
ACTMITY 61 81 nkavvial 72 PASS
STANDARD CURVE (r2] 0,990 1.000 - 1600 PASS
CONTROL RECOVERY 65.7 7371 nkativia 70.2 PASS
RESIDUAL MOISTURE (KF} G ) % NA
RESIDUAL MOISTURE (FMS} 4] 120 Foir .3 PASS
B. S_-2222, FOR COATEST HEPARIN
SUBSTRATE CONCENTRATION 14.25 16.2 mgtvial 1591 PASS
FREE p-NITROANILINE a 05 mo! % 01 PASS
RESIDUAL MOISTURE Q 5 % 0.1 PASS
C. ANTITHROMBIN 10 IU, FOR COATEST HEPARIN
ANTITHROMBIN ACTIVTY g | i | Uivial 1% PASS
D. NORMAL GONTROL PLASMA
HEPARIN ANTAGCMISTS 0 <0.10 Uimi o PASS
STANDARD CURVE:
regrassion coefficient () .69 t.00 - .99 PASS
slepe -0.800 -0.500 - -0.701 PASS
intercept 0.650 1.03¢ .- 0.795 PASS
CONTROL RECOVERY 04 0.6 dHml. 0.6 PASS
ABSORBANCE AT 408am 0.00 0.400 - 0173 PASS
APPEARANCE yellowishawhite, lvophilized powder PASS PASS
E. BUFFER pH 8.4 CONC,, FOR COATEST HEPARIN
APPEARANCE clear, coloress solution PASS PASS
EH g 20-25°C 8.3 8.5 - 8.4 PASS
F, COATEST HEPARIN KIT
SLOPE -0.800 G506 - -0.728 PASS
INTERCEPT 0.650 1.030 - 0.820 PASS
RAEGRESSION COEFFICIENT (?) .99 1.00 1.00 PASS
CONTROL RECOVERY 04 0.6 U/ml 0.6 PASS
KIT GOMPONENTS:

NAME LOT NUMBER VOLUME
COATEST HEPARIN FACTOR Xa NO552882 2l
COATEST HEPARIN 8-2222 NO553150 4 mL
COATEST ANTITHROMBIN ND553157 1mL
COATEST HERPARIN NORAL PLASMA ND553167 1t mbL
COATEST HEPARIN BUFFER ND552802 12l

(18 2°

6/18/2025

671812025

-y

1825

CCNERIE55 3962497 3GE04-1, Rew 02



