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CERTIFICATE OF COMPLIANCE

This product has been manufactured in compliance with CFR 21- Part 820, ISO
13485:2003, and meets Nova Biomedical product specifications.

Description: StatSensor Creatinine Linearity Kit

Nova Biomedical P/N 44037
_ Range -
Level 1: Q51  mg/dL (4Y-/i7Y pmol/L) PASS)/ FAIL
Level 2: 13 26 mg/dL (/530 umol/L) / FAIL
Level 3: IS4 5 mg/dL (Z2{- 398 pmol/L) @/ FAIL
Level 4 49-7 ¢ mg/dL (43369 umol/L) / FAIL
Level 5: 754120 mg/dL €63 wéf umol/L) (EASS D FAIL
o 325
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Kit: | oEoFIs £SO
Level 1: FT50F3YOLY/
Level 2: STOII YO YR
Level 3: 7 I AP 343H 45
Level 4: JJDXJWJ‘“’,.
Level §: JF IR BYBAUS
Expiration Date: 2O1O~ 1 2
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