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Quality Systems Department
Certificate of Analysis

Nova Biomedical certifies that the following Nova Biomedical Product was
manufactured in accordance with ISO 13485:2016 and Medical Device Single Audit
Program (MDSAP) standards and that these products were tested at the factory and
meets all Nova Biomedical standards for test specifications, performance, quality and
safety.

Description: [£5T STRIP 50CT BOXED [X PH_ES
Reference Number: 42 5(|

Part Number / BOM Rev.: 4 as07 /A

Lot Number: 3R[9 0G32AY

Expiration Date: 202] /03 /31

Normal Control Range: 48 - |32 m & /dL
High Control Range: 279 — 37 7 MG /dL
Quantity: é 76% 0

Date of Release: 514
Target Level (mg/dL) YSI Mean Mean SD CV /SD
(mg/dL) (mg/dL) | (mg/dL) Specification P/F
ICV (%)
30-50 49.( 48 3.0 <9 mg/dL (SD) P
51-110 . & G . Fail If both CV of this level and N
102.0 (b 5.0 combined CV (L2-L5) >5.0% L
i ) . _ Fail If both CV of this level and
i 50 142.0 | 136 3.4 combined CV (L2-L5) >5.0% %
. Fail If both CV of this level and
S 224.51 225 | 4.0 combined CV (L2-L5) >5.0% p
) ) Fail If both CV of this level and
251400 3.5 359 4 o combined CV (L2-L5) >5.0% P
Total within ISO Zone and %: | 74 99. 4 ", (perISO 15197:2013) Total within ISO Zone >95% Y

NOTE: Test data in table above taken from completed and approved Data Sheets from TP 139-868

for this lot number. p

Quality Control Manager

Title: %«\ &} £ M/u 11/);27
Date: //f //

Nova Biomedical Corporation 200 Prospect Street Waltham, MA 02453
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