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CERTIFICATE OF COMPLIANCE Page 12

This product has been manufactured in compliance with ISO 13485:2012 and Medical Device Single Audit

Program (MDSAP) standards and meets Nova Biomedical product specifications.

Customer: e B
NIPRODIAGNQOSTICS TNC.

Description: TEST STRIPS, NIPRO STATSTRIP ™
GLUCOSE, PACKAGED

Catalog Number: 4 \"( q 4 O

Nova Biomedical P/N

AT7940C

Target Range (mg/dL) Mean MPE (%) CV (%)

60-75 <15 <65
120-160 <15 <55
250-290 <15 <50
380-420 <15 <50
500-540 <15 <50

Combined MPE (%) <10%

PASS)Y FAIL
(PASS)Y/ FAIL
/ FAIL
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PASSY FAIL

- 2119245301

2019.09. 04

Expiration Date:

2027 .03. 3]
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ADDENDUM TO CERTIFICATE OF COMPLIANCE Page 2/2
RELEASE TEST RESULTS
Customer: NIPRO DIAGNOSTICS INC.
r
Description: TEST STRIPS, NIPRO STATSTRIP ™
GLUCOSE
Catalog Number: 4 ‘7C( 4_ O
Nova Biomedical P/N 47 q 4 C’
Lot No. , B4 & O‘
211424830

(Spiked whole blood) Target Range:60-75

Mean (mg/dL) N=72 CV% YSI (reference, mg/dL)) Mean MPE%
) <6.5 <15
L2 sl 9.6 0.9

(Spiked whole blood)

Target Range:120-160

Mean (mg/dL) N=72 V% YSI (reference, mg/dL)) Mean MPE%
‘ =5.5 =15
DA 4.9 136, 8 1.3

(Spiked whole blood)

Target Range:250-290

Mean (mg/dL) N=72 CV% YSI (reference, mg/dL)) Mean MPE%
=5.0 =15
) . S ¢ X T 7
269 Sl 288.0 L-9
(Spiked whole blood) Target Range:380-420
Mean (mg/dL) N=72 CV% YSI (reference, mg/dL)) Mean MPE%
=5.0 =15
Vs ) — Cord
265 4.0 293.0 7.7
(Spiked whole blood) Target Range:500-540
Mean (mg/dL) N=72 CV% YSI (reference, mg/dL)) Mean MPE%
=5.0 =15
188 — 373 532.0 .7
~ Y25/,9
Quality Control I@&anager / Da” /
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