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CERTIFICATE OF COMPLIANCE Page 1/2

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: ,
NIPRO DINGNOSTICR INC.
Description: TEST STRIPS, NIPRO STATSTRIP ™
GLUCOSE, PACKAGED
Catalog Number: .
. 41940
Nova Biomedical P/N s o o
4794
Target Range (mg/dL.) Mean MPE (%) CV (%)
60-75 <15 <6.5 G}_As,@/ FAIL
SR
120-160 <15 <55 @xs/s;/ FAIL
250-290 <15 <50 (p},gs/ FAIL
380-420 <15 <50 (PASS / FAIL
500-540 <15 <50 (PASSY/ FALL
Combined MPE (%) < 10% (PASS)/ FAIL
Qty:
g 204
Lot No. S
21010971509
Mfg. Date:
Lo?) - oy.o1
Expiration Date: _
200 _ lo. %)
\( |
WL V. UAdaadr
Quality Controt-Mgnagar Date ‘ \ ‘
Nova Biomedical Corporation 200 Prospect Street ~ Waltham, MA 02454

Printed on: 11 Apr 2022, 07:35:14 am; Printed by: CCHAP100746.
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ADDENDUM TO CERTIFICATE OF COMPLIANCE Page 2/2
RELEASE TEST RESULTS
Customer: NIPRO DIAGNOSTICS INC.
Description: TEST STRIPS, NIPRO STATSTRIP ™
GLUCOSE
Catalog Number: G o
4194
Nova Biomedical P/N B st 8
H (1%C
Lot No. N [0 10973

(Spiked whole blood) Target Range:60-75

Mean (mg/dL) N=72 CV% YSI (reference, mg/dL)) Mean MPE%
<6.5 <15
10 » 9 1.2
(Spiked whole blood) Target Range:120-160
Mean (mg/dL) N=72 CV% YSI (reference, mg/dL)) Mean MPE%
=5.5 =15
\42 A R (4S .O 2 .2
(Spiked whole blood) Target Range:250-290
Mean (mg/dL) N=72 CV% YSI (reference, mg/dL)) Mean MPE%
=5.0 =15
Le® 2 ¥ 2¢49.% Y4~ 2.2
s yf222
(Spiked whole blood) Target Range:380-420
Mean (mg/dL) N=72 CV% YSI (reference, mg/dL)) Mean MPE%
=5.0 =15
EE 2. 293 - X Y&
(Spiked whole blood) Target Range:500-540
Mean (mg/dL) N=72 CV% YSI (reference, mg/dL)) Mean MPE%
=5.0 =15
5| ( 2.4 524 . & e,
\ A ~ Siaoy ten
Quality C | Manager Date i \
Nova Biomedical Corporation 200 Prospect Street ~ Waltham, MA 02454
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