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CERTIFICATE OF COMPLIANCE Page 1/2

This product has been manufactured in compliance with ISO 13485:2016 and Medical Device Single Audit
Program (MDSAP) standards and meets Nova Biomedical product specifications.

Customer: NIPRO DIAGNOSTICS INC.
Description: TEST STRIPS, NIPRO STATSTRIP ™
GLUCOSE, PACKAGED
Catalog Number: u7940 e
Nova Biomedical P/N y71940
Target Range (mg/dL.) | SD (img/dL) /CV (%) %0
30-50 < 4 mg/dL PASS /JFAIL
51-110 <6.0% PASS’/ FAIL
111-150 <5.0% @ FAIL
151-250 <5.0% BASS ) FAIL
251-400 <5.0% P / FAIL

Accuracy Criteria 1: Total within +/-12 mg/dL or +/-
12% of reference method > 95%

Accuracy Criteria 2: Total within +/-15 mg/dL or +/-
15% of reference method > 98%

(PASS/ FAIL
Crass) FALL

Qty: 3
208

Lot No. 2125 20%209

Mfg. Date: 2025 <10, 30

Expiration Date: 202% . 0Y .30

J/‘M fae  FRV WA | / (fas
Quality Control Manager Date /-
Nova Biomedical Corporation 200 Prospect Streetv - Waltham, MA 02454

Printed on: 05 Nov 2025, 03:34:07 pm; Printed by: KYOUNO001199.
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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: u7940
Nova Biomedical P/N q 79 ),/O
Lot No. 25530330 q

(Spiked whole blood) Target Range:30-50

Mean (mg/dL) N=100

SD (mg/dL) =4

YSI (reference, mg/dL))

U3 2-72 : uy:. 1
(Spiked whole blood) Target Range:51-110 i
Mean (mg/dL)N=100 | CV% =6.0 YSI (reference, mg/dL))
102 ~ 3.0 [0Z.S

(Spii;e_ti_t_vhole blood) Target Range:111-150

Mean (mg/dL) N=100

CV% =5.0

YSI (reference, mg/dL))

135G

3-%

13%.3

(Spiked whole blood) Target Range:151-250

Mean (mg/dL) N=100

CV% =5.0

YSI (reference, mg/dL))

2l

EL 3

2-2%.0

(Spikawhole blood) Target Range:251-400

Mean (mg/dL) N=100

CV% =5.0

YS! (reference, mg/dL))

3U3%

2.9

553.3%

Accuracy Criteria 1: Total within +/-12 mg/dL or +/- ;
12% of reference method > 95% r,efe‘r_'ence method > 98%

Accuracy Criteria 2: Total within +/-15 mg/dL or +/- 15% of

aq.g . 100.Q /s

(M e {5 e hie/f2 S
Quality Control Manager Date /
Nova Biomedical Corporation 200 Prospect Street

Waltham, MA 02454

Printed on: 05 Nov 2025, 03:34:25 pm; Printed by: KYQUNQOHQQ.




