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CERTIFICATE OF COMPLIANCE

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: LIFESCAN
Description: TEST STRIPS, LIFESCAN ONETOUCH
STATSTRIP GLUCOSE, PACKAGED 18
BOXES OF 100 COUNT
Lifescan Purchase Order No.:
O\FO\OD LA
Catalog Number:
N/
Nova Biomedical P/N 53995
One Touch P/N 02334001
Target Range (mg/dLL) Mean MPE (%) CV (%)
60-75 <15 <6.5 @Sﬁ\; FAIL
120-160 <15 <55 'PASS// FAIL
250-290 <15 <5.0 éésg‘// FAIL
380-420 <15 <50 pasS)/ FAIL
500-540 <15 <5.0 (PASS | FAIL
Combined MPE (%) <10 (go‘sg\/ / FAIL
Qty:
1912
Lot No.
02314780509
Date of Mfg. (DOM):
2019 110 10\ (YYYY/MM/DD)
Expiration Date:
2020 104 (YYYY/MM)

YV [Srronse eyy

Quality Control Manager Date

Nova Biomedical Corporation 200 Prospect Street  Waltham, MA 02454
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CERTIFICATE OF COMPLIANCE

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:

LIFESCAN

Description:

TEST STRIPS, LIFESCAN ONETOUCH
STATSTRIP GLUCOSE, PACKAGED 18
BOXES OF 100 COUNT

Lifescan Purchase Order No.:

O\ 10 1 ODHEALBNE

Catalog Number: .y

N R~
Nova Biomedical P/N 53995
One Touch P/N 02334001

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

60-75 <15 <6.5 @ FAIL
120-160 <15 <55 PASS f FAIL
250-290 <15 <50 L— SS ) FAIL
380-420 <15 <5.0 PAS )/ FAIL
{\
500-540 <15 <50 / FAIL
Combined MPE (%) <10 / PASS / FAIL
Qty:
D¢
Lot No.

OB 2% DO

Date of Mfg. (DOM):

L2 110 10\ (YYYY/MM/DD)

Expiration Date:

AYY 104 (YYYY/MM)

11/1)1 9

Q{lality Control Manager

Nova Biomedical Corporation

200 Prospect Street

Date

Waltham, MA 02454




