O1-922 Revision BL Released on 23 Aug 2024
Always Check MasterControl for latest release.

Page 60 of 66 Rev. BL

Vialed and Packaged Test Strip Release

Test Strips

novd

biomedical

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: Ny
Description: TEST STRIPS, STATSTRIP ™
KETONE, PACKAGED 50 CT
Catalog Number: n641g)
Nova Biomedical P/N Uk <«
Target Range MPE SD/CV (%) ' T
0.1-0.8 mmol/L. +- 0.3 mmol/L  <0.3 mmol/L @FAIL
1.5-2.5 mmol/L  +- 20% <15% PASS /FAIL
3.5-5.0 mmol/L  +- 20% <15% @FAIL
ty: O
Qty (0, u¥
Lot No. ;3\9\%3&6 }J\_‘C\
Mfg. Date:

D0 X\ 04 -\4

Expiration Date:

Joxrb — 04 -19

Unique Device Identifier (UDI):

(01)20385480 < (. 4 S | |
(ha NMoqg < |
(M2 08 £

1032239 2 32 9y9q

M 4C /Z) U2

Quality Control Manager
y

Nova Biomedical Corporation

200 Prospect Street

[0/15 /2
Date '

Waltham, MA 02454

Printed on: 15 Oct 2024, 03:20:39 pm; Printed by: CCHAP100746.




