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Quality Systems Department
Certificate of Analysis

Nova Biomedical certifies that the following Nova Biomedical Product was
manufactured in accordance with ISO 13485:2016 and Medical Device Single Audit
Program (MDSAP) standards and that these products were tested at the factory and
meets all Nova Biomedical standards for test specifications, performance, quality and
safety.

Description: TeST STRIE RO CT ROXED LX DE

Reference Number: 3 b »79
Part Number /BOM Rev.: A4 518 FC
Lot Number: 3219063 9211 9

Expiration Date: 2021 /03 /31
Normal Control Range: SEE ATTACHMENT
High Control Range: _ 3ec ATTACHMENT
Quantity: 10,332
Date of Release:  5£2 s/i6/i

ON s5/ie/ih
Target Level (mg/dL) YSI Mean Mean SD CV /SD
(mg/dL) (mg/dL) | (mg/dL) Specification P/F
/CV (%)
30-50 A9. | 48 2.0 <9 mg/dL (SD) P
. Fail If both CV of this level and
Al<110 102.0 q¢ 3. L) combined CV (L2-L5) >5.0% p
i Fail If both CV of this level and
N . X ~ L
i a0 142 .01 \3L o, & combined CV (L2-L5) >5.0% ]D
) Fail If both CV of this level and
. o9, ) ;
kb 234.5| 225 Suls combined CV (L2-L5) >5.0% P
= = - Fail If both CV of this level and )
A2i=0 36« & 0 3)'32 0, combined CV (L2-L5) >5.0% ‘P
Total within ISO Zone and %: i7q qq. 4 ’/, (per ISO 15197:2013) Total within ISO Zone >95%

NOTE: Test data in table above taken from completed and approved Data Sheets from TP 139- 868

for this lot number.
YV b Kf (iinnnll
Quality Control Manager

Tide:  __/Pn a4 /W(umyéq
Date: _)//(//

Nova Biomedical Corporation 200 Prospect Street Waltham, MA 02453

Printed on: 15 May 2019, 05:44:04 pm; Printed by: SCHEA.
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Data Sheet #7 — Assignment of Control Ranges (L.x)

Test Strips Lot # 3219063249 Production Date: 3/4-5/2019

LX Control Ranges:
(+/- 15%) Normal (115) 98 - 132 mg/dL or
(6.4) 5.4 — 7.3 mmol/L

High (328) 279 - 377 mg/dL or
(18.2) 15.5 — 20.9 mmol/L

ADD’L LX Control Ranges:

(+/- 11% (Germany only) Normal (115) 103 - 127 mg/dL or 4
Per Rilibak Regulation (6.4)5.7-7.0 mmol/L. v

High (328) 292 - 364 mg/dL or v/
(18.2) 16.2 — 20.2 mmol/L v/

Note: mg/dL X .0555 = mmol/L
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Advanced Manufacturing Approval: [V M Qi Date ) 1-(IL]
)

Reviewer: ;114 -—<+ >t cwas Date 2// 9/ %

(For Incoming Inspection only)
Attach Vial Label below:
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Incoming Inspeetion Approval: Date
Q.C. Appf(’)?al: Date




