Blood Glucose
Monitoring System
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Manufacturer

JAL Innovation (Singapore) Pte Ltd
190 Middle Road

#19-05 Fortune Center

Singapore 188979

Tel: (65) 8368 0800

Fax: (65) 6618 5220

Email: sales@jalinnovation.com
Website: www.jalinnovation.com

Mudical Device

OK-1Z-EN-120516

SYSTEM ACCURACY

Test system: OKmeter
Reference system: YSI2300

Sample: Whole blood (capillary)

Investigative Site:
Institut fiir Diabetes- Technologie GmbH an der
Universitat Ulm (IDT)
Helmholtzstrasse 20, D-89081 Ulm / Germany

System accuracy results for glucose concentration
< 4.2 mmol/L (75 mg/dL)

Within +0.28 mmolL
QWithin + 5 mo/dl)

7440 (18 %)

Within + 0.56 mmolL
{Within +10 mo/d)

19740 (48 %)

Within £ 0.83 mmol/L
(Within + 15 mg/dl)

33/40(83%)

System accuracy results for glucose concentration
> = 4.2 mmoliL (75 mg/dL)

Within + 10 %
1124160 (70 %)

Within £ 20 %
158 /160 (99 %) Altemative Site Testing

Within £ 15 %
147 £160 (32 %)

Within £ 5 %
54 /160 (34 %)}

Combined system accuracy results (absolute and

relative deviations) Calibration Against

Test Time

Within £0.28 mmoliL W ithin £ 0.58 mmolilL Within £ 058 mmalL Within X 0.83 o/l
Z+10% &+ 10 % Z+15% & X 205 Wy -
{emin g gl &2 10%) | (wknn:10mglol &2 10%) [ (Wininz 10 oL &2 15%) | [WHMRLISmE & 1201 Sample Yolume

191/ 200 (05.5 %) Sample Application Capillary Effect

Operating Condition 10-40°C (50-104°F), 10-85% R.H.
The OKmeter blood glucose system complies with the : o 5
system accuracy requirements of the ISO 15197 Standard. SHulece Gludin i Uni S b SRR
191 of 200 (95.5%) results meet the requirements. Memory Capacity 250 tests with time and date

119/ 200 (5.5 %) | 131 /200 (65.5 %) 166 /200 (83 %)

Seatter Plat with Passing & Bablak it Risk Indicator @When test within 70-120 mg/dL
(3.9-6.7 mmol/L)

@When test < 70 mg/dL (3.2 mmol/L)

or =180 mg/dL (10 mmol/L)

Avenge 7,15 and 30days

Downloadable
Battery Type 3V Li-Battery (CR 2032) X1

Battery Life

Hartity Meter Dimensions

e Pizssing & Babloks (1} fit Meter Weight 50qg (including battery)
(760 + 0.98x)

AT BT G R Gl Storage: 24 months

In use: 180 days
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