Attestation of Conformity

Attestation of Conformity

Manufacturer i-SENS, Inc.
27-36, Gwangun-ro, Nowon-gu
Seoul 139-845, Republic of Korea

Item Identification alphacheck professional
Blood Glucose Monitoring System
(Meter Model: GM505RA)

Attestation of Conformity

Above mentioned product manufactured by i-SENS, Inc.,
meets the Minimum System Accuracy Performance Criteria,
defined in the clause 6.3.3 of ISO 15197:2013.

This attestation is released based on the Technical File Assessment Result as they
submitted a Change Notification regarding above mentioned product. The detailed
assessment results are listed in

Test Report No. 74939333 (Change Notification ID: IS-TED-016)

s
i
» e
=
-
B
=
(=]
@)
e
=
=
=]
- g
N
]
o)
un
-5
e
p
<

Issue Place: ﬁ
/
L

- T
Medical Health Services 2w 6\2»
of TUV SUD Korea Ltd. Dr. Takeo Ushiki
Subsidiary of Manager of

TUV SUD Product Service GmbH Medical Health Services

ttestation of Conformity

This attestation is voluntary, and is not legally binding.



