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EC DECLARATION OF CONFORMITY

BIONIME Corporation declares that the product below meets the provisions of Directive 98/79/EC which apply to

them, and we are exclusively responsible for this declaration of conformity.

Manufacturer model name Distributor model covered by this UMDNS Product
Declaration of Conformity Number Type
Rightest Blood Glucose Meter Mylife Pura, Pura-X, Unio, Neva and Cara | 2107 1001 Non-sterile
GMS550, GM720, GM722 and GM775 Blood Glucose Meter Product
Rightest Blood Glucose Test Strip Mylife Pura and Unio 11700101
GS550, GS720 Blood Glucose Test Strip
Rightest Blood Glucose Control Solution Mylife Control and Mylife ControlGDH 117001 50
GC550, GC700 Blood Glucose Control Solution

According to the Annex II of the Directive 98/79/EC, the device is categorized into List B.
Compliance of the designated product with the Directive 98/79/EC has been assessed and certified by the Notified
Body

TUV Rheinland LGA Products GmbH
Tillystrafle 2 90431 Niirnberg, Country: Germany
Certificate No.: HL 2110160-1, Issue date:2022-05-24, Expiry date:2025-05-26

following the procedure relating to the EC Declaration of Conformity set out in Annex IV excluding section 4 and 6
of Directive 98/79/EC.

This Declaration of conformity is valid in connection with the release document for the respective serial of
produced devices. The Declaration of Conformity covers all medical devices as specified in the product list
belonging to this declaration and is only valid in connection with a batch specific Certificate of compliance for all

products concerned bearing the CE mark.
European Authorized Representative:

Emergo Europe
(EU Rep’s Name )

Prinsessegracht 202514 AP Hague / Netherlands
(EU Rep’s Address )

Person responsible for making this declaration:

BIONIME Corporation

( Manufacturer Name )

NO. 100, SEC. 2, DAQING ST., SOUTH DI %" KISHUNG CITY, TAIWAN

( Place » Manufacturer Address ) f
% >0 2>

General Manager f
(Date)

( Position ~ Title )

Signed at BIONIME Corporation (NO. 100, SEC. 2, DRGENEST., SOUTH DIST., 40242 TAICHUNG
CITY, TAIWAN)




