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Section 1: General Information:

1a. Technical File Content

This Technical File (TF-0027) has been created to cover the Beckman family of clinical chemistry reagents
manufactured by Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of Thermo Fisher
Scientific inc. located at 8365 Valley Pike, Middletown, Virginia. These products are distributed in the United

States (US) and in ex-US countries through distributors.

This Technical File includes the required information for the following products:

Fisher Diagnostics .

Part Number Description

A4B660 Gamma GT Reagent — IFCC Standardized for Beckman
Coulter SYNCHRON and UniCel Systems

A19611 Infinity Lithium Reagent for SYNCHRON

A45288 Amylase EPS-G7 Reagent for Beckman Coulter
SYNCHRON Systems

The above mentioned products are not listed in either List A or List B of Annex Il of the In Vitro Diagnostic
Medical Devices Directive (88/79/EC), nor are they products used for self-testing. These products are used
by professionally trained staff in the medical or clinical laboratory. For these reasons, Fisher Diagnostics wil
follow Annex 1ll of the 98/79/EC directive as the conformity assessment route.
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