BLOOD AND CELL Unlocking Potential

i ERUMO TecHNOLOGIES

STATEMENT
To Whom It May Concern

We, Terumo BCT Europe N.V., with registered office located at Ikaroslaan 41, 1930 Zaventem, Belgium, hereby declare that:

e The Terumo Sterile Tubing welder (TSCD II) can perform connections of dry-tube to dry-tube, wet-tube to wet-tube and
dry-tube to wet-tube;
e The TSCD II creates welds that meet the ISO 3826-1 tensile strength requirement;

e The device produces a visual message on the screen and an audio signal (“beep”) at the end of the procedure

Yours Faithfully,

Epifanis Digitally signed by
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Alexandro nikolaos
Date: 2023.11.06
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Regulatory Affairs Specialist
Terumo BCT Europe N.V.

Terumo BCT Europe N.V. Ikaroslaan 41 | 1930 Zaventem, Belgium | T +32 2 7150590 | F +32 2 721 0770 | LER 0413166055 | VAT BE 0413.166.055
TERUMOBCT.COM



		2023-11-06T14:40:31+0200
	Epifanis Alexandros Nikolaos




