CERTIFICATE

EC Certificate No. 1434-MDD-224/2019

Full Quality Assurance System

Directive 93/42/EEC concerning medical devices

Polish Centre for Testing and Certification certifies
that the quality assurance system in the organization:

BTL Industries Limited

161 Cleveland Way, Stevenage
Hertfordshire SG1 6BU, United Kingdom

for the design, manufacture and final inspection of

medical devices, class lla

12 channel electrocardiograph system
Model/Type: BTL Flexi 12 ECG, BTL CardioPoint Flexi

complies with requirements
of Annex Il {(excluding Section 4) to Directive 93/42/EEC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC

Validity of the Certificate: from 25.04.2019 to 28.11.2022

The date of issue of the Certificate: 25.04.2019

Application No: 574/2019 ) m\g’f A":a ;F dymtba
Digitally signed by Moldoveanu Ruxanda lII ~ II ice-Presjden
ey

S Date: 2020.07.31 11:19:21 EEST
Reason: MoldSign Signature
Location: Moldova

Polish Centre For Testing and Certification 23a Ktobucka Street, 02-699 Warsaw Poland, phone +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



Certificate No. 1434-MDD-224/2019

Issued under the Contract No. MD-86/2019
Bears the PCBC hologram

Warszawa, 25/04/2019
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