
EU Certificate
Quality Management System
REGULATION (EU) 20171745 on Medical Devices, Annex lX Chapter l,
Section 2 and 3 and Chapter lll

Registration No.:

Manufacturer:

EUDAMED Single
Registration No.:

Products:

Authorised
representative(s):

Report No.: 84957111-170

Effective date: 2Ozg-AZ-Aa

Expiry date: 2027-O8-Za

lssue date: 2A23-02-03
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BTL lndustries Limited
161 Cleveland Way
SG1 68U Stevenage, Hertfordshire
United Kingdom

NIA

Product of class lla:
.2129082 - VARIOUS INSTRUMENTS FOR FUNCTIONAL EXPLORATION

AND THERAPEUTIC INTERVENTIONS - SOFTWARE
ACCESSORIES

. 2121 501 - SPIROMETRY INSTRUMENTS

.2120504 - HOLTER SYSTEM INSTRUMENTS FOR CARDIOVASCULAR
PARAMETERS

- Z1 20503 . ELECTROCARD]OG RAPHS

BTL ltalia S.r.l.
Via Delle Rimembranze, 10 (Linate)
20068, Peschiera Borromeo (Ml)
Italy

The Notified Body hereby declares that the requirements of Annex lX, Chapter l, Section 2 and 3 of the
REGULATION (EU) 20171745 have been met for the listed products. The above named manufacturer
has established and applies a quality management system, which is subject to periodic surveillance,
defined by Annex lX, Chapter l, Section 3 of the aforementioned regulation. The requirements of Annex
lX, Chapter lll are fulfilled. lf class lll devices or class llb implantable devices referred to in the second
subparagraph of Article 52(4) are covered by this certificate an EU technical documentation assessment
certificate according to Chapter ll, Section 4.9 is required before placing them on the market.
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ruv Rrreinrand LGA J,.ffil1y8#i5
TillystraBe 2. 90431 Nrirnberg . Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to REGULATION (EU) 2A1Z74S concerning
medical devices with the identification number 0197.
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