
DNV.GL

EC CERTIFICATE
Full QualitY Assurance SYstem

Certificate No,:
tt259 -20t7 -CE-CZS-NA-PS Rev. 2.0

Project No.:
P PJ C-8882 0- 2 0 0 8- P RC-CZ E

This is to certify that the quality system of:

Valid Until:
14 April 2023

BTL Industries Limited
161 Cleveland Way, Stevenage, SG1 6BU Hertfordshire, United Kingdom

For design, production and final product inspection/testing of:

SHOCKWAVE TH ERAPY DEVICES

Has been assessed with resPect to:

iii ioruroRMrTY ASsEssMENT PRocEDURE DEScRIBED IN

ANNEX II EXCLUDING SECTION 4 OF COUNCIL DIRECTIVE

93/42TEECONMEDTCALDEVICES,ASAMENDED

and found to comPlY.

Further details of the product(s) and conditions for certification are given overleaf'

Place and date:
Hgvik,9 February 2O21

For:
DNV GL PRESAFE AS

Norice: Th6 con|'ieto is subject to r6rms and conditions as set out ln iho cortification Agreoment. Failuro to comply may rende'!ry: q9{tl9t9 llyi]id
NoTIFIED BoDy: DNV GL pRfsefi As, V"iil"ru"ten f, N-r:Of Horll, ruo*ui - Reglstered Enterprlse No: No 997 067 401 MVA '
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DNV.GL

Certificate No.:

1 1259-2017-CE-CZS-NA-PS Rev. 2.0

Project No.:
PRIC-88820-2008-PRC-CZE

Valid Until:
L4 April 2023

adopted as "Forskrift om Medisinsk Utstyr"

Jurisdiction

Application of Council Directive 93142/EEC of 14 June 1993,

by the Norwegian Ministry of Health and Care Services.

ficate hi

Products covered by this Certificate:

EU Representative
BTL ITALIA S.r.l., Via

The complete list of devices is filed with the Notified Body

Sites covered by this certificate

Delle Rimembranze, l0 (Linate), 20068, ), Italy

Certi

Revision Description Issue Date

0.0

Supersedes DNV GL (N80434) certificate No. 23005-

2008-CE-NOR 8.0 following transfer of notified body

function to DNV Nemko Presafe AS (N82460)

Recertification

2018-04-24

1.0 Change of company name 2020-04-77

2.O Added new sites during the periodicat audit and added
authorized representative (in bold).

2(J2L-O2-09

Product Description Product Name Class

BTL-6OOO SWT
. BTL-6000 SwT Easy ,

. BTL-6000 SWT Topline /
BTL-6000 X-Wave OPtimal
. BTL-6000 SWT Topline Power

IIa

Site Name Address

BTL Medical Technologies s'r.o. Evropskd 4231L78,L60 00 Prague, Czech Republic

BTL Industries JSC 30 Peshtersko shbse blvd., 4002, Plovdiv, Bulgaria

BTL Industries JSC 11 Kuktensko shose, 4004 Plodiv, Bulgaria

BTL Industries JSC 17 Kuklensko shose, 40O4 Plodiv, Bulgaria

sgJ'
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NOTITIEO BODY: DNV GL PRESAFE A5, VCT|tASVCiEN 3, N-1363 HOV|K, NOTWAY

i.1i;D'Ci) CTli A li(i,i 0.1.

Registered Entelp.ise No: NO 997 067 401 l'lVA .
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DNV.GL

Certificate No.:

1 1259-2017 -CE-CZS-NA-PS Rev' 2'0
Project No.:

PRlc-88820-2008-PRC-CZE

Valid Until:
14 April 2023

Terms and conditions
The certificate is subject to the following terms and. conditions:
r Any producer (see ZOOilgSltCfor a preciie O6finition) is liable for damage caused by a defect in his

product(s), in accordance with directive 85/374/EEC, as amended, concerning liability of defective

products.
r The certificate is only valid for the products and/or manufacturing premises listed above'

r The Manufacturer shall fulfil the obligations arising out of the quality system as approved and uphold

it so that it remains adequate and efficient'

: The Manufacturer shall inform Presafe of any intended updating of the quality system and Presafe will

assess the changes and decide if the certificate remains valid'

r periodical audits will be held, in orderto verify that the Manufacturer maintains and applies the

quality system, Presafe reserves the right, on a spot basis or based on suspicion' to pay unannounced

visits.

The following may render this Certificate invalid:
r Changes in the quality system affecting production'

r Periodical audits not held within the allowed time window'

when meeting with the terms and conditions above, the prorlL'cer may draw up an EC declaration of

conformity and legallyinix tne cE mark rorroweJ uy tne 
'l\otified 

Body identification number of Presafe'

conformity declaration and marking of product

End of Certificate

NOTIFIED BODY: DNV GL PRESAFE AS. VETitASVEiEN 3, N-1363 HOV|K. NOTWAY
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Registered Enterprise No: NO 997 067 40
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