Presafel ==
’\ EC Certificate
\‘

Gl Full Quality Assurance System

Certificate No.: Project No.: Valid Until: \/

10414-2017-CE-CZS-NA-PS PRJC-88820-2008-PRC-CZE 26 July 2023

This is to certify that the quality system of:

BTL Industries Limited
161 Cleveland Way

Stevenage

SG1 6BU Hertfordshire

United Kingdom

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

Electromedical Devices

Has been assessed with respect to:

The conformity assessment procedure described in Annex Il
excluding section 4 of Council Directive 93/42/EEC on Medical
Devices, as amended

and found to comply.

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

Place and Date: For:

Hovik, 11 July 2018 i DNV GL PRESAFE AS

@ Motoun Joess st

NORWEGIAN Mariann Jeremiassn_en
ACCREDITATION Management Representative
PROD 021

Notified BOdy No.: 2460 The Certificate has been digitally signed.

See www.presafe.com/digital_signatures for more info

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid.
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EC Certificate
Full Quality Assurance System

Certificate No.: Project No.: Valid Until: \/

10414-2017-CE-CZS-NA-PS PRJC-88820-2008-PRC-CZE 26 July 2023

1

A DNV GL COMPARNT

Jurisdiction

Application of Council Directive 93/42/EEC of 14 June 1993, adopted as “Forskrift om
Medisinsk Utstyr” by the Norwegian Ministry of Health and Care Services.

Certificate history:

Revision Description Issue Date
Recertification.
Supersedes DNV GL Nemko Presafe AS (NB2460) 2018-07-26
certificate no. 12583-2018-CE-CZS-NA-PS
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EC Certificate

Full Quality Assurance System

A DNV GL COMPARNT

Certificate No.: \/
10414-2017-CE-CZS-NA-PS

Project No.: Valid Until:

PRJC-88820-2008-PRC-CZE

Products covered by this Certificate:

26 July 2023

Product Description

Product Name

Class

Combined Therapy
Devices

BTL-4000 Smart
BTL-4000 Premium
BTL-4820S Smart
BTL-4820S Premium
BTL-4825S Smart
BTL-4825S Premium
BTL-4820L Smart
BTL-4820L Premium
BTL-4825L Smart
BTL-4825L Premium
BTL-4800SL Smart
BTL-4800SL Premium
BTL-4820SL Smart
BTL-4820SL Premium
BTL-4825SL Smart
BTL-4825SL Premium
BTL-4800LM2 Smart
BTL-4800LM2 Premium
BTL-4820M2 Smart
BTL-4820M2 Premium
BTL-4825M2 Smart
BTL-4825M2 Premium
BTL-4820M4 Smart
BTL-4820M4 Premium
BTL-4825M4 Smart
BTL-4825M4 Premium

IIb

Combined Therapy
Devices

BTL-4000 Smart
BTL-4000 Premium
BTL-4820LM2 Smart
BTL-4820LM2 Premium
e BTL-4825LM2 Smart

e BTL-4825LM2 Premium

lIb

Electrotherapy Devices

BTL-4000 Smart
BTL-4000 Premium
BTL-4620 Smart
BTL-4620 Premium
BTL-4625 Smart
BTL-4625 Premium

llb

Ultrasound Therapy
Devices

BTL-4000 Smart
BTL-4000 Premium

lIb

MSD-CO-078

DNV GL PRESAFE AS

- Veritasveien 3, N-1363 Hovik, Norway - Registered Enterprise No: NO 997 067 401 MVA
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EC Certificate
\ " T Quality Assurance System

A DNV GL COMPRNT

Certificate No.: Project No.: Valid Until: \/

10414-2017-CE-CZS-NA-PS PRJC-88820-2008-PRC-CZE 26 July 2023

e BTL-4710 Smart
e BTL-4710 Premium

BTL-4000 Smart
: BTL-4000 Premium
Laser Therapy Devices e BTL-4110 Smart lIb

e BTL-4110 Premium

BTL-4000 Smart

BTL-4000 Premium

. BTL-4920 Smart

Magnetotherapy Devices BTL-4920 Premium lIb
e BTL-4940 Smart

o BTL-4940 Premium

Vacuum Unit for

Electrotherapy BTL-vacll lla

The complete list of devices is filed with the Notified Body

Sites covered by this Certificate:

Site Name Address
Medical Technologies CZ a.s. Evropska 423/178, 160 00 Prague 6, Czech Republic
BTL Industries JSC 30 Peshtersko shouse blvd., 4002, Plovdiv, Bulgaria

Terms and conditions

The certificate is subject to the following terms and conditions:

= Any producer (see 2001/95/EC for a precise definition) 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.

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

= 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.

= Periodical audits will be held, in order to 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.
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EC Certificate
\ " T Quality Assurance System

A DNV GL COMPANY )
Certificate No.: Project No.: Valid Until: \/
10414-2017-CE-CZS-NA-PS PRJC-88820-2008-PRC-CZE 26 July 2023

The following may render this Certificate invalid:
= Changes in the quality system affecting production.
= Periodical audits not held within the allowed time window.

Conformity declaration and marking of product

When meeting with the terms and conditions above, the producer may draw up an EC

declaration of conformity and legally affix the CE mark followed by the Notified Body
identification number of Presafe.

End of Certificate
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CE sertifikatas

Pilna kokybeés uztikrinimo sistema

Sertifikato Nr.: Projekto Nr.: Galioja iki:
10414-2017-CE-CZS-NA-PS PRJC-88820-2008-PRC-CZE 2023 m. liepos 26 d.

Tai patvirtinimas, kad kokybes sistema is:

BTL Industries Limited
161 Cleveland Way

Stevenage

SG1 6BU Hertfordshire
Jungtiné Karalysté

Dizainui produkcijai ir galutiniam patikrinimui / testavimui:

Elektromedicininiai prietaisai

Buvo jvertintas pagal:

Atitikties vertinimo procedura, nurodyta Tarybos direktyvos
93/42/EEB dél medicinos prietaisy Il Priede, iSskyrus 4 skyriy,
ir atnaujinimus

ir rasta, kad atitinka juos.

ISsamesné informacija apie produktg (-us) ir sertifikavimo salygas, pateikta kitoje puséja.

Vieta ir data: Skirta:

Hovik, 2018 m. liepos 11 d. DNV GL PRESAFE AS

‘O\ /Parasas/

NORWEGIAN Mariann Jeremiassen
ACCREDITATION Valdybos atstovas
PROD 021

Notifikuotosios jstaigos Nr.: 2460

Sis sertifikatas buvo pasirasytas elektroniniu bidu.
Zr. www.presafe.com/digital_signatures dél daugiau info

Pastaba: Sertifikatui taikomos sglygos yra pateiktos Sertifikavimo Susitarime. Jy nesilaikant, sertifikatas gali negalioti.
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CE sertifikatas

Pilna kokybeés uztikrinimo sistema

Sertifikato Nr.:

Projekto Nr.:
10414-2017-CE-CZS-NA-PS

Galioja iki:
PRJC-88820-2008-PRC-CZE

2023 m. liepos 26 d.

Teisingumo vykdymas

1993 birzelio 14 d. 93/42/EEB Tarybos direktyvos taikymas, kurig priemé Norvegijos Sveikatos ir
prieziaros ministerija, kaip ,Forskrift for Medisink Utstyr" Sertifikato istorija:

Pataisymas| Aprasymas ISleidimo data

Pakartotinis sertifikavimas.

PakeiCia DNV GL Nemko Presafe AS (NB2460) 2018.07.26
sertifikato Nr. 12583-2018-CE-CZS-NA-PS
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CE sertifikatas

Pilna kokybeés uztikrinimo sistema

Sertifikato Nr.:
10414-2017-CE-CZS-NA-PS

Projekto Nr.:

PRJC-88820-2008-PRC-CZE

Produktai, kurios apima Sis sertifikatas:

Galioja iki:

2023 m. liepos 26 d.

Produkto aprasymas

Produkto pavadinimas

Klase

Kombinuotos terapijos
prietaisai

BTL-4000 Smart
BTL-4000 Premium
. BTL-4820S Smart
« BTL-4820S Premium
~ BTL-4825S Smart
» BTL-4825S Premium
. BTL-4820L Smart
- BTL-4820L Premium
. BTL-4825L Smart
» BTL-4825L Premium
. BTL-4800SL Smart
. BTL-4800SL Premium
. BTL-4820SL Smart
. BTL-4820SL Premium
. BTL-4825SL Smart
. BTL-4825SL Premium
- BTL-4800LM2 Smart
+ BTL-4800LM2 Premium
. BTL-4820M2 Smart
»- BTL-4820M2 Premium
. BTL-4825M2 Smart
» BTL-4825M2 Premium
. BTL-4820M4 Smart
+- BTL-4820M4 Premium
» BTL-4825M4 Smart
«» BTL-4825M4 Premium

b

Kombinuotos terapijos
prietaisai

BTL-4000 Smart
BTL-4000 Premium
» BTL-4820LM2 Smart
. BTL-4820LM2 Premium
+ BTL-4825LM2 Smart
- BTL-4825LM2 Premium

b

Elektroterapijos prietaisai

BTL-4000 Smart
BTL-4000 Premium
. BTL-4620 Smart
+ BTL-4620 Premium
. BTL-4625 Smart
« BTL-4625 Premium

b

Ultragarso terapijos
prietaisai

BTL-4000 Smart
BTL-4000 Premium

b
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CE sertifikatas

Pilna kokybeés uztikrinimo sistema

Sertifikato Nr.: Projekto Nr.: Galioja iki:
10414-2017-CE-CZS-NA-PS PRJC-88820-2008-PRC-CZE 2023 m. liepos 26 d.

« BTL-4710 Smart
« BTL-4710 Premium

Lazerinés terapijos lIb
prietaisai

BTL-4000 Smart
BTL-4000 Premium

~ BTL-4110 Smart

+ BTL-4110 Premium

BTL-4000 Smart
BTL-4000 Premium
. BTL-4920 Smart

Magnetoterapijos prietaisai . BTL-4920 Premium b
- BTL-4940 Smart
« BTL-4940 Premium
Vakuumlnlsup.rletalsas BTL-Vac Il lla
eleltroterapijai
Pilnas jrenginiy sarasas, sudarytas Notifikuotosios jstaigos
Vietos, kurias apima $is sertifikatas:
Vietos pavadinimas Adresas
Medical Technologies CZ a.s. Evropska 423/178, 160 00 Prague 6, Cekijos Respublika
BTL Industries JSC 30 Peshtersko shouse blvd., 4002, Plovdiv, Bulgarija
Salygos

Sertifikatas atitinka Sias sglygas:

MSD-CO-078

Gamintojas (zr. 2001/95/EC tiksliam apibudinimui) yra atsakingas uz zalg, kurig sukélé
jo produkto (-y) defektas, pagal direktyva 85/374/EEB, apie atsakomybe uz produktus
su defektais.

Sertifikatas taikomas tik aukS¢iau paminétiems produktams ir / arba gamybos patalpoms.
Gamintojas turi laikytis jsipareigojimy, susijusiy su kokybés sistema, kaip patvirtinta ir
saugoti, kad sistema islikty patikima ir efektyvi.

Gamintojas turi informuoti vietos Presafe institucijg apie ketinamg kokybés sistemos
pakeitima, o Presafe jvertins pakeitimus ir nustatys, ar sertifikatas iSliks galiojantis.
Bus rengiami periodidki auditai, kad jvertinty, ar gamintojas prizidri ir taiko kokybés
sistema. Presafe pasilieka teise ,atsitiktinai ar kilus jtarimams, apsilankyti i§ anksto
apie tai nepranesus.

DNV GL PRESAFE AS - Veritasveien 3, N-1363 Heavik, Norvegija - Jmonés Nur.: NO 997 067 401 MVA Psl.4i85



CE sertifikatas

Pilna kokybeés uztikrinimo sistema

Sertifikato Nr.:

Projekto Nr.:
10414-2017-CE-CZS-NA-PS

Galioja iki:
PRJC-88820-2008-PRC-CZE

2023 m. liepos 26 d.

Del toliau iSvardinty aplinkybiy, sertifikatas gali nustoti galioti:
= Kokybés sistemos poveikio produkcijos pasikeitimai.
= Nerengiami periodiSki auditai per nustatytg laikg.

Atitikties deklaracija ir produkty zyméjimas

Kai atitinka auksciau iSvardintas sglygas, gamintojas gali sudaryti EC atitikties

deklaracijg ir legaliai zyméti CE Zzenklu su Notifikuotosios jstaigos Presafe atpazinimo
numeriu .

Sertifikato pabaiga

T == bl
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