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DONTES TANUSITAS ERVENYBEN TARTASAROL /
DECISION ON MAINTAINING CERTIFICATION

Iktatészam / Registration number: K-2025/57

Jogszabaly / Directive

4/2009. (I11. 17.) EGM rendelet 2. A melléklet a 4. szakasz nélkiil

Munkaszam /

56-CE-180618, 56-CN-250210

Work order number
Szervezet
. / Laser Light Orvostechnikai Innovacios Kft.

Organisation
Székhely / T

. . 1138 Budapest, Haj6épitd sétany 4.B. IX. 201.
Registered place of business
Tantsitvany szam Ervé sge

a is y szama / T T . v.etfyesseg / |2023.szeptember 4. /

Certificate number Validity 2028. december 31.

Alkalmazasi teriilet /
Scope

Terapias 1ézer berendezések

Valtozas leirasa /
Change description

Uj telephely bevezetése, a gyartas ezen a helyszinen torténik:
2030 Erd, Diésdi ut 29.

Jévahagyas datuma /
Date of change approval

2025. julius 10.

Tisztelt Holgyem/Uram! / To whom it may concern,

A CE Certiso Kft. (NB2409) az MDR (2017/745 (EU) Rendelet) szerinti bejelentett szervezet.
CE Certiso Kft, NB2409 is a Notified Body according to Regulation (EU) 2017/745 on medical

devices.

A CE Certiso Kft. (NB2409) kijelenti, hogy a fent megnevezett viltozas nem mindsiil az MDR
120. cikk (3) szerinti, a kialakitast és/vagy az alkalmazasi célt érinté jelentds
valtozasnak. A valtozast alatimaszté dokumenticié értékelése megtortént és az

elfogadasra keriilt.

CE Certiso Kft, NB2409 hereby confirms that the aforementioned change is not considered a
significant change in the design and/or intended purpose as described in Regulation
(EU) 2017/745, Article 120 (3). The evaluation of documents related to the change has been

completed and approved.

H-2092 Budakeszi, Erdé utca 101. Tel.: +36 23 880 830
E-mail: info@cecertiso.hu Web: www.cecertiso.hu
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A CE Certiso Kft. (NB2409) kijelenti, hogy az MDR 120. cikk (1) értelmében 2021. majus 26-
tol nem allithat ki az orvostechnikai eszkoz direktiva (MDD - 93/42/EEC direktiva, illetve az
azt harmonizal6 az orvostechnikai eszk6zokr6l sz616 4/1997. (111. 17.) EiiM rendelet) szerinti
tanusitvany. Ennek kovetkeztében jelen dontésiink az MDCG 2020-3 irdnymutatds
(,Guidance on significant changes regarding the transitional provision under Article 120 of the
MDR with regard to devices covered by certificates according to MDD or AIMDD") értelmében a
fent megnevezett tanisitvannyal egyiitt érvényes, annak elvalaszthatatlan része.

CE Certiso Kft, NB2409 declares that pursuant to Article 120 (1) of Regulations (EU) 2017/745,
since 26th May 2021, no certificate under the Medical Device Directive 93/42/EEC is allowed to
be issued anymore. Consequently, pursuant to guidance MDCG 2020-3 (Guidance on significant
changes regarding the transitional provision under Article 120 of the MDR with regard to
devices covered by certificates according to MDD or AIMDD), this decision is valid together
with and complements the above-mentioned certificate.

Mint bejelentett szervezet az altalunk kibocsatott érvényes tanusitvanyok felligyeletét
tovabbra is ellatjuk, az MDR 120. cikk (3)-ban foglaltak szerint .

We as a Notified Body will continue to perform the surveillance activities for certificates
according to Directive 93/42/EEC issued by CE Certiso Kft, NB2409, which are still valid, as laid
out in Regulation (EU) 2017/745, Article 120 (3).

A CE Certiso Kft. (NB2409) kijelenti, hogy a fent megnevezett tantsitvanyt a fent megnevezett
ugyfeliinknek allitottuk ki, az a megnevezett valtozassal egyiitt érvényes.

CE Certiso Kft, NB2409 hereby confirms that the above-mentioned EC Certificate has been
issued to the above-mentioned client and is still valid with the mentioned changes.

Budakeszi, 2025. julius 10. /; 7; )

Dr. Papp Va(lér// Valter PAPP, dr.
ligyvezet0 igazgato / general manager

H-2092 Budakeszi, Erdé utca 101. Tel.: +36 23 880 830

E-mail: info@cecertiso.hu Web: www.cecertiso.hu Z/2




_ QUALITY MANAGEMENT
certiso SYSTEM CERTIFICATE

Certificate number: 145223-24-07-08

Name of certified organisation:

Laser Light Orvostechnikai Innovacios Kft.

Headquarters: 1138 Budapest, Haj6épitd sétany 4.B. IX. 201., Hungary
Manufacturing plant: 2030 Erd, Diésdi ut 29., Hungary
Scope:

Design, manufacture, sale and service of therapeutic laser equipment

CE Certiso Kft. certifies that the quality management system applied by the
organisation above meets the requirements of the following standard on
the listed scope:

MSZ EN ISO 13485:2016 S collich
(1SO 13485:2016) s 8 A

Issue: 2

Issued: 11 June 2025

First issued: 08 July 2024

Start date of certified status: 05 September 2018

Expires:
07 July 2027
NAH-4.0136/2024
MANAGEMENT SYSTEM
CERTIFICATION BODY
CE Certiso Kft.

H-2092 Budakeszi, Erdé utca 101.
Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu

-2092 Budakeszi, Erdé u. 101.
6 : 23147049-2-13



144783-18-09-05
EC CERTIFICATE

certiso

Full Quality Assurance System
Directive 93 /42 /EEC on Medical devices, Annex II excluding (4)

CE Certiso Kft. (NB 2409) certifies that the following manufacturer’s quality
management system concerning to the listed devices and device categories
meets the requirements of the related requirements of the directive.

Name of the manufacturer:

Safe Laser Light Orvostechnikai Innovaciods Kft.

Headquarters: 1139 Budapest, Kartacs utca 8. 4. em. 4., HUNGARY
Scope:

Therapeutic laser equipment

The certificate covers the following devices:

Di;fg::‘i,?:e()f Type Intended use Model gz‘ssl;
soft laser Safi é‘gser li;‘;gf;‘t SL150 ILa
soft laser Ssag(e) %:::: li;i;gg;t SL500 Il.a
soft laser fggeoﬁffig liflirrgg;‘t SL1800 ILa

This certificate is valid in case of successfully conducted annual surveillance audits.

ID number of the related audit report: 56-CE-180618 : CE Certiso
Orvos- és Kérhaztechnikal

Issue: 3 - 6rz3 és Ta

Issued: 14 May 2021 Adssahir B aTos0 513

First issued: 05 September 2018
Start date of certified status: 05 September 2018

Valter PAPP, Dr.
General Manager

Expires:

04 September 2023

CE Certiso Kft.

H-2092 Budakeszi, Erd6 u. 101.

Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu
NB ID number: 2409




Manufacture’s Proof of Compliance

Company: Laser Light Orvostechnikai Innovacios Kft.
Address: 1138 Budapest, Hajoepito sétany 4. B. 1X.201.

as manufacturer

we state and declare that our product

Name : Therapeutic Laser Device
Safe Laser® 150 serial number: (from) 0015

Safe Laser® 500 Infra serial number: (from) 0004

Safe Laser® 1800 Infra serial number: (from) 0041

is conform to the requirements
Classification: Il.a (93/42/EEC on Medical Devices, Annex IX., 9)
furthermore the requirements of RoHS 2 2011/65/EU Directive (2011.06.08.)

as well.

Certificating organization and its identification (notified body):

CE Certiso Ltd. (NB2409)
2092 Budakeszi, Erd6 utca 101.

Number of the certificate: 144783-18-09-05
Validity of the certificate: 04. September 2023

Budapest, 08.07.2025 2 v
Vb Lo

Tamas Rozsa
Managing Director




