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vydan6 na vri hradnd zodpovednost vri robcu

issued under the sole responsibility of the rnanufacturer

v sUlade s dl6nkom 19 nariadenia Eur6pskeho parlamentu a Rady (EU) 2077/745 z 5. aprla 2OI7 o
zdravotn[ckych pom6ckach, ktorlim sa menl smernica 2OOL/83/ES, nariadenie (ES) d. 178/2002 a

nariadenie (ES) i. t223/2009 a zrulujri sa smernice Rady 90/385/EHS a 93/42/EHS,

following the Article 19 of Regulation ([U) 2O'].71745 of the European Parliament and of the Council of
5 April 2017 on medical devices, arnenrllng Directive ).0O1.lB3lEC. Regulation (EC) No :1'/8/2002- and

Flegulation (EC) No t7?-3/2009 and repealing Counr:il Directives 90l3BSl[:FCand93l42/EEC..

Vri robca:
Manufactuner: Aqvitox Technology s.r.o.

Adresa:
lrriJt:irei;:;: 5olt6sovej L4,8!t 08 Bratislava, Slovak Republic

Adresa prev6dzkyt
IVtanrri;rr_turinli siic: Majerskd 3,82'J,07 Bratislava,Slovak Republic

reo:
clN; 477L61.00

trimto potvrdzuje, Ze pre vlirobok:

hereby declares that for the produci.:

Aqvitox@ - D roztok a 96l na oSetrenie r5n

Aqvitox@ - D 96l

pos(dil zhodu vfrobku v srilade s dlSnkom 52 ods, 3 uveden6ho nariadenia,

assessed conformity of the product according to the Article 52(3) of above-rrentir:ned llegulation,

a prehlasuie,

ared dee[ares,
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ie vlastnosti zdravotnickej pom6cky splnalti vSetky poiiadavky stanoven6 v uvedenom nariadenia ie tato
zdravotnicka pom6cka je bezpednd, ildinnd a vhodnd na poskytovanie zdravotnej starostlivosti na urden'i

0del. V'frobca d'alej vyhlasuje, Ze prijal opatrenia na zabezpedenie toho, aby zdravotnicke pom6cky

uvddzan6 na trh splfiati vSeobecn6 poZiadavky na bezpednost a 0dinnost a technickri dokumentdciu

v'i robcu.

that the properties of the medical device fulfil all the requirements laid down in above-mentioned

Regulation, and that the medical device is safe for the intended purpose, effective and appropriate for
the provision of healthcare. The manufacturer further declares that he has taken measures to ensure

compliance of the medical devices placed on the market with the general safety and performance

requirements and the manufacturer's technical documentation.

UEel urtenia: Elektrolyzovan'i distiaci96l urden'i k podpore hojenia 16n a poraneni.

lntended purpose: Electrolyzed cleansing gel designed to promote healing of wounds and injuries.

Odpor0Ean6 pouiitie:
Recommended use:

- Na podporu hojenia r6znych typov akritnych i chronick'ich rdn, ako s0 prelelaniny, pooperadn6

rany, vredy predkolenia, diabetick6 noha.

- To promote healing of various types of acute and chronic wounds such as bedsores,

post-operative wounds, leg ulcers, diabetic foot.

Zdravotnicka pom6cka a jej varianty:

Medical device and variants:

MODEL: Aqvitox@-Dgel
Varianty:
1) Aqvitox@ - D 96140 mt 1)Aqvitox@-Dgel40ml
2)Aqvitox@ - D g61 150 ml 2) Aqvitox@ - D gel 150 ml
3)Aqvitox@ - D 961 250 ml 3) Aqvitox@ - D gel 250 ml

ZSkladn6 UDt-Dl:
$lasic UD[-!-)[;

8588007405AQVtTOXDG E 149

Trieda rizika: llb podl'a pravidla 4 druhej zardiky (priloha Vlll k nariadeniu2Ol,7l745l.
[lisk class: llb accordingto the Rule 4, second indent (r\nnex Vlll of Regulalion20l.T/745).

N6zov a identifikain6 Eislo notifikovan6 osoby:
Name and identification number of the notified body:

Popis postupu posudzovania zhody: Nariadenie 20171745, priloha lX

3EC lnternational a.s. NB 2265
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Description of the conformity assessment procedure: Regulation 2OL7/745, Annex lX

ldentifi k6cia vyda nrfch certif i k6tov:

ldentification of the certificates issued:

certifikdt syst6mu riadenia kvality rU (platn'i od-do): zo.3.2oz4-2o.3.2029
EU quality management system certificate (valid from-to): (2024-03-20 - 2029-03-20l

Pouiit6 harmonizovan6 normy:
Harmonised standards used:

DalSie pouiit6 normy:

Other standards used:

1. CSN EN ISO 15223-t:2022 Medical devices - Symbols to be used with medical device labels,

labelling and information to be supplied - Part 1: General

requirements

2..SN EN ISo

1. 497 1 :2020 / A1.1, :2022
Medical devices - Application of risk management to medical devices

3. esN EN rso 13485

ed.2:2016/A'J.L:2022

Medical devices - Quality management systems - Requirements for
regulatory purposes

1. esN EN tso 9oo1:2oi_6 Quality management systems - Requirements

2. ISO/TR 2497L:2020 Medical devices - Guidance on the application of ISO L4971

3. esN EN tso zo4L7:202'J. Medical devices - lnformation to be supplied by the manufacturer
4. CSN EN ISO 10993-L:202t Biological evaluation of medical devices - Part L: Evaluation and

testing within a risk management process

5. esN EN tso 10993-18:2021 Biological evaluation of medical devices - Part l-8: Chemical

characterization of medical device materials within a risk

management process

6. eSN EN 62366-1:2019 Medical devices - Part 1: Application of usability engineering to

/ A1,:202I med ical devices

7. IEC TR 62366-2:20L6 Medical Devices - Part 2: Guidance on the application of usabllity

engineering to medical devices
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V mene spoloinosti Aqvitox Technology s.r.o., v Bratislave dia zo.3.2oz4
On behalf of Aqvitox Technology s.r.o., in Bratislava on 2OZ4-O3-ZO

/r^-ra
lng. Elena Vdclavlkovd

Person responsible for regulatory compliance

Aqvitox Technology s.r.o.
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