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EU VYHLASENIE O ZHODE

vydan6 na v'i hradnti zodpovednost vfrobcu

issued under the sole responsibility of the manufacturer

v srilade s dldnkom L9 nariadenia Eur6pskeho parlamentu a Rady 1t01 ZOtl1l45 z 5. aprila 2OL7 o

zdravotnfckych pom6ckach, ktorfm sa menf smernica 200L1831E5, nariadenie (ES) d. L78/2002 a

nariadenie (ESl t. L22312009 a zruSujri sa smernice Rady 90/385/rUS a 93142/EHS.

following the Article 19 of Regulation (EU) 2017/745of the European Parliament and of the Council of
5 April 2017 on medical devices, amending Directive 1OOL/83|EC, Regulation (EC) No 178/2002 and

Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and93/42/EEC.

V'irobca:
Manufacturer: Aqvitox Technology s'r'o'

Adresa:
Address: Soltdsovej L4,ltt 08 Bratislava, Slovak Republic

Adresa prevddzky:
Manufacturing site: Majerskd 3,82t 07 Bratislava, slovak Republic

reo:
ctN: 477t6100

t'imto potvrdzuje, 2e pre v'irobok:
hereby declares that for the product:

Aqvitox@ - D roztok a 96l na o5etrenie r5n

Aqvitox@ - D roztok

posddil zhodu v'irobku v srilade s dlSnkom 52 ods. 3 uveden6ho nariadenia,

assessed conformity of the product according to the Article 52(3) of above-mentioned Regulation,

a prehlasuie,

and declatres,

Ze vlastnosti zdravotnickej pomdcky splfiajti v5etky poZiadavky stanoven6 v uvedenom nariadeni a ie tdto
zdravotnicka pom6cka je bezpednS, (dinnd a vhodn6 na poskytovanie zdravotnej starostlivosti na urdenlT
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Ze vlastnosti zdravotnickej pom6cky splriajU v5.:rky poZiadavky stanoven6 v uvedenom nariadenia Ze t6to
zdravotnlcka pom6cka je bezpednS, tidinn5 a vhodnd na poskytovanie zdravotnej starostlivosti na urdenri
ildel, Vrirobca dalej vyhlasuje, Ze prijal opatrenia na zabezpedenie toho, aby zdravotnicke pom6cky
uvddzan6 na trh splriali v5eobecn6 poZiadavky na bezpednos{ a Udinnost a technickil dokument6ciu
vlirobcu,

tha'i i-he properties of tlre rneciir:al cicvicc iulfil all the rer;uriremE:nts lairi down in above-mentionetJ
l'legularlion, and that the meclical device is safe for the intended pLlrpose, effective and appropriate for
the provision of heallhcare.'l.hc rranufaci.urer iuriher declares thai. he has taken measures to ensure
compliance of t.hr: rnedical devices i;lircerl on thel rnarl<et rvith the general safety and performance
retluirernents and the rnanufaci.urer's 1.r.:chrrical clr.tcunrr:ntaIion.

Uielurienia: Elektrolyzovanri distiac(roztok urdenri k podpore hojenia riin a poranen[.
Inl:entlerd purpose; Electrolyzed cleansilrg; solution o'esigr-red to prornote healing of wounds anri injuries.

Odporfian6 pouZitie:

[tnr;r,r rur m e rr rjed r rsel :

- Na podporu hojenia rdznych typov akdtnych i chronickrich rdn, ako sti preleZaniny, pooperadn6
rany, vredy predkolenia, diabetickd 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:

Zdkladn6 UDI-Dl:
Basic tiDl-Dl: 8588OO7405AQVITOX D ROZTFW

Trieda rizika: llb podl'a pravidla 4 druhej zardiky (priloha Vttl k nariad eniu 2OL7 /7451.
ttisk ,r:lass: IIb according to the Rulc 4, second indent (/-\,nnex VIll oi Regul aiion Z0l7l'/45).

N6zov a identifikatn6 iislo notifikovan6 osoby:
I\larne and identification num[rer of the r:otifieel &:ody:

3EC lnternational a.s. NB 2265

MODEL: Aqvitox@ - D roztok/solution
Varianty:
L) Aqvitox@ - D roztok 500 ml, fl'aia .l-) Aqviio;<@ - D solrrtion 500 ml, bottle
2) Aqvitox@ - D roztok 500 ml, rozpraSovad 2) Aqvitox@ - D solulion 500 ml, spray
3)Aqvitox@ - D roztok 5000 ml, bandaska 3) Aqvito><@ - D solution 5000 ml, container
4) Aqvitox@ - D roztok 1000 ml, vak 4) Aqvitox@ - D solution 1000 ml, bag
5) Aqvitox@ - D roztok 150O ml, vak 5) Aqvitox@ - D solution 15OO rnl, bag
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Popis postupu posudzovania zhody: Nariadenie 20171745, priloha lX

Description of the conformity assessment procedure: Regulation 2017 /745, Annex lX

!dentifi k6cia vydanrfch certifi k6tov:

ldentification of the certificates issued:

Certifikdt syst6mu riadenia kvality f U (platnV od-do): 20.3.2024-20.3.2029
EU quality management system certificate (valid from-to): (2024-03-20 - 2029-03-20)

Pouiit6 harmonizovan6 normy:
Harmonised standards used:

DalSie pouiit6 normy:

Other standards used:

1. CSN EN ISO L5223-1,:2022 Medical devices - Symbols to be used with medical device labels,

labelling and information to be supplied - Part 1: General

requirements

2. ESN EN ISO

1.497t:202OlAtt:2022

Medical devices - Application of risk management to medical devices

3. eSN EN rSO 1348s

ed.2:2Ot6lAtL:2022

Medical devices - Quality management systems - Requirements for
regulatory purposes

1. aSN EN tso 9001:2016 Quality management systems - Requirements

2. ISO/TR 2497L:2020 Medical devices - Guidance on the application of ISO 1497L

3. eSN EN rSO 204!7:2021 Medical devices - lnformation to be supplied by the manufacturer

4. CSN EN ISO L0993-t:202L Biological evaluation of medical devices - Part l": Evaluation and

testing within a risk management process

5. asN EN tso 10993-18:2021 Biological evaluation of medical devices - Part 18: 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

I AL:202L medica I devices

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

engineering to medical devices
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V mene spolodnosti Aqvitox Technology s.r.o., v Bratislave dia 20.3.2024
On behalf crf /\qvitox-l-echnolop;y s,r.o., in liratislaria on '102_4-03-20

Aqxl,tpx2

lng. Elena V6clavikovd

Person responsible for regulatory compliance

Aqvitox Technology s.r.o.
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