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EU DECLARATION OF CONFORMITY (EN)
for CE — marking according to Annex 1X of the Regulation (EU)
MDR 2017/745
Document No: DK50/2024/EU.1
Avrticle: 112000526-000

Manufacturer: EKOM spol. s r.o.
Priemyselna 5031/18
921 01 Piestany

Slovak Republic

SRN: SK-MF-000002069

Basic UDI-DI: 858601462000001KV

Product name: COMPRESSOR FOR POWERING ACTIVE
MEDICAL DEVICES

Model: DK50, DK50H, DK50B, DK50BS, DK50-10Z, DK50-
10Z/M, DK50-10S, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS S/M, DK50, DK50 PLUS MOBILE,
DK50 PLUS/M MOBILE, DK50 2V, DK50 2V/M, DK50 2VS,
DK50 2VS/M, DK50 2V/50, DK50 2V/50/M, DK50 2V/50S,
DK50 2V/50S/M, DK50 2x2V/110, DK50 2x2V/110/M, DK50
2x2V/110S, DK50 2x2V/110S /M, DK50 2V MOBILE, DK50
2V/M MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4VR/50S, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/110S, DK50 2x4VR/110S /M, DK50
3x4VR, DK50 3x4VR/M, DK50 2x4VR/290, DK50 2x4VR/290/M,
DK50 4x2VT/M, DK50 6x2VT/M, DK50 4x4VRT/M, DK50
6x4VRT/M, DK50 9x4VRT/M, DK50 4x4VRTS/M, DK50
6x4VRTS/M, DK50 9x4VRTS/M

Risk class: class |

Intended purpose: The compressor is used as a source of clean,
oil-free compressed air to power active medical devices where the
parameters and properties of the compressed air are suitable for the
specific application.

Registration code: P68338

Noted product is in conformity with technical requirements and
applicable regulations:

Regulation: MDR 2017/745

Quality Assurance Standards: EN 1SO 13485:2016
Procedural Standards: EN 60601-1:2006 /A1:2013, EN 60601-1-
2:2015/A1:2021, EN 1SO 14971:2019

This declaration of conformity is issued the sole responsibility of
EKOM spol. s r.0. We hereby declare that he medical device(s)
specified above meet the provision of the Regulation (EU) MDR
2017/745 for medical device.

This declaration is supported by the Quality System approval to
ISO 13485 issued by DNV Product Assurance AS.

Certificate No. 282055-2019-AQ-CZS-Norwegian

Acceditation valid until: January 30, 2025.

Zuzana Horilova
Regulatory Affairs Specialist

Piestany, 15.5.2024

DECLARATION DE CONFORMITE UE (FR)
pour le marquage CE conformément a I’annexe IX du Reéglement
(EU) MDR 2017/745
Ne° de document: DK50/2024/EU.1
Article: 112000526-000

Fabricant: EKOM spol. sr.o.
Priemyselna 5031/18
921 01 Piestany
Slovak Republic

Le numéro d'enregistrement unique : SK-MF-000002069
1UD-ID de base: 858601462000001KV

Nom du produit : COMPRESSEUR POUR L'ALIMENTATION
DE DISPOSITIFS MEDICAUX ACTIFS

Modéle: DK50, DK50H, DK50B, DK50BS, DK50-10Z, DK50-
10Z/M, DK50-10S, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS S/M, DK50, DK50 PLUS MOBILE,
DK50 PLUS/M MOBILE, DK50 2V, DK50 2V/M, DK50 2VS,
DK50 2VS/M, DK50 2V/50, DK50 2V/50/M, DK50 2V/50S,
DK50 2V/50S/M, DK50 2x2V/110, DK50 2x2V/110/M, DK50
2x2V/110S, DK50 2x2V/110S /M, DK50 2V MOBILE, DK50
2V/M MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4V/R/50S, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/110S, DK50 2x4VR/110S /M, DK50
3x4VR, DK50 3x4VR/M, DK50 2x4VR/290, DK50 2x4VR/290/M,
DK50 4x2VT/M, DK50 6x2VT/M, DK50 4x4VRT/M, DK50
6x4VRT/M, DK50 9x4VRT/M, DK50 4x4VRTS/M, DK50
6x4VRTS/M, DK50 9x4VRTS/M

Classe de risque : classe |

Usage prévu : Le compresseur est utilis¢é comme source d’air
comprimé propre et sans huile pour alimenter les dispositifs
médicaux actifs ou les parameétres et les propriétés de I’air
comprimé conviennent a 1’application spécifique.

Code d’enregistrement : P68338

Le produit noté est conforme aux exigences techniques et aux
réglementations en vigueur :

Réglement : MDR 2017/745

Normes d’assurance-qualité : EN 1SO 13485:2016

Normes procédurales : EN 60601-1:2006 /A1:2013, EN 60601-1-
2:2015/A1:2021, EN 1SO 14971:2019

Cette déclaration de conformité est la responsabilité exclusive de
EKOM spol. s r.0. Nous déclarons par la présente que le dispositif
médical détaillé ci-dessus répond aux normes du Réglement (EU)
MDR 2017/745 portant sur les dispositifs médicaux.

Cette déclaration est soutenue par I'approbation de systéme-qualité
de I'TSO 13485 émise par DNV Product Assurance AS.

N° de certificat 282055-2019-AQ-CZS- Norwegian

Acceditation valide jusqu’au: 30 janvier 2025.

Piestany, 15.5.2024

Zuzana Horilova
Spécialiste des affaires réglementaires
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JEKJAPALIMSI COOTBETCTBUS
HOPMAM EC (RU)

qutst MapkupoBku CE cornmacHo [Ipunoxenuto IX Pernamenta (EU)
MDR 2017/74
Ne nokymenrta: DK50/2024/EU.1
Crarps: 112000526-000

EKOM spol. s r.o.
Priemyselna 5031/18
921 01 Piestany
Slovak Republic

HpOI/BBOI[ﬂTeJ'lb:

Cep. Ne: SK-MF-000002069

Ha ocnoge xoga UDI-DI: 858601462000001KV

HaumenoBanue u3neausi: KOMIIPECCOP JJIA ITUTAHUA
AKTUBHBIX MEJUILIMHCKUX YCTPOMCTB

Mopeas: DK50, DK50H, DK50B, DK50BS, DK50-10Z, DK50-
10Z/M, DK50-10S, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS S/M, DK50, DK50 PLUS MOBILE,
DK50 PLUS/M MOBILE, DK50 2V, DK50 2V/M, DK50 2VS,
DK50 2VS/M, DK50 2V/50, DK50 2V/50/M, DK50 2V/50S,
DK50 2V/50S/M, DK50 2x2V/110, DK50 2x2V/110/M, DK50
2x2V/110S, DK50 2x2V/110S /M, DK50 2V MOBILE, DK50
2V/M MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4VR/50S, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/110S, DK50 2x4VR/110S /M, DK50
3x4VR, DK50 3x4VR/M, DK50 2x4VR/290, DK50 2x4VR/290/M,
DK50 4x2VT/M, DK50 6x2VT/M, DK50 4x4VRT/M, DK50
6x4VRT/M, DK50 9x4VRT/M, DK50 4x4VRTS/M, DK50
6x4VRTS/M, DK50 9x4VRTS/M

Kuace pucka: xnacc |

IIpenycmoTpenHoe npumenenune: Kommnpeccop ucnonbszyercs 1is
TIOJJAYX YUCTOT0 00€3MaCcIEHHOTO CKATOr0 BO3LyXa JUIsl MUTAaHUS
AKTUBHBIX MEAUINHCKUX YCTPOHUCTB, B KOTOPBIX XapaKTEPHCTHKU U
CBOIfCTBa CXKAaTOTO BO3/yXa, T0JJABAEMOT0 KOMIIPECCOPOM,
COOTBETCTBYIOT OIPEIEICHHOMY IIEIEBOMY HAa3HAYEHHIO.
Perucrpanuonnslii kox: P68338

O3HauyeHHOE H3/IeIHe COOTBETCTBYET TEXHUYECKUM TPEOOBAHUSM U
NPUMEHUMBIM HOPMAaTHUBHBIM JJOKYMEHTaM:

Pernament: MDR 2017/745

Crangaptsl obecneyenns kayecrBa: EN 1SO 13485:2016
TIpousBoacTBennbie crangaptbi: EN 60601-1:2006 /A1:2013,
EN 60601-1-2:2015/A1:2021, EN 1SO 14971:2019

Ota Aeknapanysi COOTBETCTBHUS N3aHa HCKITIOYUTETBHO 10
otBeTcTBeHHOCTH KoMmnanuu EKOM spol. s r.o. Hactosimmm Mbt
3asBJIsIeM, YTO MEJULIMHCKOe(1e) yCcTpoiicTBO(a), yka3aHHOE(HHbIE)
BBILIIE, COOTBETCTBYET(f0T) MoioxkeHusiM Pernamenra (EU) MDR
2017/745 nns MEeTUIMHCKUX YCTPOUCTB.

Orta nexnapanys noaepxkana arrectanueid CHCTeMBbl 00ecrieyeHns
kauecTBa cornacHo ISO 13485, seimannoit DNV Product Assurance
AS.

Cepruguxar Ne 282055-2019-AQ-CZS-Norwegian

Acceditation neiicreuresen no: 30 suBapst 2025 roza.

Zuzana Horilova
Cneuuanm:"r 110 HOpMaTHBHO-l’[paBOBOMy perym/lpOBaHmo

Piestany, 15.5.2024

DEKLARACJA ZGODNOSCI UE (PL)
oznaczenie CE zgodnie z zalacznikiem IX rozporzadzenia (EU)
MDR 2017/745

Nr dokumentu: DK50/2024/EU.1
Artykul: 112000526-000
Producent: EKOM spol. s r.o.
Priemyselna 5031/18
921 01 Piestany
Slovak Republic

Niepowtarzalny numer rejestracyjny: SK-MF-000002069

Kod Basic UDI-DI: 858601462000001KV

Nazwa produktu: SPREZARKA DO ZASILANIA
AKTYWNYCH WYROBOW MEDYCZNYCH

Model: DK50, DK50H, DK50B, DK50BS, DK50-10Z, DK50-
10Z/M, DK50-10S, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS S/M, DK50, DK50 PLUS MOBILE,
DK50 PLUS/M MOBILE, DK50 2V, DK50 2V/M, DK50 2VS,
DK50 2VS/M, DK50 2V/50, DK50 2V/50/M, DK50 2V/50S,
DK50 2V/50S/M, DK50 2x2V/110, DK50 2x2V/110/M, DK50
2x2V/110S, DK50 2x2V/110S /M, DK50 2V MOBILE, DK50
2V/M MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4VR/50S, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/110S, DK50 2x4VR/110S /M, DK50
3x4VR, DK50 3x4VR/M, DK50 2x4VR/290, DK50 2x4VR/290/M,
DK50 4x2VT/M, DK50 6x2VT/M, DK50 4x4VRT/M, DK50
6x4VRT/M, DK50 9x4VRT/M, DK50 4x4VRTS/M, DK50
6x4VRTS/M, DK50 9x4VRTS/M

Klasa ryzyka: klasa |

Przeznaczenie: Sprezarka jest zrodtem czystego, pozbawionego
oleju sprezonego powietrza do zasilania aktywnych wyrobéw
medycznych, ktére wymagaja sprezonego powietrza o okreslonych
parametrach i wlasciwos$ciach.

Kod rejestracji: P68338

Wymieniony produkt spelnia wymogi techniczne i warunki
odpowiednich regulacji:

Rozporzadzenie: MDR 2017/745

Normy zapewniania jakosci: EN 1SO 13485:2016

Standardy proceduralne: EN 60601-1:2006 /A1:2013, EN 60601-
1-2:2015/A1:2021, EN 1SO 14971:2019

Niniejsza deklaracja zgodnosci zostata wydana na wytaczna
odpowiedzialnos¢ firmy EKOM spol. s r.0. Niniejszym o§wiadczamy,
ze wymienione powyzej urzadzenie (urzadzenia) medyczne spetniaja
warunki rozporzadzenia (EU) MDR 2017/745 dotyczacego urzadzen
medycznych.

Niniejsza deklaracja jest poparta zatwierdzeniem systemu jako$ci
1SO 13485 wydanym przez DNV Product Assurance AS.

Nr certyfikatu: 282055-2019-AQ-CZS-Norwegian

Acceditation wazny do: niedziela, 30 stycznia 2025 r.

Piestany, 15.5.2024

Zuzana Horilova
Specjalista ds. regulacji prawnych
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EU VYHLASENIE O ZHODE (SK)
pre CE — oznalenie v stlade s prilohou IX nariadenia (EU) MDR
2017/745
C. dokumentu: DK50/2024/EU.1
Artikel: 112000526-000

Vyrobca: EKOM spol. s r.o.
Priemyselna 5031/18
921 01 Piestany
Slovak Republic

SRN: SK-MF-000002069

Zakladny UDI-DI: 858601462000001KV

Nazov vyrobku: KOMPRESOR PRE NAPAJANIE AKTIVNYCH
ZP

Typ: DK50, DK50H, DK50B, DK50BS, DK50-10Z, DK50-
10Z/M, DK50-10S, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS S/M, DK50, DK50 PLUS MOBILE,
DK50 PLUS/M MOBILE, DK50 2V, DK50 2V/M, DK50 2VS,
DK50 2VS/M, DK50 2V/50, DK50 2V/50/M, DK50 2V/50S,
DK50 2V/50S/M, DK50 2x2V/110, DK50 2x2V/110/M, DK50
2x2V/110S, DK50 2x2V/110S /M, DK50 2V MOBILE, DK50
2V/M MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4VR/50S, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/110S, DK50 2x4VR/110S /M, DK50
3x4VR, DK50 3x4VR/M, DK50 2x4VR/290, DK50 2x4VR/290/M,
DK50 4x2VT/M, DK50 6x2VT/M, DK50 4x4VRT/M, DK50
6x4VRT/M, DK50 9x4VRT/M, DK50 4x4VRTS/M, DK50
6x4VRTS/M, DK50 9x4VRTS/M

Rizikova trieda: trieda |

Ukel uréenia: Kompresor sa pouZiva ako zdroj &istého
bezolejového stlacené¢ho vzduchu na napéjanie aktivnych
zdravotnickych pomocok, kde stlateny vzduch vyhovuje svojimi
parametrami a vlastnostami.

Registraény kod: P68338

Uvedeny vyrobok je v zhode s technickymi poziadavkami
nasledovnych predpisov:

Nariadenie: MDR 2017/745

Normy systému kvality: EN 1SO 13485:2016

Procesné normy: EN 60601-1:2006 /A1:2013, EN 60601-1-
2:2015/A1:2021, EN 1SO 14971:2019

Za vydanie tohto vyhlasenie o zhode nesie vyhradnii zodpovednost’
spolo¢nost’ EKOM spol. s r.0. Tymto vyhlasujeme, Ze vyssie
uvedené zdravotnicke pomdcky spiiajii ustanovenia nariadenia
(EU) MDR 2017/745 pre zdravotnicke pomdcky.

Toto vyhlasenie je podlozené schvalenim systému kvality podla
normy ISO 13485, ktoré vydalo spolo¢nost’ DNV Product
Assurance AS.

Certifikat ¢.: 282055-2019-AQ-CZS-Norwegian Acceditation
platny do: 30. Januara, 2025.

Piestany, 15.5.2024 ...

Zuzana Horilova
Manazér pre regulacné zalezitosti

EU PROHLASENI O SHODE (CS)
pro CE — oznaceni podle ptilohy IX natizeni (EU) MDR
2017/745
C. dokumentu: DK50/2024/EU.1
Piedmét: 112000526-000

Vyrobce: EKOM spol. s r.o.
Priemyselna 5031/18
921 01 Piestany
Slovak Republic

Jediné registracni ¢islo: SK-MF-000002069

Zakladni UDI-DI: 858601462000001KV

Nazev vyrobku: KOMPRESOR PRO NAPAJENI AKTIVNIHO
ZP

Model: DK50, DK50H, DK50B, DK50BS, DK50-10Z, DK50-
10Z/M, DK50-10S, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS S/M, DK50, DK50 PLUS MOBILE,
DK50 PLUS/M MOBILE, DK50 2V, DK50 2V/M, DK50 2VS,
DK50 2VS/M, DK50 2V/50, DK50 2V/50/M, DK50 2V/50S,
DK50 2V/50S/M, DK50 2x2V/110, DK50 2x2V/110/M, DK50
2x2V/110S, DK50 2x2V/110S /M, DK50 2V MOBILE, DK50
2V/M MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4V/R/50S, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/110S, DK50 2x4VR/110S /M, DK50
3x4VR, DK50 3x4VR/M, DK50 2x4VR/290, DK50 2x4VR/290/M,
DK50 4x2VT/M, DK50 6x2VT/M, DK50 4x4VRT/M, DK50
6x4VRT/M, DK50 9x4VRT/M, DK50 4x4VRTS/M, DK50
6x4VRTS/M, DK50 9x4VRTS/M

Trida rizika: tfida I

Ukel poutziti: Kompresor se pouziva jako zdroj &istého,
bezolejového stlacené¢ho vzduchu pro napajeni aktivnich
zdravotnickych prostiedki, pokud jsou parametry a vlastnosti
stla¢eného vzduchu vhodné pro konkrétni pouziti.

Registraéni ¢islo: P68338

Popsany vyrobek je v souladu s technickymi pozadavky a platnymi
predpisy:

Nafrizeni: MDR 2017/745

Normy zaji§t’ovani kvality: EN 1SO 13485:2016

Proceduralni normy: EN 60601-1:2006 /A1:2013, EN 60601-1-
2:2015/A1:2021, EN 1SO 14971:2019

Za vydani tohoto prohlaseni o shodé nese vyhradni odpovédnost
spole¢nost EKOM spol. sr. o. Timto prohlasujeme, Ze vySe
uvedené zdravotnické prosttedky spliiuji ustanoveni nafizeni (EU)
MDR 2017/745 pro zdravotnické prostiedky.

Toto prohlaseni je podlozeno schvalenim systému jakosti podle
normy ISO 13485 vydanym spole¢nosti DNV Product Assurance
AS.

Certifikat ¢.: 282055-2019-AQ-CZS Norwegian

Acceditation s platnosti do: 30. ledna, 2025.

Piestany, 15.5.2024 L

Zuzana Horilova
Manazer pro regulacni zalezitosti

TQ_M2DC3.3
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EU-KONFORMITATSERKLARUNG (DE)
zur CE-Kennzeichnung nach Anhang IX der Verordnung (EU)
MDR 2017/745
Dokumentennr.: DK50/2024/EU.1
Avrtikel: 112000526-000

Hersteller: EKOM spol. sr.o.
Priemyselna 5031/18
921 01 Piestany

Slowakische Republik

Seriennummer: SK-MF-000002069

Basis-UDI-DI: 858601462000001KV

Produktname: KOMPRESSOR FUR DER ANTRIEB AKTIVER
MEDIZINISCHER GERATE

Modell: DK50, DK50H, DK50B, DK50BS, DK50-10Z, DK50-
10Z/M, DK50-10S, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS S/M, DK50, DK50 PLUS MOBILE,
DK50 PLUS/M MOBILE, DK50 2V, DK50 2V/M, DK50 2VSs,
DK50 2VS/M, DK50 2V/50, DK50 2V/50/M, DK50 2V/50S,
DKS50 2V/50S/M, DK50 2x2V/110, DK50 2x2V/110/M, DK50
2x2V/110S, DK50 2x2V/110S /M, DK50 2V MOBILE, DK50
2V/M MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4VR/50S, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/110S, DK50 2x4VVR/110S /M, DK50
3x4VR, DK50 3x4VR/M, DK50 2x4VR/290, DK50 2x4VR/290/M,
DK50 4x2VT/M, DK50 6x2VT/M, DK50 4x4VRT/M, DK50
6x4VRT/M, DK50 9x4VRT/M, DK50 4x4VRTS/M, DK50
6x4VRTS/M, DK50 9x4VRTS/M

Risikoklasse: Klasse |

Verwendungszweck: Der Kompressor dient als Quelle sauberer,
Olfreier Druckluft zum Antrieb aktiver medizinischer Gerite, bei
denen die Parameter und Eigenschaften der Druckluft fiir die
spezifische Anwendung geeignet sind.

Registrierungscode: P68338

Das beschriebene Produkt entspricht den technischen
Anforderungen und den geltenden Vorschriften:

Verordnung: MDR 2017/745

Qualititssicherungsnormen: EN I1SO 13485:2016
Verfahrensnormen: EN 60601-1:2006 /A1:2013, EN 60601-1-
2:2015/A1:2021, EN 1SO 14971:2019

Diese Konformititserkldrung wird in alleiniger Verantwortung von
EKOM spol. s r.o. ausgestellt. Hiermit erkldren wir, dass die oben
genannten Medizinprodukte den Bestimmungen der Verordnung
(EU) MDR 2017/745 fiir Medizinprodukte entsprechen.

Diese Erklarung wird durch die Qualititssystemzulassung nach ISO
13485 unterstiitzt, die von DNV Product Assurance AS ausgestellt
wurde.

Zertifikatsnr. 282055-2019-AQ-CZS-Norwegisch

Akkreditierung giiltig bis: 30. Januar 2025.

Zuzana Horilova
Experte fiir regulatorische Angelegenheiten

Piestany, 15.5.2024

€C TEKJAPAIIS BIIMOBIIHOCTI (UA)
Ha rpaBo Bukopuctanasa nosnauku CE 3rigno 3 Homatkom IX o
Permamenty (€C) MDR 2017/745
Ne noxkymenta: DK50/2024/EU.1
Aptukya: 112000526-000

EKOM spol. sr.o.
Priemyselna 5031/18
921 01 Piestany
CrnoBanpka PecrryOmika

Bupoouuk:

€nunmii peecrpauiiinuii Homep: SK-MF-000002069

Bazosuii mudpp UDI-DI: 858601462000001KV
HajimenyBanns Bupo6y: KOMIIPECOP UL IIOJABAHHS
AKTHUBHUX MEJJUYHUX TIPUJIAIIB

Mopneas: DK50, DK50H, DK50B, DK50BS, DK50-10Z, DK50-
10Z/M, DK50-10S, DK50-10S/M, DK50 PLUS, DK50 PLUS/M,
DK50 PLUS S, DK50 PLUS S/M, DK50, DK50 PLUS MOBILE,
DK50 PLUS/M MOBILE, DK50 2V, DK50 2V/M, DK50 2VS,
DK50 2VS/M, DK50 2V/50, DK50 2V/50/M, DK50 2V/50S,
DK50 2V/50S/M, DK50 2x2V/110, DK50 2x2V/110/M, DK50
2x2V/110S, DK50 2x2V/110S /M, DK50 2V MOBILE, DK50
2V/M MOBILE, DK50 4VR/50, DK50 4VR/50/M, DK50
4V/R/50S, DK50 4VR/50S/M, DK50 2x4VR/110, DK50
2x4VR/110 /M, DK50 2x4VR/110S, DK50 2x4VR/110S /M, DK50
3x4VR, DK50 3x4VR/M, DK50 2x4VR/290, DK50 2x4VR/290/M,
DK50 4x2VT/M, DK50 6x2VT/M, DK50 4x4VRT/M, DK50
6x4VRT/M, DK50 9x4VRT/M, DK50 4x4VRTS/M, DK50
6x4VRTS/M, DK50 9x4VRTS/M

Kaac pusuky: xiac I

Ilependauene npuznavenns: Kommnpecop BUKOPUCTOBY€ETHCS [UIS
MI0JIaBaHHS OYHIIEHOTO BiJl MACTHIIA CTHCHEHOTO MOBITPS Ha
aKTUBHI MEJWYHI IPUCTPOI, y SIKHX XapAaKTEPUCTUKH Ta
BJIACTHBOCTI CTHCHEHOTO MOBITPS BiAMOBIJAIOTH IEBHOMY
LTHOBOMY MPU3HAYCHHIO.

Peectpaniitnmii kon: P68338

3a3Ha4ycHUil BUPiO BiMNOBIZa€ BUMOTaM TEXHIYHUX HOPMATHUBIB i
3aCTOCOBHUX PO3HOPSAINX JOKYMEHTIB!

Po3nopsiqunii nokyment: MDR 2017/745

Crangaptu rapanrii sxocri: EN 1SO 13485:2016

Crangaptu Ha MmeToau BumipoBanb: EN 60601-1:2006
/A1:2013, EN 60601-1-2:2015/A1:2021, EN 1SO 14971:2019

15 mexmapaltist BiMOBIHOCTI BUIAHA TTi]T IITKOBUTY
BiamoBinaneHicTh KoMmanii EKOM spol. s r.0. [lum Mu 3asBisiemo,
110 MEMYHUH TPUCTPii (MEIUYHI TPUCTPOT), 3a3HaUCHUIT
(3a3HaueHi) BUIIE, BiMOBIAa€ (BiAMOBIAAIOTH) MOT0KECHHIM
Pernamenty (€C) mono menmunux mpuctpois (MDR 2017/745).
s mexmapartist MATPUMYETHCS CXBaIEHHSIM BiIIIOBiTHOCTI
CucreMu KOHTPOJIO SKOCTi BUMoram cTanaapty [SO 13485,
BumaHuM opranizaiieto DNV Product Assurance AS.

Ceprudikar Ne 282055-2019-AQ-CZS-Norwegian
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Piestany, 15.5.2024

Zuzana Horilova
Crientiaict Bitiry HOpMaTHBHO-TIPaBOBOTO PETYIFOBAHHS
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