CENTURION

Declaration of Conformity, Regulation (EU) 2017/745
Language of this declaration: English (en)

Centurion Medical Products, LP
100 Centurion Way

Legal Manufacturer Williamston, MI 48895
gi?@le Registration Number: US-MF-000002554
Product Name Sterile Securements
Product Codes Product Codes attached in Schedule 1
Basic UDI-DI 0653160CMPSecurementsSYG
Intended Purpose Centurion Sterile Securements are adhesive devices intended to

provide an occlusive barrier between the patient and insertion
site of the catheter to wick moisture, absorb exudates and to
secure objects to the skin.
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CENTURION

European Union Regulations

We herewith declare under our sole responsibility the above-mentioned products meet the provisions of the following
EU Regulations and/or Council Directive(s) as transposed into national laws.

Applicable Directive

Regulation (EU) 2017/745

Conformity Assessment

EU Quality Management System Certificate — Regulation (EU)
2017/745, Annex IX Chapter I and III.

Risk Class

Class Is

Classification

Rules 1 and 4, Annex VIII

Notified Body

Say Building

BSI, The Netherlands B.V. (2797)

John M. Keynesplien 9
1066 EP Amsterdam

EU Representative

France

Medline International France SAS
5 Rue Charles Lindbergh,
44110 Chateaubriant

Single Registration Number: FR-AR-000001814

Certificate Number

MDR 759014 R000

Applicable Standards and/or Common
Specifications

Included in the device STED summary

COMPANY REPRESENTATIVE:

SIGNATURE/DATE:

Sheri Deisler, Manager, Regulatory Affairs

Shard Decalon

Electronically signed by:
Sheri Deisler

Reason: Approved

Date: Oct 16, 2023 16:21
EDT
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CENTURION

United Kingdom Regulations

We herewith declare under our sole responsibility the above-mentioned products meet the provisions of the Medical
Devices Regulations 2002 as amended by the Medical Devices Regulations 2020.

Risk Class Class Is
UKCA Route to Conformity Part II of UK MDR 2002, Annex II
UKCA Certificate 759016

UKCA Approved Body

BSI, The United Kingdom (0086)
Kitemark Court

Davy Avenue

Milton Keynes

MK5 8PP

UK Representative

Medline Industries Ltd

3" Floor

Quayside Wilderspool Business Park
Greenalls Avenue

Warrington WA4 6HL

United Kingdom

UK Designated Standards

Same as EU Standards

COMPANY REPRESENTATIVE: Sheri Deisler, Manager, Regulatory Affairs

SIGNATURE/DATE:
Shere Decalion

Electronically signed by:
Sheri Deisler

Reason: Approved

Date: Oct 16, 2023 16:21
EDT
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CENTURION

Schedule 1 to the Declaration of Conformity

PRODUCT DESCRIPTION CLASS GMDN BASIC UDI-DI

CODE

HG2 HUBGUARD SECUREMENT DEVICE, 1 ¥»" x 3/8” Class I 58301 0653160CMPSecurementSYG

HGO5 HUBGUARD SECUREMENT DEVICE, 2 3/8"X5/8" Class I 58301 0653160CMPSecurementSYG

HGO06 HUBGUARD SECUREMENT DEVICE, 1"X1 1/2" Class I 58301 0653160CMPSecurementSYG

HGDBSXT HUBGUARD SECUREMENT DEVICE, 5/8"X2" Class I 58301 0653160CMPSecurementSYG

HGL3 HUBGUARD SECUREMENT DEVICE, 3 3/8"X3/4" Class I 58301 0653160CMPSecurementSYG

HGL4 HUBGUARD SECUREMENT DEVICE, 3 3/8"X3/4" Class I 58301 0653160CMPSecurementSYG

HGL6 HUBGUARD SECUREMENT DEVICE, 2 7/8"X5/8" Class I 58301 0653160CMPSecurementSYG

HGL7 HUBGUARD SECUREMENT DEVICE, 2 1/16"X1 9/16” | Class I 58301 0653160CMPSecurementSYG

HGL8 HUBGUARD SECUREMENT DEVICE, 2"X5/8" Class I 58301 0653160CMPSecurementSYG

LG875XT LINEGUARD SECUREMENT DEVICE, 3 5/8"X7/8" Class I 58301 0653160CMPSecurementSYG

WG711XT WINGGUARD CATHETER SECUREMENT DEVICE, Class I 58301 0653160CMPSecurementSYG
3"X11/2"

WGX333XT WINGGUARD XTRA, 3 WING SECUREMENT DEVICE | ClassI 58301 0653160CMPSecurementSYG

FCS200ZT FOLEY ANCHOR, URINARY CATHETER / DRAINAGE Class I 58301 0653160CMPSecurementSYG
LINE / DRIVELINE SECUREMENT

ANC32XT TUBING ANCHOR SECUREMENT DEVICE, 2 3/4"X2 Class I 58301 0653160CMPSecurementSYG
1/4”

ANC52XT TUBING ANCHOR SECUREMENT DEVICE, 2 3/4"X2 Class I 58301 0653160CMPSecurementSYG
1/4"

ATA24ZT ADJUSTABLE TUBING ANCHOR, 2 3/8"X4 1/8” Class I 58301 0653160CMPSecurementSYG

CPSS50XT PICC SECUREMENT SYSTEM, WINDOW DRESSING, Class I 58301 0653160CMPSecurementSYG
WINGGUARD

CPSS31XT PERIPHERAL SECUREMENT SYSTEM Class I 58301 0653160CMPSecurementSYG

NGS291ZT NASOGASTRIC SECUREMENT, TAPE STRIP, 1 34"X3" | Class I 58301 0653160CMPSecurementSYG
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Document Revision History

CENTURION

Revision

Issue Date

Revision History

Revised By

0

4/26/2023

- DoC Initiation

- Centurion Medical Product’s Technical Files
including the Declarations of Conformity (DoC) were
completed in the past and then entered into a new
DoC template to format the DoC that transitioned
from MDD to MDR

A. Baughman

5/3/2023

-Removed discontinued devices, HGL2 and LG835XT

A. Baughman

10/16/2023

- Removed discontinued codes WG811XT,
WGX333PRXT, and HGL1

A. Baughman
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CENTURION

Deknapauus 3a cborBetcteue, Pernamenr (EC) 2017/745

E3uK Ha Ta3u geknapaums, Bulgarian (bg)

3aKoHeH npousBoauTen

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

EauHeH peructpaunoHeH Homep: US-MF-000002554

WUme Ha npoaykT

CTepunHu noacurypsiBalum Usaenvs

Kopose Ha npoaykTH

KogoseTe Ha npoaykTu ca npunoxeHu B Mpadmk 1

OCHOBEH yHUKaJneH naeHTudukaTop Ha
unsgenusta (UDI-DI)

0653160CMPSecurementsSYG

NMpeaHa3sHayeHune

HAaUMOHA/IHOTO 3aKOHOAATENCTBO.

PernameHTn Ha EBponeiickus cbio3

[eknapvpame C HacTosLLOTO, HA CBOSI COBCTBEHA OTFOBOPHOCT, Y€ ropenocoYeHnTe NpoayKTh CbOTBETCTBAT Ha
KnayauTe Ha cnegHuTe pernameHTu Ha EC n/vunu ampekTuem Ha CbBeTa Taka, KaKTo ca TPaHCMOHUPaHM B

CrepunHuTe noacurypsisawm msgenus Centurion ca agxesvBHU
n3genusa 3a efHokpaTHa ynotpeba, npegHasHayeHu da
3aKpenBsaT ¥ Aa OCUrypsiBaT CTabUTHOCT Ha KaTeTbpPHU JINHWMK,
MHTpaBeHo3Hu (IV) nnm rpbaHn TpLOM.

MpunoxxMma AMpeKTUBa

Pernament (EU) 2017/745

OueHKa Ha CbOTBETCTBUETO

Mpunoxenune IX

Knac Ha puck

Knac Is

Knacndpukauus

Mpaswno 1,4, MpunoxeHue VIII

HotudumumpaH opraH

BSI, The Netherlands B.V. (2797)
Say Building

John M. Keynesplien 9

1066 EP Amsterdam

MpeacraButen B EC

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

EavHeH peructpaumoHeH Homep: FR-AR-000001814

Homep Ha cepTuduxar

MDR 759014 R000

MpunoxxmMmn ctaHgapTi u/mnm obwm
cneundpukaumm

BkntoueHo B 0606L1eHaTa TeXHUYecKa AokyMeHTauus (STED) Ha
n3genneTo
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CENTURION

Izjava o sukladnosti, Uredba (EU) 2017/745

Jezik izjave, Croatian (hr)

Centurion Medical Products, LP

100 Centurion Way

Proizvodac Williamston, MI 48895

USA

Jedinstveni registracijski broj: US-MF-000002554

Naziv proizvoda
Sterilni fiksatori

Sifre proizvoda Sifre proizvoda nalaze se u Prilogu 1

Osnovni UDI-DI 0653160CMPSecurementsSYG

Namjena Sterilni fiksatori Centurion jednokratni su samoljepljivi proizvodi
za ucvrscivanje i stabilizaciju kateterskih linija, i.v. cijevi ili
torakalnog drena.

Propisi Europske unije

Pod isklju¢ivom odgovornoscu izjavljujemo da navedeni proizvodi ispunjavaju zahtjeve sljedecih uredbi EU-a i/ili
direktiva Vijec¢a kako su prenesene u nacionalno zakonodavstvo.

Primjenjiva Direktiva Uredba (EU) 2017/745
Ocjenjivanje sukladnosti Prilog IX
Klasa rizika Klasa Is
Razvrstavanje Pravilo 1,4 Prilog VIII
BSI, The Netherlands B.V. (2797)
Say Building

Prijavijeno tijelo John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Zastupnik za Europsku uniju 44110 Chateaubriant

France

Jedinstveni registracijski broj: FR-AR-000001814

Broj potvrde MDR 759014 R000

Primjenjive norme i/ili zajednicke

v Ukljuceno u Sazetak tehnictke dokumentacije (STED) za proizvod
specifikacije
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CENTURION

Prohlaseni o shodé, nafizeni (EU) 2017/745

Jazyk tohoto prohlaseni, Czech (cs)

Centurion Medical Products, LP
100 Centurion Way

Zakonny vyrobce Williamston, MI 48895

USA

Cislo jednotné registrace: US-MF-000002554
Nazev produktu Sterilni kryti
Kody produktti

Kody produktd jsou uvedeny v priloze 1.

zakladni UDI-DI 0653160CMPSecurementsSYG

Urceny ucel Sterilni fixace Centurion jsou jednorazové adhezivni prostiedky
urcené k ukotveni a zajisténi stability katetrizaCnich linek,
infuznich hadic¢ek nebo hrudnich hadicek.

Nafrizeni Evropské unie

Timto na svou vyhradni odpovédnost prohlasujeme, ze vySe uvedené produkty splfiuji ustanoveni nasledujicich nafizeni
EU a/nebo smérnic Rady, jak jsou transponovana do narodnich legislativ.

Platna smérnice Nafizeni (EU) 2017/745
Posuzovani shody Priloha IX
Trida rizika Trida Is
Klasifikace Pravidlo 1,4 Ptiloha VIII
BSI, The Netherlands B.V. (2797)
Say Building

Oznameny subjekt John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Zastupce EU 44110 Chateaubriant

France

Cislo jednotné registrace: FR-AR-000001814

Cislo certifikatu MDR 759014 R000

Platné normy a/nebo spolecné specifikace Zahrnuto v souhrnu STED prostredku
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CENTURION

Overensstemmelseserklzering, forordning (EU) 2017/745

Sprog i denne erklzering, Danish (da)

Centurion Medical Products, LP
100 Centurion Way

Juridisk producent Williamston, MI 48895
;Jnséll?viduelt registreringsnummer: US-MF-000002554
Produktnavn Sterile fikseringer
Produktkoder Produktkoder vedlagt i bilag 1
Grundlaeggende UDI-DI 0653160CMPSecurementNS28
Tilsigtet formal Centurion sterile fikseringer er selvklaebende udstyr til

engangsbrug, som er beregnet til at forankre og yde stabilitet til
kateterslanger, i.v.-slanger eller thoraxdraen

EU-forordninger

Vi erkleerer hermed pd vores ansvar alene, at ovennaevnte produkter opfylder bestemmelserne i falgende EU-
forordninger og/eller r&dsdirektiv(er) som omsat i national lovgivning.

Relevant direktiv Forordning (EU) 2017/745
Overensstemmelsesvurdering Tillaeg IX
Risikoklasse Klasse Is
Klassifikation Regel 1,4 Tillaeg VIII
BSI, The Netherlands B.V. (2797)
Say Building

Notificeret organ John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

EU-repraessentant 44110 Chateaubriant

France

Individuelt registreringsnummer: FR-AR-000001814

Certifikathummer MDR 759014 R000

Galdende standarder og/eller flles

specifikationer Inkluderet i udstyrets STED-resume
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CENTURION

Conformiteitsverklaring, Verordening (EU) 2017/745

Taal van deze verklaring, Dutch (nl)

Centurion Medical Products, LP
100 Centurion Way

Wettelijke fabrikant Williamston, MI 48895

USA

Uniek registratienummer: US-MF-000002554
Productnaam Steriele bevestigingsmiddelen

Product codes Productcodes bijgevoegd in schema 1

0653160CMPSecurementNS28

Basic UDI-DI

Beoogd doeleind Centurion steriele bevestigingsmiddelen zijn disposable
kleefhulpmiddelen voor eenmalig gebruik om katheterlijnen,
infuuslijnen of thoraxdrains vast te zetten en te stabiliseren.

Verordeningen van de Europese Unie

Hierbij verklaren we onder onze uitsluitende verantwoordelijkheid dat de bovengenoemde producten voldoen aan de
voorwaarden van de volgende EU Verordeningen en/of Richtlijn(en) van de Raad, zoals omgezet in de nationale
wetten.

Toepasselijke richtlijn Verordening (EU) 2017/745
Conformiteitsbeoordeling Bijlage IX
Risicoklasse Klasse Ins
Classificatie Regell,4 Bijlage VIII
BSI, The Netherlands B.V. (2797)

Say Building
John M. Keynesplien 9
1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,
Vertegenwoordiger in de EU 44110 Chateaubriant

France

Uniek registratienummer: FR-AR-000001814

Aangemelde instantie

Certificaathummer MDR 759014 R0O00

Toepasselijke normen en/of

| gemeenschappelijke specificaties Opgenomen in de STED-samenvatting voor het hulpmiddel
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CENTURION

Vastavusdeklaratsioon, maarus (EL) 2017/745

Selle deklaratsiooni keel, Estonian (et)

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Uldine registreerimisnumber: US-MF-000002554

Seaduslik tootja

Toote nimi Steriilsed plaastrid
Toote koodid

Toote koodid on toodud lisas 1

P6hi-UDI-DI 0653160CMPSecurementNS28

Ettendhtud otstarve Steriilsed plaastrid Centurion on ihekordselt kasutatavad
liimainega seadmed, mis on ette nahtud kateetri voolikute,
infusioonivoolikute vdi rindkere dreenide kinnitamiseks ja
stabiilsuse tagamiseks.

Euroopa Liidu maarused

Siinsega kinnitame oma ainuvastutusel, et llalnimetatud tooted vastavad jargmiste EL-i maaruste ja/voi Noukogu
direktiivi(de) satetele, nagu need on riiklikesse seadustesse lile voetud.

Kohaldatav direktiiv Madrus (EU) 2017/745
Vastavushindamine Lisa IX
Riskiklass Klass Is
Klassifikatsioon Eeskiri 1,4 Lisa VIII
BSI, The Netherlands B.V. (2797)

Say Building
John M. Keynesplien 9
1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Esindaja EL-is 44110 Chateaubriant

France

Uldine registreerimisnumber: FR-AR-000001814

Teavitatud asutus

Sertifikaadi number MDR 759014 R0O00

Kohaldatavad standardid ja/voi iihised

spetsifikatsioonid Sisalduvad seadme STED kokkuvottes
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CENTURION

Vaatimustenmukaisuusvakuutus, asetus (EU) 2017/745

Taman vakuutuksen kieli, Finnish (fi)

Centurion Medical Products, LP
- C . 100 Centurion Way

Laillinen valmistaja Williamston, MI 48895

USA

Rekisterinumero: US-MF-000002554

Tuotenimi Steriilit kiinnikkeet
Tuotekoodit

Tuotekoodit ovat liitteena luettelossa 1

Yksilollinen UDI-DI-tunniste 0653160CMPSecurementNS28

Kayttotarkoitus Steriilit Centurion-kiinnikelaitteet ovat kertakayttdisia tarttuvia
laitteita, joiden on tarkoitus kiinnittaa katetriletkut, infuusioletkut
tai pleuradreenit ja antaa niille vakautta

Euroopan unionin asetukset

IImoitamme yksinomaisella vastuullamme, etta edelld mainitut tuotteet tayttdvat seuraavien EU-asetusten ja/tai
neuvoston direktiivi(e)n kansallisten lakien osaksi saatetut sadannokset.

Sovellettava direktiivi Asetus (EU) 2017/745
Vaatimuksenmukaisuuden arviointi Liite IX
Riskiluokka Luokka Is
Luokitus Saanto 1, 4 Liite VIII
BSI, The Netherlands B.V. (2797)
Say Building

Timoltettu lalitos John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS
5 Rue Charles Lindbergh,

Edustaja EU:n alueella 44110 Chateaubriant

France

Rekisterinumero: FR-AR-000001814

Sertifikaatin numero MDR 759014 R000

Sovellettavat standardit ja/tai yhteiset

eritelmit Sisaltyvat laitteen teknisten asiakirjojen tiivistelmaan
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CENTURION

Déclaration de conformité, reglement (UE) 2017/745

Langue de cette declaration, French (fr)

Centurion Medical Products, LP

. P 100 Centurion Way

Fabricant légal Williamston, MI 48895

USA

Numéro d’enregistrement unique: US-MF-000002554

Nom du produit Dispositifs de fixation stériles
Codes de produit

Codes de produits joints a I'annexe 1

IUD-ID de base 0653160CMPSecurementNS28

Fins prévues Les dispositifs de fixation stériles Centurion sont des dispositifs
adhésifs jetables a usage unique destinés a fixer et stabiliser les
lignes de cathéter, les tubulures de perfusion intraveineuse ou
les drains thoraciques.

Réglements de I’'Union européenne

Nous déclarons par les présentes sous notre seule responsabilité que les produits mentionnés ci-dessus répondent aux
dispositions des reglements de I'UE et/ou de la ou des directives du Conseil suivants, telles que transposées en droit
national.

Directive concernée Réglement (EU) 2017/745
Evaluation de conformité Annexe IX
Classe de risque Classe Is
Classification Régle 1,4 Annexe VIII
BSI, The Netherlands B.V. (2797)
Say Building

Numeéro d’homologation John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Sans objet, auto-déclaration 44110 Chateaubriant

France

Numéro d’enregistrement unique: FR-AR-000001814

Numéro d’homologation MDR 759014 R000

Normes en vigueur et/ou spécifications

Inclus dans le document technique sommaire du dispositif
communes
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CENTURION

Konformitéatserkldrung, Verordnung (EU) 2017/745

Text dieser Erkldrung, German (de)

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Einheitliche Meldenummer: US-MF-000002554

RechtmaBiger Hersteller

Produktbezeichnung Sterilverbande

Produktnummern Die Produktnummern sind in Anlage 1 beigefiigt.
Basis-UDI-DI 0653160CMPSecurementNS28

Verwendungszweck Sterile Fixiervorrichtungen von Centurion sind Einweg-

Haftprodukte, die Katheterleitungen, Infusionsschlauche oder
Thoraxdrainagen befestigen und ihnen Stabilitdt verleihen sollen.

Verordnungen der Europdischen Union

Wir erklaren hiermit in alleiniger Verantwortung, dass die oben genannten Produkte die Bestimmungen der folgenden in
einzelstaatliches Recht umgesetzten EU-Verordnungen und/oder Richtlinie(n) des Rates erfiillen.

Anwendbare Richtlinie Verordnung (EU) 2017/745
Konformitdtsbewertung Anhang IX
Risikoklasse Klasse Is
Klassifizierung Regel 1, 4 Anhang VIII
BSI, The Netherlands B.V. (2797)
Say Building

Benannte Stelle John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Vertretung in der EU 44110 Chateaubriant

France

Einheitliche Meldenummer: FR-AR-000001814

Kennnummer MDR 759014 R0O00

Geltende Normen und/oder gemeinsame

et ac In der STED des Produkts enthalten
Spezifikationen
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CENTURION

AnAwon Zuppdépdpwong, Kavovioudg (EE) 2017/745

NMwooa autig tng dnAwong, Greek (el)

NOMIHOG KATUOKEUACTAG

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

MepovwEvog apiBuog kataxwpliong: US-MF-000002554

‘Ovopa ntpoidvtog

AMooTEIpWPEVA OUCTAHATA OTEPEWONG

Kwdikoi npoiovrog

Kwdikoi npoidvTog ouvnupévol oTo Xpovodidypappa 1

Baoiko UDI-DI

0653160CMPSecurementNS28

Zkonog yid ToV onoio npoopiderail

Kavoviopoi Eupmnaikng ‘Evwong

vopoBeaia.

Me Tnv napouoa dNAWVOULE HE AnOKAEIOTIKN Hag euBluvn OTI Ta NpoavagepOpevVa NpoiovTa NAnpouv TG JIATAEEIC TWV
akoAouBwv kavoviopwv TnG EE r/kar Tng (Twv) odnyiag(wv) Tou ZupBouAiou, ONwe XUV PETAPEPOET oTNV €BVIKN

Ta anooTeipwpéva ouoTnuaTa oTepewong Centurion sival
avaA®oldd, auTOKOANTA 1aTPOTEXVOAOYIKG MPOoIOVTa Yiag
XProng nou npoopilovTal yia TV aykUpwaon kai Tnv napoxn
0oTadePOTNTAG YIA TIC YPAHMEG KABETHpa, TNV eVOOPAERIa
OWANVWON 1} TOUC OWANVEG Bpaka.

IoxUouoa odnyia

Kavoviopog (EU) 2017/745

A&I10AOYNON CUHHOPP®WONG

Mapaptnua IX

Katnyopia kivdivou

Katnyopia Is

Ta&ivopunon

Kavovag 1,4 Mapaptnua VIII

Koivonoinpévog popéag

BSI, The Netherlands B.V. (2797)
Say Building

John M. Keynesplien 9

1066 EP Amsterdam

AvTinpoownog yia Tnv EE

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Mepovwpévog apiBuog kataxwpiong: FR-AR-000001814

ApIOHOG NICTONOINTIKOU

MDR 759014 R000

IoxUovTta npoTuna r/kai Koivég
npodiaypagpeg

MepiAapBaverar aTnv NePIANWN TEXVIKNG TeEKUNpiwong (STED)
TOU TeXVOAOYIKOU MpoidvTog
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CENTURION

Megfelel6ségi nyilatkozat, (EU) 2017/745 rendelet

A nyilatkozat nyelve, Hungarian (hu)

Centurion Medical Products, LP
100 Centurion Way

Hivatalos gyarto Williamston, MI 48895
USA
Egyedi regisztracids szam: US-MF-000002554
Termék neve Steril rogzitések
Termekkodok Az 1. listaban szerepl6 termékkodok
Alapvet6 UDI-DI 0653160CMPSecurementNS28
Rendeltetés A Centurion steril rogzitéeszk6zok egyszer hasznalatos,

eldobhatd ragasztoeszkdzok, amelyek a katétervezetékek,
infUzids csovek vagy mellkasi tubusok rogzitésére és
stabilitasanak biztositasara szolgalnak.

Europai unios rendeletek

Kizardlagos felel6sségiink tudataban kijelentjiik, hogy a fent emlitett termékek megfelelnek a kbvetkez6, nemzeti jogba
atiltetett unids rendeletek és/vagy tanacsi iranyelv(ek) rendelkezéseinek.

Alkalmazando iranyelv Rendelet (EU) 2017/745
Megfeleléségértékelés Melléklet IX
Kockazati osztaly Osztaly Ins
Osztalyozas Szabadly 1,4 Melléklet VIII
BSI, The Netherlands B.V. (2797)

Say Building
John M. Keynesplien 9
1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Képviselet az EU-ban 44110 Chateaubriant

France

MepoVWMEVOG apiBuog kaTtaywpiong: FR-AR-000001814

Bejelentett szervezet

Tanusitvany szama MDR 759014 R000

Alkalmazando szabvanyok és/vagy kozos

P Az eszk6z STED-06sszefoglaldja tartalmazza
eloirasok
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CENTURION

Dearbhi Comhréireachta, Rialachan (AE) 2017/745

Teanga an dearbhaithe seo, Irish (ga)

Centurion Medical Products, LP
100 Centurion Way

Déantusoir Dlithiil Williamston, MI 48895
USA
Uimhir Chlaraithe Aonair: US-MF-000002554
Ainm an Tairge Daingnithe Steirilla
Coid Tairge Céid tairge faoi iamh i Sceideal 1
UDI-DI Bunusach 0653160CMPSecurementNS28
An Chrioch ata Beartaithe Feisti greamaitheacha aon Usaide indilscartha iad Feisti

Daingnithe Steiritla Centurion arb aidhm leo linte cataitéir,
feadain infhéitheacha nd feadain chliabhraigh a ghreamu agus a
dhaingnid.

Rialachain 6n Aontas Eorpach

Dearbhaimid leis seo faoinar bhfreagracht aonair go gcomhlionann na tairgi thuasluaite foralacha an Rialachain/na
Rialachan seo a leanas 6n AE agus/né na Treorach/na dTreoracha seo a leanas 6n gCombhairle faoi mar a trasuiodh
isteach sna dlichdrais naisiunta iad.

An treoir is infheidhme Rialachan (EU) 2017/745
Measini Comhréireachta Tarscribhinn IX
Aicme Riosca Aicme Is
Aicmiu Riail 1, 4 Iarscribhinn VIII
BSI, The Netherlands B.V. (2797)
Say Building

An Comhlacht ar Tugadh Fégra do John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Ionadai AE 44110 Chateaubriant

France

Uimhir Chlaraithe Aonair: FR-AR-000001814

Uimhir Teastais MDR 759014 R0O00

Caighdeain Infheidhme agus/n6 Sonraiochtai

. San aireamh san achoimre ar STED na feiste
Coiteanna
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CENTURION

Dichiarazione di conformita, Regolamento (UE) 2017/745

Lingua della presente dichiarazione, Italian (it)

Centurion Medical Products, LP

. 100 Centurion Way

Fabbricante legale Williamston, MI 48895

USA

Numero di registrazione unico: US-MF-000002554

Denominazione del prodotto Fissaggi sterili
Codici dei prodotti

Codici dei prodotti allegati al Programma 1

UDI-DI di base 0653160CMPSecurementNS28

Uso previsto I fissaggi sterili Centurion sono dispositivi adesivi monouso
concepiti per ancorare e garantire stabilita per linee di cateteri,
tubi endovenosi o tubi toracici.

Normative dell’Unione Europea

Con la presente dichiariamo sotto la nostra sola responsabilita che i prodotti di cui sopra soddisfano le disposizioni dei
seguenti Regolamenti UE e/o Direttive del Consiglio come recepiti dalle leggi nazionali.

Direttiva pertinente Regolamento (EU) 2017/745

Valutazione della conformita Allegato IX

Classe di rischi Classe Is

Classificazione Regola 1,4 Iarscribhinn VIII
BSI, The Netherlands B.V. (2797)

Say Building
John M. Keynesplien 9
1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Mandatario nell’'UE 44110 Chateaubriant

France

Numero di registrazione unico: FR-AR-000001814

Organismo notificato

Numero del certificato MDR 759014 R000

Norme pertinenti e/o Specifiche comuni Incluso nel sommario della documentazione tecnica (STED)

Sterile Securements, Declaration of Conformity
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CENTURION

Atbilstibas deklaracija, Regula (ES) 2017/745

Sis deklaracijas valoda, Latvian (Iv)

Centurion Medical Products, LP

L [ 100 Centurion Way

Juridiskais razotajs Williamston, MI 48895

USA

Vienotais registracijas numurs: US-MF-000002554

Izstradajuma nosaukums Sterili stiprinajumi
Izstradajuma kodi

1. grafika pievienotie izstradajuma kodi

Pamata UDI-DI 0653160CMPSecurementNS28

Paredzéetais meérkis Centurion sterila stiprinajuma ierices ir vienreizlietojamas,
pielimé&jamas ierices, kas paredzétas katetra caurulu, IV caurulisu
vai pleiras dobuma drenazas fikséSanai un stabilitates
nodrosinasanai.

Eiropas Savienibas regulas

Ar So més, uznemoties pilnu atbildibu, pazinojam, ka iepriekS minétie izstradajumi atbilst talak noradito ES Regulu
un/vai Padomes Direktivas(-u) noteikumiem, kas transponéti nacionalajos tiesibu aktos.

Piemérojama direktiva Regula (EU) 2017/745

Atbilstibas novértéjums Pielikums IX

Riska klase Klase Is

Klasifikacija Noteikums 1,4 Pielikums VIII
BSI, The Netherlands B.V. (2797)
Say Building

Pazinota lestade John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

ES parstavis 44110 Chateaubriant

France

Vienotais registracijas numurs: FR-AR-000001814

Sertifikata numurs MDR 759014 R000

Piemérojamie standarti un/vai kopéjas

P Ieklauts ierices STED kopsavilkuma
specifikacijas
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CENTURION

Atitikties deklaracija, Reglamentas (ES) 2017/745

Sios deklaracijos kalba, Lithuanian (It)

Centurion Medical Products, LP

. . L 100 Centurion Way

Teisetas gamintojas Williamston, MI 48895

USA

Unikalusis registracijos numeris: US-MF-000002554

Gaminio pavadinimas Sterilios tvirtinimo sistemos
Gaminiy kodai

Gaminiy kodai pridedami 1 priede

Bazinis UDI-DI 0653160CMPSecurementNS28

Numatytoji paskirtis »Centurion" sterilios tvirtinimo sistemos — tai vienkartinés
klijuojamos priemonés, skirtos kateterio linijoms, IV ar krutinés
lgstos vamzdeliams tvirtinti ir jy stabilumui uztikrinti.

Europos Sajungos reglamentai

Prisiimame visg atsakomybe uz tai, kad pirmiau nurodyti gaminiai atitinka toliau pateikty ES reglamenty ir (arba)
Tarybos direktyvos (-y) nuostatas, perkeltas j nacionalinius jstatymus.

Taikytina direktyva Reglamentas (EU) 2017/745
Atitikties vertinimas Priedas IX
Rizikos klasé Klasé Is
Klasifikacija Taisyklé 1, 4 Priedas VIII
BSI, The Netherlands B.V. (2797)

Say Building
John M. Keynesplien 9
1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Atstovas ES 44110 Chateaubriant

France

Unikalusis registracijos numeris: FR-AR-000001814

Notifikuotoji jstaiga

Sertifikato Nr. MDR 759014 R000

Taikomi standartai ir (arba) bendrosios

specifikacijos Itraukta j jrenginio STED santrauka
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CENTURION

Dikjarazzjoni ta’ Konformita, Regolament (UE) 2017/745

Lingwa ta’ din id-dikjarazzjoni, Maltese (mt)

Centurion Medical Products, LP

. . 100 Centurion Way

Manifattur Legali Williamston, MI 48895

USA

Numru ta’ Registrazzjoni Uniku: US-MF-000002554

Isem tal-Prodott Elementi ghall-Irbit Sterili
Kodici tal-Prodott

Kodici tal-prodott mehmuza fl-Iskeda 1

UDI-DI baziku 0653160CMPSecurementNS28

Ghan Intenzjonat L-apparati ta’ Elementi tal-Irbit Sterili Centurion huma apparati
adezivi li jintremew wara I-uzu u li jintuzaw darba biss mahsuba
biex jankraw u jipprovdu stabbilta ghal-linji tal-kateter, tubi IV
jew tubi tas-sider.

Regolamenti tal-Unjoni Ewropea

Anhna hawnhekk niddikjaraw taht ir-responsabbilta unika taghna li I-prodotti msemmija hawn fuq jissodisfaw id-
dispozizzjonijiet tar-Regolamenti tal-UE u/jew id-Direttiva(i) tal-Kunsill li gejjin kif trasposti fil-ligijiet nazzjonali.

Direttiva applikabbli Regolament (EU) 2017/745
Valutazzjoni tal-Konformita Anness IX
Klassi ta’ Riskju Klassi Is
Klassifikazzjoni Regola 1, 4 Anness VIII
BSI, The Netherlands B.V. (2797)
Say Building

Korp Notifikat John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Rapprezentant tal-UE 44110 Chateaubriant

France

Numru ta’ Registrazzjoni Uniku: FR-AR-000001814

Numru taé-Certifikat MDR 759014 R000

Standards Applikabbli u/jew

Specifikazzjonijiet Komuni Inkluz/i fis-sommarju STED tal-apparat
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CENTURION

Samsvarserklzering, forordning (EU) 2017/745

Sprak i denne forordningen, Norwegian (no)

Centurion Medical Products, LP
100 Centurion Way

Lovlig produsent Williamston, MI 48895
USA
Individuelt registreringsnummer: US-MF-000002554
Produktnavn Sterile sikringer
Produktkoder Produktkoder vedlagt i plan 1
Grunnleggende UDI-DI 0653160CMPSecurementNS28
Tiltenkt formal Centurion sterile sikringsenheter er klebende enheter til

engangsbruk for festing og stabilisering av kateterslanger, IV-
slanger eller brystslanger.

EU-forordninger

Vi erklzerer herved under eneansvar at de ovennevnte produktene oppfyller bestemmelsene i de falgende EU-
forordningene og/eller r&dsdirektivene som innfgrt i nasjonale lover.

Aktuelt direktiv Forordning (EU) 2017/745
Samsvarsvurdering Vedlegg IX
Risikoklasse Klasse Is
Klassifisering Regel 1, 4 Vedlegg VIII
BSI, The Netherlands B.V. (2797)
Say Building

Teknisk kontrollorgan John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Representant i EU 44110 Chateaubriant

France

Individuelt registreringsnummer: FR-AR-000001814

Sertifikathummer MDR 759014 R000

Aktuelle standarder og/eller felles

o Inkludert i enhetens STED-sammendrag
spesifikasjoner
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CENTURION

Deklaracja zgodnosci, Rozporzadzenie (UE) 2017/745
Jezyk niniejszej deklaracji, Polish (pl)

Centurion Medical Products, LP
100 Centurion Way

Oficjalny producent Williamston, MI 48895
USA
Niepowtarzalny numer rejestracyjny: US-MF-000002554
Niepowtarzalny numer rejestracyjny Jatowe mocowania
Kody produktow Kody produktéw zataczono jako Wykaz nr 1
Kod Basic UDI-DI 0653160CMPSecurementNS28
Przewidziane zastosowanie Jatowe mocowania Centurion sg jednorazowymi wyrobami

samoprzylepnymi przeznaczonymi do mocowania i stabilizacji
przewodow cewnikéw, drenéw do wlewow dozylnych i drendw
do klatki piersiowej.

Przepisy Unii Europejskiej

Niniejszym deklarujemy na wiasng wylaczng odpowiedzialno$é, ze wymienione wyzej produkty sg zgodne z
nastepujgcymi rozporzadzeniami UE lub dyrektywami Rady wedtug implementacji tych aktdw w prawie krajowym.

Majaca zastosowanie dyrektywa Rozporzadzenie (EU) 2017/745
Ocena zgodnosci Zatacznik IX
Klasa ryzyka Klasa Is
Klasyfikacja Reguta 1, 4 Zatacznik VIII
BSI, The Netherlands B.V. (2797)

Say Building
John M. Keynesplien 9
1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Przedstawiciel w UE 44110 Chateaubriant

France

Niepowtarzalny numer rejestracyjny: FR-AR-000001814

Jednostka notyfikowana

Numer certyfikatu MDR 759014 R000

Majqce zastosowanie normy lub wspdlne

. Podane w skréconej wersji dokumentacji technicznej wyrobu
specyfikacje
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CENTURION

Declaragdo de conformidade, Regulamento (UE) 2017/745

Idioma desta declaragao, Portuguese (pt)

Centurion Medical Products, LP
100 Centurion Way

Fabricante legal Williamston, MI 48895
USA
NUmero de registo Unico: US-MF-000002554
Nome do produto FixagOes estéreis
Referencias As referéncias sdo indicadas no Anexo 1
UDI-DI basico 0653160CMPSecurementNS28
Finalidade prevista Os dispositivos de fixacdo estéreis Centurion sao dispositivos

adesivos descartaveis de uma Unica utilizacdo que se destinam a
ancorar e dar estabilidade as linhas de cateteres, tubos IV ou
tubos toracicos

Regulamentos da Unido Europeia

Declaramos por este meio, sob a nossa exclusiva responsabilidade, que os produtos acima indicados cumprem as
disposicdes dos seguintes Regulamentos e/ou Diretivas do Conselho da UE, tal como transpostos para a legislacao
nacional.

Diretiva aplicavel Regulamento (EU) 2017/745
Avaliacdo da conformidade Anexo IX
Classe de risco Classe Is
Classificacao Regra 1,4 Anexo VIII
BSI, The Netherlands B.V. (2797)
Say Building

Organismo notificado John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Representante na UE 44110 Chateaubriant

France

Numero de registo Unico: FR-AR-000001814

NuUmero de certificado MDR 759014 R000

Normas e/ou especificacbes comuns

L Incluido nos resumos STED do dispositivo
aplicaveis
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CENTURION

Declaratie de conformitate, Regulamentul (UE) 2017/745

Limba acestei declaratii, Romanian (ro)

Centurion Medical Products, LP

" 100 Centurion Way

Producator legal Williamston, MI 48895

USA

Numar unic de inregistrare: US-MF-000002554

Denumirea produsului Fixatoare sterile
Codurile produselor

Codurile produselor sunt atasate in Anexa 1

UDI-DI de baza 0653160CMPSecurementNS28

Utilizarea prevazuta Dispozitivele de fixare sterile Centurion sunt dispozitive adezive
de unica folosinta prevazute pentru a ancora si a asigura
stabilitatea liniilor de cateter, a tuburilor i.v. sau a tuburilor
toracice

Regulamentele Uniunii Europene

Declaram prin prezenta pe propria raspundere ca produsele sus-mentionate indeplinesc dispozitille urmatoarelor
Regulamente si/sau Directive ale Consiliului Uniunii Europene, astfel cum sunt transpuse in legislatia nationala.

Directiva aplicabila Regulamentul (EU) 2017/745
Evaluarea conformitatii Anexa IX
Clasa de risc Clasa Is
Clasificare Regula 1,4 Anexa VIII
BSI, The Netherlands B.V. (2797)

Say Building
John M. Keynesplien 9
1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Reprezentant in UE 44110 Chateaubriant

France

Numar unic de inregistrare: FR-AR-000001814

Organism notificat

Numarul certificatului MDR 759014 R000
Standarde si/sau specificatii comune Incluse in rezumatul documentatiei tehnice a dispozitivului
aplicabile (STED)

Sterile Securements, Declaration of Conformity
Page 25 of 29
Revision 2



CENTURION

Vyhlasenie o zhode, nariadenie (EU) 2017/745

Jazyk tohto vyhlasenia, Slovak (sk)

Centurion Medical Products, LP
100 Centurion Way

Zakonny vyrobca Williamston, MI 48895
USA
Jediné registracné Cislo: US-MF-000002554
Nazov vyrobku Sterilné pripeviovacie pomocky
Kody vyrobkov Kody vyrobkov uvedené v prilohe 1
Zakladné UDI-DI 0653160CMPSecurementNS28
Uéel uréenia Sterilné pripeviiovacie pomocky Centurion st adhezivne pomocky

na jednorazové poufZitie uréené na ukotvenie a zabezpecenie
stability hadiCiek katétra, intravendznych hadiciek alebo
hrudnych trubic.

Nariadenia Europskej tnie

Tymto na vlastni zodpovednost’ vyhlasujeme, Ze predtym uvedené vyrobky spifiaju ustanovenia nasledujlcich
nariadeni EU a/alebo smernic Rady, ako boli transponované do vnutrostatnych pravnych nariadeni.

Platna smernica Nariadenie (EU) 2017/745
Posudzovanie zhody Priloha IX
Trieda rizika Trieda Is
Klasifikacia Pravidlo 1, 4 Priloha VIII
BSI, The Netherlands B.V. (2797)
Say Building

Notifikovany organ John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

i 5 Rue Charles Lindbergh,

Zastupca EU 44110 Chateaubriant

France

Jediné registracné Cislo: FR-AR-000001814

Cislo osvedéenia MDR 759014 R000

Platné normy a/alebo spolocné Specifikacie Zahrnuté v sthrne STED pomocky
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CENTURION

Izjava o skladnosti, Uredba (EU) 2017/745

Jezik te izjave, Slovenian (sl)

Centurion Medical Products, LP

. o 100 Centurion Way

Zakoniti proizvajalec Williamston, MI 48895

USA

Enotna registrska Stevilka: US-MF-000002554

Ime izdelka Sterilni pripomocki za pritrditev
Kode izdelkov

Kode izdelkov so priloZzene v Prilogi 1

Osnovni UDI-DI 0653160CMPSecurementNS28

Predvidena uporaba Sterilni pripomocki za pritrditev Centurion so lepilni pripomocki za
enkratno uporabo, namenjeni pritrditvi in zagotavljanju
stabilnosti katetrskih linij, IV-cevk ali torakalnih cevk.

Predpisi Evropske unije

Na lastno odgovornost izjavljamo, da zgoraj navedeni izdelki izpolnjujejo dolocbe naslednjih uredb EU in/ali direktiv
Sveta, kot so bile prenesene v nacionalno zakonodajo.

Upostevna direktiva Predpis (EU) 2017/745

Ocena skladnosti Priloga IX

Razred tveganja Razred Is

Klasifikacija Pravilo 1,4 Priloga VIII
BSI, The Netherlands B.V. (2797)
Say Building

Priglaseni organ John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Zastopnik v EU 44110 Chateaubriant

France

Enotna registrska Stevilka: FR-AR-000001814

Stevilka certifikata MDR 759014 R000

Upostevni standardi in/ali skupne

specifikacije VkljuCeno v povzetek STED za pripomocek
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CENTURION

Declaracion de conformidad, reglamento (UE) 2017/745

Idioma de esta declaracién, Spanish (es)

Centurion Medical Products, LP

. . 100 Centurion Way

Fabricante autorizado Williamston, MI 48895

USA

NUmero de registro Unico: US-MF-000002554

Nombre del producto Productos de fijacion estériles
Codigos de producto

En el apéndice 1 figuran los cédigos de productos

UDI-DI basico 0653160CMPSecurementNS28

Fin previsto Los dispositivos de fijacion estériles Centurion son productos
adhesivos desechables de un solo uso indicados para fijar y
estabilizar catéteres, vias intravenosas o drenajes toracicos.

Reglamentos de la Union Europea

Por el presente documento declaramos bajo nuestra exclusiva responsabilidad que los productos mencionados
anteriormente cumplen las disposiciones de los siguientes reglamentos de la UE o de la directiva o directivas del
Consejo tal como se hayan incorporado al ordenamiento juridico nacional correspondiente.

Directiva aplicable Reglamento (EU) 2017/745
Evaluacion de conformidad Priloga IX
Clase de riesgo Clase Is
Clasificacion Regla 1, 4 Priloga VIII
BSI, The Netherlands B.V. (2797)
Say Building

Organismo notificado John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Representante en la UE 44110 Chateaubriant

France

Enotna registrska Stevilka: FR-AR-000001814

NuUmero de certificado MDR 759014 R000

Normas aplicables o especificaciones

Normas aplicables o especificaciones comunes
comunes
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CENTURION

Forsdakran om 6verensstimmelse med férordning (EU) 2017/745

Sprak i denna forsdkran, Swedish (sv)

Centurion Medical Products, LP
100 Centurion Way

Ansvarig tillverkare Williamston, MI 48895
USA
Eudamed-registreringsnummer (SRN): US-MF-000002554
Produktens namn Sterila fixationssystem
Produktkoder Produktkoder bifogade i Schema 1
Grundldaggande UDI-DI 0653160CMPSecurementNS28
Avsedd anvidndning Centurion sterila fixationssystem ar sjalvhaftande

engdngsprodukter avsedda for att férankra och stabilisera
katetrar, intravendsa slangar eller thoraxdran.

EU-forordningar

Vi forsakrar hdrmed pa vért eget ansvar att de ovan némnda produkterna uppfyller kraven i féljande EU-férordningar
och/eller Europarddets direktiv som inforlivats i nationella lagar.

Tillampligt direktiv Forordning (EU) 2017/745
Bedomning av 6verensstammelse Bilaga IX
Riskklass Klass Is
Klassificering Regel 1, 4 Bilaga VIII
BSI, The Netherlands B.V. (2797)
Say Building

Anmalt organ John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

EU-representant 44110 Chateaubriant

France

Eudamed-registreringsnummer (SRN): FR-AR-000001814

Intygsnummer MDR 759014 R000
Tillampliga standarder och/eller Inkluderad i produktens sammanfattande tekniska
gemensamma specifikationer dokumentation (STED)
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