CENTURION

Declaration of Conformity, Regulation (EU) 2017/745
Compass Pressure Transducers

Language of this declaration: English (en)

Legal Manufacturer Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Single Registration Number: US-MF-000002554

Product Name Compass Pressure Transducers
Product Codes Product Codes attached in Schedule 1
Basic UDI-DI 0653160CMPCompassSWL

Intended Purpose Compass Universal HG

The Compass Universal disposable pressure transducer with
integrated digital display is intended for direct measurement and
monitoring of physiological pressure, including during the
infusion of fluids and therapeutic and diagnostic agents.

Compass Lumbar Puncture

The Compass Lumbar Puncture disposable pressure transducer
with integrated digital display is intended for direct measurement
and monitoring of intracranial pressure.

Compass Thoracentesis

The Compass Thoracentesis disposable pressure transducer with
integrated digital display is intended for direct measurement of
physiological pressure.
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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

Annex IX

Risk Class

Class Ila

Classification

Rule 10, Annex VIII

Notified Body

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

John M. Keynesplien 9

1066 EP Amsterdam

EU Representative

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Single Registration Number: FR-AR-000001814

Certificate Number

MDR 759014

Applicable Standards and/or Common
Specifications

Included in the device STED summary

COMPANY REPRESENTATIVE:

SIGNATURE/DATE:

Signature: Stew Dedslen

Sheri Deisler, Manager, Regulatory Affairs

Electronically signed by: Sheri Deisler
Reason: Approved
Date: Dec 19, 2024 07:24 HST

Email: sdeisler@medline.com
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United Kingdom Regulations

CENTURION

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 Ila

UKCA Route to Conformity

Part II of UK MDR 2002, Annex II

UKCA Certificate

UKCA 759015

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

Electronically signed by: Sheri Deisler

SIGNATURE/DATE: Signature: Stew Deiler B B oo 07:24 HST

PLACE OF ISSUE:

Centurion Medical Products, LP
100 Centurion Way, Williamston, MI

United States

Email: sdeisler@medline.com
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CENTURION

Schedule 1 to the Declaration of Conformity

Description GMDN Description

Code number

CUHGI-INT Compass UniversalHG-INT 71203020302 62900 Multi-parameter physiological
pressure monitor

CLPH20001-INT  Compass Lumbar Puncture-INT 21203020302 61537 Cerebrospinal fluid manometer

CTHRO02-INT Compass Thoracentesis-INT 21203020302 61538 Pleural manometer
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CENTURION

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

E3uK Ha Ta3su geKknapauus, Bulgarian (bg)

3aKoHeH npousBoauTes

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

EavHeH pernctpaumoHeH Homep: US-MF-000002554

WUMe Ha npoaykTr

TpaHcatocepm 3a HanaraHe Compass

Kopose Ha npoaykTn

KopoBeTe Ha npoaykTv ca npunoxenu B MNpadumk 1

OcHOBEeH YHUKaneH naeHTudunkaTop Ha
unspnenusta (UDI-DI)

0653160CMPCompassSWL

NMpenHa3HavyeHune

HaUMOHaNHOTO 3aKOHOAATENICTBO.

PernaMmeHTM Ha EBponeickusa cbro3

[leknapupame C HacTosILLOTO, Ha CBOSi COBCTBEHA OTFOBOPHOCT, Ye roperocoyeHnTe NpoAyKTU CbOTBETCTBAT Ha
Knay3uTe Ha cnefHuTe pernameHTy Ha EC n/unu ampektvBn Ha CbBeTa Taka, KakTo ca TPAHCMOHUPaHW B

YcrpoiictBata Compass ca npeaHasHavyeHy 3a M3MepBaHe Ha
(DM3MOSOTMYHO HansraHe.

Mpunoxuma gupeKTuea

PernamenT (EU) 2017/745

OueHKa Ha CbOTBETCTBUETO

Mpunoxexune IX

Knac Ha puck

Knac IIa

Knacundpukauusa

Mpasuno 10, Mpunoxenne VIII

Hotudmumpax opran

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

John M. Keynesplien 9

1066 EP Amsterdam

NMpencrasuten B EC

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

EanHeH pernctpaumoHeH Homep: FR-AR-000001814

Homep Ha cepTudpmkar

MDR 759014

MpunoxxuMm ctaHgapT™™ n/vnm oéwm
cneundpmkaummn

BkntoueHo B 0606LeHaTa TexHnyecka gokyMeHTaums (STED) Ha
n3genveTo
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CENTURION

Izjava o sukladnosti, Uredba (EU) 2017/745

Jezik izjavem, Croatian (hr)

Centurion Medical Products, LP

100 Centurion Way

Proizvodac Williamston, MI 48895

USA

Jedinstveni registracijski broj: US-MF-000002554

Naziv proizvoda Pretvornici za tlak Compass

Sifre proizvoda Sifre proizvoda nalaze se u Prilogu 1
Osnovni UDI-DI 0653160CMPCompassSWL
Namjena

Uredaji Compass namijenjeni su za mjerenje fizioloskog tlaka.

Propisi Europske unije

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

Primjenjiva Direktiva Uredba (EU) 2017/745
Ocjenjivanje sukladnosti Prilog IX
Klasa rizika Klasa Ila
Classification Pravilo 10, Klasa 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

Primjenjive norme i/ili zajednicke

A Ukljuceno u Sazetak tehnicke dokumentacije (STED) za proizvod
specifikacije

Compass, Declaration of Conformity, EU, UK
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CENTURION

Prohlaseni o shodé, nafizeni (EU) 2017/745

Jazyk tohoto prohlaseni, Czech (cs)

Zakonny vyrobce

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Cislo jednotné registrace: US-MF-000002554

Nazev produktu

Snimace tlaku Compass

Kody produktti

Kody produktl jsou uvedeny v priloze 1.

Zakladni UDI-DI

0653160CMPCompassSWL

Urceny ucel

Prostfedky Compass jsou urceny k méreni fyziologického tlaku.

Nafizeni Evropské unie

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

Platna smérnice

Nafizeni (EU) 2017/745

Posuzovani shody

Pfiloha IX

Trida rizika

Tfida Ila

Klasifikace

Pravidlo 10, Pfiloha VIII

Oznameny subjekt

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

John M. Keynesplien 9

1066 EP Amsterdam

Zastupce EU

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Cislo jednotné registrace: FR-AR-000001814

Cislo certifikatu

MDR 759014

Platné normy a/nebo spolecné specifikace

Zahrnuto v souhrnu STED prostfedku

Conformiteitsverklaring, Verordening (EU) 2017/745

Compass, Declaration of Conformity, EU, UK
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Taal van deze verklaring, Dutch (nl)

Wettelijke fabrikant

CENTURION

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Uniek registratienummer: US-MF-000002554

Productnaam Compass-druktransducers
Productcodes Productcodes bijgevoegd in schema 1
Basic UDI-DI 0653160CMPCompassSWL

Beoogd doeleind

Verordeningen van de Europese Unie

Compass-hulpmiddelen zijn bedoeld voor het meten van fysiologische

druk.

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 Ila

Classificatie

Regel 10, Bijlage VIII

Aangemelde instantie

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

John M. Keynesplien 9

1066 EP Amsterdam

Vertegenwoordiger in de EU

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Uniek registratienummer: FR-AR-000001814

Certifikathummer

MDR 759014

Toepasselijke normen en/of
gemeenschappelijke specificaties

Opgenomen in de STED-samenvatting voor het hulpmiddel

Vastavusdeklaratsioon, méarus (EL) 2017/745

Compass, Declaration of Conformity, EU, UK
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CENTURION

Selle deklaratsiooni keel, Estonian (et)

Seaduslik tootja

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Uldine registreerimisnumber: US-MF-000002554

Toote nimi

Rohuandurid Compass

Toote koodid

Toote koodid on toodud lisas 1

Pohi-UDI-DI

0653160CMPCompassSWL

Ettendhtud otstarve

Euroopa Liidu maarused

Seadmed Compass on ette nahtud fiisioloogilise rohu mddtmiseks.

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

Kohaldatav direktiiv

Ma&rus (EU) 2017/745

Vastavushindamine

Lisa IX

Riskiklass

Klass IIa

Klassifikatsioon

Eeskiri 10, Lisa VIII

Teavitatud asutus

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

John M. Keynesplien 9

1066 EP Amsterdam

Esindaja EL-is

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Uldine registreerimisnumber: FR-AR-000001814

Sertifikaadi number

MDR 759014

Kohaldatavad standardid ja/voi iihised
spetsifikatsioonid

Sisalduvad seadme STED kokkuvottes

Vaatimustenmukaisuusvakuutus, asetus (EU) 2017/745

Compass, Declaration of Conformity, EU, UK
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CENTURION

Taman vakuutuksen kieli, Finnish (fi)

Laillinen valmistaja

Centurion Medical Products, LP
100 Centurion Way

Williamston, MI 48895

USA

Rekisterinumero: US-MF-000002554

Tuotenimi

Compass-paineanturit

Tuotekoodit

Tuotekoodit ovat liitteena luettelossa 1

Yksilollinen UDI-DI-tunniste

0653160CMPCompassSWL

Kayttotarkoitus

Compass-laitteet on tarkoitettu fysiologisen paineen mittaamiseen.

Euroopan unionin asetukset

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

Sovellettava direktiivi

Asetus (EU) 2017/745

Vaatimuksenmukaisuuden arviointi

Liite IX

Riskiluokka

Klass IIa

Klassifikatsioon

Luokka 10, Liite VIII

Ilmoitettu laitos

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

John M. Keynesplien 9

1066 EP Amsterdam

Edustaja EU:n alueella

Medline International France SAS
5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Rekisterinumero: FR-AR-000001814

Sertifikaatin numero

MDR 759014

Sovellettavat standardit ja/tai yhteiset
eritelmat

Sisaltyvat laitteen teknisten asiakirjojen tiivistelmaan

Déclaration de conformité, réglement (UE) 2017/745

Compass, Declaration of Conformity, EU, UK
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CENTURION

Langue de cette declaration, French (fr)

Centurion Medical Products, LP

100 Centurion Way

Fabricant légal Williamston, MI 48895

USA

Numéro d’enregistrement unique: US-MF-000002554

Nom du produit Capteurs de pression Compass

Codes de produit Codes de produits joints a I'annexe 1

IUD-ID de base 0653160CMPCompassSWL

Fins prévues Les dispositifs Compass sont destinés a la mesure de la pression
physiologique.

Réglements de I'Union européenne

Nous déclarons par les présentes sous notre seule responsabilité que les produits mentionnés ci-dessus répondent aux
dispositions des réglements 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 IIa
Klassifikatsioon Régle 10, Annexe VIII
BSI, The Netherlands B.V. (2797)
Say Building

Organisme notifie John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Représentant dans I'UE 44110 Chateaubriant

France

Numéro d’enregistrement unique: FR-AR-000001814

Numéro d’homologation MDR 759014

Normes en vigueur et/ou spécifications

Inclus dans le document technique sommaire du dispositif
communes

Konformitétserkldrung, Verordnung (EU) 2017/745

Compass, Declaration of Conformity, EU, UK
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CENTURION

Text dieser Erkldrung, German (de)

Rechtmasiger Hersteller

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Einheitliche Meldenummer: US-MF-000002554

Produktbezeichnung

Compass-Druckwandler

vorgesehen.

Produktnummern Die Produktnummern sind in Anlage 1 beigefiigt.
Basis-UDI-DI 0653160CMPCompassSWL
Verwendungszweck Compass-Produkte sind zur Messung des physiologischen Drucks

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

Konformitatsbewertung

Anhang IX

Risikoklasse

Classe IIa

Klassifizierung

Regel 10, Anhang VIII

Benannte Stelle

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

John M. Keynesplien 9

1066 EP Amsterdam

Vertretung in der EU

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Einheitliche Meldenummer: FR-AR-000001814

Kennnummer

MDR 759014

Geltende Normen und/oder gemeinsame
Spezifikationen

In der STED des Produkts enthalten

AfAwon Zuppopdwong, Kavoviopog (EE) 2017/745

Compass, Declaration of Conformity, EU, UK
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CENTURION

NMwooa autig tng dnAwong, Greek (el)

NOMIHOG KATUOKEUACTIG

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Mepovmpévog apiBuog kaTaxwpiong: US-MF-000002554

‘Ovopa npoidvtog

Mop@oTponeic nisong Compass

Kwékol mpoidvtog

Kwdikoi npoidvTog ouvnupévol oTo Xpovodidypappa 1

Baoiké UDI-DI

0653160CMPCompassSWL

ZKonog yia TOvV onoio npoopiderail

vopoBeaia.

O1 ouokeuég Compass NpoopilovTal yia Tn PETPNON TNG PUCIOAOYIKNC
nieong.

Kavoviopoi Eupmnaiking ‘Evoong

Me Tnv napouoa dNAWVOULE HE anokAEIOTIKN Hag uBuvn OTI Ta NPoavapepopeva npoiovta nAnpolv TIC dIaTAEEIC TwV
akoAouBwv Kavoviopwv TnG EE r/kal Tng (Twv) odnyiag(wv) Tou SupBouliou, ONWE £XOUV LETAPEPDBEI TNV €BVIKN

IoxUouoa odnyia

Kavoviopog (EU) 2017/745

AEI0AOYNON CUHHOPPWONG

MapapTnua IX

KaTtnyopia kivduvou

KaTnyopia Ila

Tagivopnon

Kavovag 10, 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

Mepovwpevog apiBpog kataxwpiong: FR-AR-000001814

Ap10pO6G NICTONOINTIKOU

MDR 759014

IoxuovTa npoTtuna i/ kai Koivég
npodiaypageg

MepidauBaveral oTnv nepiAnyn TeXVIKNG Tekunpiwang (STED) Tou
TEXVOAOYIKOU NPOoidvTog

Megfelel6ségi nyilatkozat, (EU) 2017/745 rendelet

Compass, Declaration of Conformity, EU, UK
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CENTURION

A nyilatkozat nyelve, Hungarian (hu)

Centurion Medical Products, LP

100 Centurion Way

Hivatalos gyarto Williamston, MI 48895

USA

Egyedi regisztracios szam: US-MF-000002554

Termék neve Compass nyomasmérok (transzducerek)
Termékkadok Az 1. listaban szerepl6 termékkodok
Alapvet6 UDI-DI 0653160CMPCompassSWL
Rendeltetés

A Compass eszk0zok a fizioldgiai nyomas mérésére szolgalnak.

Eurdpai unios rendeletek

Kizardlagos felel6sséglink tudataban kijelentjiik, hogy a fent emlitett termékek megfelelnek a kévetkez6, nemzeti jogba
atlltetett unids rendeletek és/vagy tanacsi iranyelv(ek) rendelkezéseinek.

Alkalmazando iranyelv Rendelet (EU) 2017/745
Megfelel6ségértékelés Melléklet IX
Kockazati osztaly Osztaly I1a
Osztalyozas Szabaly10, Melléklet VIII
BSI, The Netherlands B.V. (2797)
Say Building

Bejelentett szervezet John M. Keynesplien 9

1066 EP Amsterdam

Medline International France SAS

5 Rue Charles Lindbergh,

Képviselet az EU-ban 44110 Chateaubriant

France

Egyedi regisztraciés szam: FR-AR-000001814

Tanusitvany szama MDR 759014

Alkalmazandoé szabvanyok és/vagy k6zos

Py Az eszk6z STED-Osszefoglaldja tartalmazza.
eloirasok

Dearbhi Comhréireachta, Rialachan (AE) 2017/745

Compass, Declaration of Conformity, EU, UK
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Teanga an dearbhaithe seo, Irish (ga)

CENTURION

Déantasoir Dlithiil

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Uimhir Chlaraithe Aonair: US-MF-000002554

Ainm an Tairge

Trasduchtdiri Bri Compais

Coid Tairge

Coid tairge faoi iamh i Sceideal 1

UDI-DI Bunuisach

0653160CMPCompassSWL

An Chrioch ata Beartaithe

sna dlichdrais naisiiinta iad.

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/nd na Treorach/na dTreoracha seo a leanas én gCombhairle faoi mar a trasuiodh isteach

Ta feisti compais beartaithe lena n-Usaid le bru fiseolaioch a
thomhas.

An treoir is infheidhme

Rialachan (EU) 2017/745

Measinu Comhréireachta

Iarscribhinn IX

Aicme Riosca

Aicme IIa

Aicmiu

Riail10, Aicme VIII

An Comhlacht ar Tugadh Fégra dé

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

John M. Keynesplien 9

1066 EP Amsterdam

Ionadai AE

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Uimhir Chlaraithe Aonair: FR-AR-000001814

Uimhir Teastais

MDR 759014

Caighdeain Infheidhme agus/né
Sonraiochtai Coiteanna

San aireamh san achoimre ar STED na feiste.

Dichiarazione di conformita, Regolamento (UE) 2017/745
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Page 16 of 28
Revision 0



CENTURION

Lingua della presente dichiarazione, Italian (it)

Fabbricante legale

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Numero di registrazione unico: US-MF-000002554

Denominazione del prodotto

Trasduttori di pressione Compass

Codici dei prodotti

Codici dei prodotti allegati al Programma 1

UDI-DI di base

0653160CMPCompassSWL

Uso previsto

Normative dell’'Unione Europea

I dispositivi Compass sono concepiti per la misurazione della
pressione fisiologica.

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 rischio

Classe IIa

Classificazione

Regola 10, Allegato VIII

Organismo notificato

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

John M. Keynesplien 9

1066 EP Amsterdam

Mandatario nell’'UE

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Numero di registrazione unico: FR-AR-000001814

Numero del certificato

MDR 759014

Norme pertinenti e/o Specifiche comuni

Incluso nel sommario della documentazione tecnica (STED)

Atbilstibas deklaracija, Regula (ES) 2017/745

Compass, Declaration of Conformity, EU, UK
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CENTURION

Sis deklaracijas valoda, Latvian (lv)

Centurion Medical Products, LP

100 Centurion Way

Juridiskais raZotajs Williamston, MI 48895

USA

Vienotais registracijas numurs: US-MF-000002554

Izstradajuma nosaukums Kompasa spiediena devéji
Izstradajuma kodi 1. grafika pievienotie izstradajuma kodi
Pamata UDI-DI 0653160CMPCompassSWL

Paredzétais mérkis o _ L .
Kompasa ierices ir paredzétas fiziologiska spiediena mérisanai.

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 novertéjums Pielikums IX

Riska klase Klase Ila

Klasifikacija Noteikums 10, Pielikums VIII
BSI, The Netherlands B.V. (2797)
Say Building

Pazinota iestade 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

Piemeérojamie standarti un/vai kopéjas

per = .. IekJauts ierices STED kopsavilkuma
specifikacijas

Atitikties deklaracija, Reglamentas (ES) 2017/745

Compass, Declaration of Conformity, EU, UK
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CENTURION

Sios deklaracijos kalba, Lithuanian (It)

Centurion Medical Products, LP

100 Centurion Way

Teisétas gamintojas Williamston, MI 48895

USA

Unikalusis registracijos numeris: US-MF-000002554

Gaminio pavadinimas »~Compass" slégio keitikliai
Gaminiy kodai Gaminiy kodai pridedami 1 priede
Bazinis UDI-DI 0653160CMPCompassSWL

Numatytoji paskirtis . . . . - N .
~Compass" priemoneés skirtos fiziologiniam slégiui matuoti.

Europos Sgjungos 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 Ila
Klasifikacija Taisyklé 10, Priedas VIII
BSI, The Netherlands B.V. (2797)
Say Building

Notifikuotoji jstaiga 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

Sertifikato Nr. MDR 759014

Taikomi standartai ir (arba) bendrosios

specifikacijos Itraukta j jrenginio STED santrauka

Dikjarazzjoni ta’ Konformita, Regolament (UE) 2017/745
Lingwa ta’ din id-dikjarazzjoni, Maltese (mt)

Compass, Declaration of Conformity, EU, UK
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CENTURION

Centurion Medical Products, LP

100 Centurion Way

Manifattur Legali Williamston, MI 48895

USA

Numru ta’ Registrazzjoni Uniku: US-MF-000002554

Isem tal-Prodott Trasduttur tal-Pressjoni tal-Boxxla

Kodici tal-Prodott Kodi¢i tal-prodott mehmuza fl-Iskeda 1

UDI-DI baziku 0653160CMPCompassSWL

Ghan Intenzjonat L-apparati tal-boxxla huma mahsuba ghall-keijl tal-pressjoni
fizjologika.

Regolamenti tal-Unjoni Ewropea

Ahna 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 Ila
Klassifikazzjoni Regola 10, Anness VIII
BSI, The Netherlands B.V. (2797)

Say Building
John M. Keynesplien 9
1066 EP Amsterdam

Korp Notifikat

Medline International France SAS

5 Rue Charles Lindbergh,

Rapprezentant tal-UE 44110 Chateaubriant

France

Numru ta’ Registrazzjoni Uniku: FR-AR-000001814

Numru ta¢-Certifikat MDR 759014

Standards Applikabbli u/jew

Spedifikazzjonijiet Komuni Inkluz/i fis-sommarju STED tal-apparat

Samsvarserklzering, forordning (EU) 2017/745

Compass, Declaration of Conformity, EU, UK
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CENTURION

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 Compass-trykktransdusere
Produktkoder Produktkoder vedlagt i plan 1
Grunnleggende UDI-DI 0653160CMPCompassSWL

Tiltenkt formal
Compass-enheter er beregnet pd maling av fysiologisk trykk.

EU-forordninger

Vi erklzerer herved under eneansvar at de ovennevnte produktene oppfyller bestemmelsene i de fglgende EU-
forordningene og/eller rédsdirektivene som innfert i nasjonale lover.

Aktuelt direktiv Forordning (EU) 2017/745
Samsvarsvurdering Vedlegg IX
Risikoklasse Klasse IIa
Klassifisering Regel 10, Vedlegg VIII
BSI, The Netherlands B.V. (2797)

Say Building
John M. Keynesplien 9
1066 EP Amsterdam

Teknisk kontrollorgan

Medline International France SAS

5 Rue Charles Lindbergh,

Representant i EU 44110 Chateaubriant

France

Individuelt registreringsnummer: FR-AR-000001814

Sertifikathummer MDR 759014

Aktuelle standarder og/eller felles

e Inkludert i enhetens STED-sammendrag
spesifikasjoner

Deklaracja zgodnosci, Rozporzadzenie (UE) 2017/745
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CENTURION

Jezyk niniejszej deklaracji, Polish (pl)

Centurion Medical Products, LP
100 Centurion Way

Oficjalny producent Williamston, MI 48895

USA

Niepowtarzalny numer rejestracyjny: US-MF-000002554
Produktnavn Przetworniki Compass do pomiaru cisnienia
Kody produktéow Kody produktéw zataczono jako Wykaz nr 1

Kod Basic UDI-DI

0653160CMPCompassSWL

Przewidziane zastosowanie

Przepisy Unii Europejskiej

Urzadzenia Compass sg przeznaczone do pomiaru cisnienia
fizjologicznego.

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

Majaca zastosowanie dyrektywa

Rozporzadzenie (EU) 2017/745

Ocena zgodnosci

Zatgcznik IX

Klasa ryzyka

Klasa Ila

Klasyfikacja

Reguta 10, Zatacznik VIII

Jednostka notyfikowana

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

John M. Keynesplien 9

1066 EP Amsterdam

Przedstawiciel w UE

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Niepowtarzalny numer rejestracyjny: FR-AR-000001814

Numer certyfikatu

MDR 759014

Majace zastosowanie normy lub wspéine
specyfikacje

Podane w skréconej wersji dokumentacji technicznej wyrobu

Declaragido de conformidade, Regulamento (UE) 2017/745
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CENTURION

Idioma desta declaragao, Portuguese (pt)

Fabricante legal

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Numero de registo Unico: US-MF-000002554

Nome do produto

Transdutores de pressdo Compass

Referéncias

As referéncias sdo indicadas no Anexo 1

Kod Basic UDI-DI

0653160CMPCompassSWL

Finalidade prevista

nacional.

Os dispositivos Compass destinam-se a medicdo da pressdo

fisiologica.

Regulamentos da Uniao Europeia

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

Diretiva aplicavel

Regulamento (EU) 2017/745

Avaliagao da conformidade

Anexo IX

Classe de risco

Classe IIa

Classificacdo

Regra 10, Anexo VIII

Organismo notificado

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

John M. Keynesplien 9

1066 EP Amsterdam

Representante na UE

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Numero de registo Unico: FR-AR-000001814

Numero de certificado

MDR 759014

Normas e/ou especificagbes comuns
aplicaveis

Incluido nos resumos STED do dispositivo

Declaratie de conformitate, Regulamentul (UE) 2017/745

Compass, Declaration of Conformity, EU, UK
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CENTURION

Limba acestei declaratii, Romanain (ro)

Producator legal

Centurion Medical Products, LP

100 Centurion Way

Williamston, MI 48895

USA

Numar unic de inregistrare: US-MF-000002554

Denumirea produsului

Transductoare de presiune Compass

Codurile produselor

Codurile produselor sunt atasate in Anexa 1

UDI-DI de baza

0653160CMPCompassSWL

Utilizarea prevazuta

Dispozitivele Compass sunt prevazute pentru masurarea presiunii
fiziologice.

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 Ila

Clasificare

Regula 10, Anexa VIII

Organism notificat

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

John M. Keynesplien 9

1066 EP Amsterdam

Reprezentant in UE

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Numar unic de inregistrare: FR-AR-000001814

Numarul certificatului

MDR 759014

Standarde si/sau specificatii comune
aplicabile

Incluse Tn rezumatul documentatiei tehnice a dispozitivului (STED)

Vyhlasenie o zhode, nariadenie (EU) 2017/745
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CENTURION

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 Snimace tlaku Compass
Koédy vyrobkov Kody vyrobkov uvedené v prilohe 1

Zakladné UDI-DI

0653160CMPCompassSWL

Ucel urcenia

Nariadenia Europskej tnie

Pomocky Compass su uréené na meranie fyziologického tlaku.

Tymto na vlastni zodpovednost’ vyhlasujeme, Ze predtym uvedené vyrobky spifiajui ustanovenia nasledujtcich 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 Ila

Klasifikacia

Pravidlo 10, Priloha VIII

Notifikovany organ

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

John M. Keynesplien 9

1066 EP Amsterdam

Zastupca EU

Medline International France SAS

5 Rue Charles Lindbergh,

44110 Chateaubriant

France

Jediné registracné cislo: FR-AR-000001814

Cislo osvedéenia

MDR 759014

Platné normy a/alebo spoloc¢né specifikacie

Zahrnuté v stihrne STED pomocky

Izjava o skladnosti, Uredba (EU) 2017/745
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Page 25 of 28
Revision 0



CENTURION

Jezik te izjave, Slovenian (sl)

Centurion Medical Products, LP

100 Centurion Way

Zakoniti proizvajalec Williamston, MI 48895

USA

Enotna registrska Stevilka: US-MF-000002554

Ime izdelka Tlacni pretvorniki Compass
Kode izdelkov Kode izdelkov so priloZzene v Prilogi 1
Osnovni UDI-DI 0653160CMPCompassSWL

Predvidena uporaba . v - L s ey
Pripomocki Compass so hamenjeni merjenju fizioloskega tlaka.

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 Ila
Klasifikacija Pravilo 10, Priloga VIII

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

John M. Keynesplien 9

1066 EP Amsterdam

Priglaseni organ

Medline International France SAS

5 Rue Charles Lindbergh,

Zastopnik v EU 44110 Chateaubriant

France

Enotna registrska Stevilka: FR-AR-000001814

Upostevni standardi in/ali skupne

i MDR 759014
specifikacije

Upostevni standardi in/ali skupne

specifikacije VkljuCeno v povzetek STED za pripomocek

Declaracion de conformidad, reglamento (UE) 2017/745
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CENTURION

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 Transductores de presion Compass

Cadigos de producto En el apéndice 1 figuran los codigos de productos

UDI-DI basico 0653160CMPCompassSWL

Fin previsto Los dispositivos de Compass estan indicados para medir la presion
fisiologica.

Reglamentos de la Unidn 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
Evaluacién de conformidad Anexo IX
Clase de riesgo Clase IIa
Clasificacion Regla 10, 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 en la UE 44110 Chateaubriant

France

Numero de registro Unico: FR-AR-000001814

Numero de certificado MDR 759014

Normas aplicables o especificaciones

Incluido en el documento técnico de resumen (STED) del producto
comunes

Forsiakran om 6verensstimmelse med forordning (EU) 2017/745

Compass, Declaration of Conformity, EU, UK
Page 27 of 28
Revision 0



CENTURION

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 Compass tryckgivare
Produktkoder Produktkoder bifogade i Schema 1
Grundlaggande UDI-DI 0653160CMPCompassSWL

Avsedd anvandnin
9 Compass-produkterna ar avsedda fér matning av fysiologiska tryck.

EU-forordningar

Vi forsakrar hdrmed pd vart eget ansvar att de ovan namnda produkterna uppfyller kraven i foljande EU-forordningar
och/eller Europarddets direktiv som inforlivats i nationella lagar.

Tillampligt direktiv Forordning (EU) 2017/745
Bedémning av dverensstammelse Bilaga IX
Riskklass Klass Ila
Klassificering Regel 10, 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
Tillampliga standarder och/eller Inkluderad i produktens sammanfattande tekniska dokumentation
gemensamma specifikationer (STED)
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