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Document Title: FINT.433 - Declaration of Conformity

Language of this declaration: English (translations available in the following pages)

MEDLINE
Declaration of conformity n° DC 243
Revision n° 20
Technical file # CE2012002
Legal manufacturer Medline Industries, LP.
Three Lake drive, Northfield, illinois 60093 USA
Single Registration Number US-MF-000009717
EU representative Medline International France SAS
5 rue Charles Lindbergh 44110 chéateaubriant - France
Single Registration Nu mber FR-AR-000001814
UK representative Medline Industries Ltd, WA4 6HL, UK
Product type Absorbent dressings
Intended use Absorbent Dressings are intended to absorb exudates.
Product codes See attached list
GMDN codes See attached list
EMDN codes See attached list

European Union Regulations:

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

Applicable regulation: Medical Device: Regulation (EU) 2017/745 of 5 April 2017
Medical Device classification Class I sterile; Rule n°4 or 5
Applicable standards and/or Common Specifications are
listed in technical file n°: CE2012002
Conformity assessment procedure Annex IX, part II
Certificate n° MDR 740876

Notified Bod
4 BSI Group The Netherlands B.V (2797)

UK Requlations

We herewith declare under our sole responsibility that the above-mentioned products comply with:
UK Medical device Regulation 2002 as amended
Medical Device Classification Class I; Rule n°6 and 7
UKCA Conformity assessment procedure: Part II, Annex V as modified by Part 2 of Schedule 2A to The Medical Devices Regulations 2002]
UKCA certificate n°: UKCA 751012
UKCA Approved Body: BSI Assurance UK Ltd (0086)
UK designated standards or technical specification: Same as EU standards

Australian Requlations:

This is a declaration of conformity made under clause 6.6 of Schedule 3 to the Therapeutic Goods (Medical Devices) Regulations 2002.

Each kind of medical device to which the declaration of conformity procedures applies, the production quality assurance procedures have also been
applied. Each kind of medical device to which the technical documentation applies complies with the

applicable provisions of the essential principles, the classification rules, and these procedures.

Authorised Signatory:

Digitally signed by Lilianna Hibbeln

DN: cn=Lilianna Hibbeln, o=Medline
Industries, LP, ou=Regulatory Affairs,
email=lhibbeln@medline.com, c=US
Date: 2025.01.16 17:02:53 -06'00"
Adobe Acrobat version: 2024.005.20320

Lilianna Hibbeln - Regulatory Affairs Manager 16 January 2025

Northfield, Illinois 60093 USA
Name - Title Place Date

Retention period: 10 years after the end of life
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Document Title: FINT.433 - Declaration of Conformity

o
MEDLIVE I3 . - . . . . .
Langue de la déclaration: E Francais (signature disponible dans la version anglaise en
premiere page)
Déclaration de conformité n° DC 243
Révision n° 20
Dossier technique n° CE2012002
Fabricant légal Medline Industries, LP.
Three Lake drive, Northfield, illinois 60093 USA
Numeéro d’enregistrement unique US-MF-000009717
Mandataire européen Medline International France SAS
5 rue Charles Lindbergh 44110 chateaubriant - France
Numéro d’enregistrement unique FR-AR-000001814
Type de produit Pansements absorbants
Utilisation prévue Les pansements absorbants sont destinés a absorber les exsudats.
Code(s) produit voir la liste jointe
Code(s) GMDN voir la liste jointe
Codes (s) EMDN voir la liste jointe

Législations de I'Union Européenne :

Nous déclarons sous notre seule responsabilité que les produits susmentionnés respectent les dispositions des directives
européennes et réglements Européens suivants:

Réglement applicable: Dispositif médical:
Reéglement (UE) 2017/745 du 5 avril 2017

Classification du dispositif médical Classe I stérile; Régle n°4 or 5
Normes et/ou spécifications communes listées dans le CE2012002
dossier technique n°:
Procédure d'évaluation de la conformité Annexe IX, part II
Certificat n° MDR 740876
Organisme Notifié (nom/numéro) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Document Title: FINT.433 - Declaration of Conformity
Sprache dieser Erklarung: Deutsch (Unterschrift in englischer Deklaration auf der ersten
/

Seite)
EU-Konformitatserklarung Nr. DC 243
Revision Nr. 20
Technische Unterlagen Nr. CE2012002

Page 3 of 21

Hersteller

Bevollmachtigter

Medline Industries, LP.
Three Lake drive, Northfield, illinois 60093 USA
Einzelregistrierungsnummer US-MF-000009717

Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant -

Produkt-Code (s)
GMDN-Code (s)
EMDN-Code (s)

France

Einzelregistrierungsnummer FR-AR-000001814
Produktart Saugfahige Verbande
Verwendungszweck Absorbierende Verbande sind dazu bestimmt, Exsudate zu absorbieren.

Siehe beigefligte Liste
Siehe beigeflgte Liste
Siehe beigefligte Liste

Verordnungen der Europdischen Union:

Medline erklart hiermit in alleiniger Verantwortung, dass die oben genannten Produkte den Bestimmungen der folgenden EU-
Verordnungen und / oder Richtlinien entsprechen, die in nationales Recht umgesetzt wurden.

Anwendbare Verordnung:

Klassifizierung von Produkten

Bescheinigung Nr.

Notifizierte Stelle (Name, Kennnummer)

Medizinprodukte :

Verordnung (EU) 2017/745 vom 5. April 2017

Klasse Nr. I steril; Regel Nr. 4 or 5

Geltende Normen und/oder allgemeine Spezifikationen sind in CE2012002
technischen Unterlagen n ° aufgelistet:

Konformitatsbewertungsverfahren Anhang IX, part II

MDR 740876

BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Document Title: FINT.433 - Declaration of Conformity

”m‘m Lingua di questa dichiarazione : @ Italiano ( Firma disponibile in dichiarazione inglese in
! prima pagina)

Dichiarazione di conformita UE N. DC 243

Revisione N. 20

Fascicolo tecnico N. CE2012002
Fabbricante Medline Industries, LP.

Three Lake drive, Northfield, illinois 60093 USA

Numero Registrazione singolo US-MF-000009717

Mandatario Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

Numero Registrazione singolo FR-AR-000001814
Tipo di prodotto Bendaggi assorbenti
Destinazione d'uso Le medicazioni assorbenti sono indicate per I'assorbimento degli essudati.
Codici dei prodotti vedi la lista allegata
Codici GMDN vedi la lista allegata
Codici EMDN vedi la lista allegata

Regolamenti dell'Unione Europea :

Medline dichiara, sotto la propria responsabilita, che i prodotti sopra menzionati rispettano i requisiti delle seguenti Direttive e/o
Regolamenti della comunita Europea cosi come recepiti dalle leggi nazionali.

Regolamento applicabile: Dispositivi medici :
Regolamento (UE) 2017/745 del 5 aprile 2017

Classificazione dei dispositivi Classe I sterile; Regola 4 or 5
Gli Standard applicabili e/o le specifiche Comunitarie sono CE2012002
elencate nel file tecnico n° :
Procedure di valutazione della conformita Allegato IX, part II
Certificato N. MDR 740876
Organismo notificato (denominazione, numero) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Document Title: FINT.433 - Declaration of Conformity

BWE Idioma de esta declaracion: espaiiol (Firma disponible en inglés declaracién en primera

MEDLINE

J pagina)

Declaracion UE de conformidad N.° DC 243

Revision N.° 20

Expediente técnico N.° CE2012002
Fabricante Medline Industries, LP.

Three Lake drive, Northfield, illinois 60093 USA
Numero de Registro Individual US-MF-000009717

Representante autorizado Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

Numero de Registro Individual FR-AR-000001814
Tipo de producto Apdsitos absorbentes
Uso previsto Los apdsitos absorbentes estan concebidos para absorber exudados.
Cédigo(s) de producto ver la lista anexa
Codigo(s) GMDN ver la lista anexa
Coédigo(s) EMDN ver la lista anexa

Reglamento de la Union Europea:

Declaramos bajo nuestra exclusiva responsabilidad que los productos antes mencionados cumplen las disposiciones de los
siguientes Reglamentos de la UE y las Directivas transpuestas a las leyes nacionales.

Reglamento aplicable: Productos sanitario :
Reglamento (UE) 2017 /745 de 5 de abril de 2017

Clasificacion de los productos Clase I estéril; Regla N.° 4 or 5
Los estandares aplicables y/o las especificaciones estan
descritas en el archivo N°: CE2012002
Procedimiento de evaluacién de la conformidad Anexo IX, part II
Certificado N.° MDR 740876
Organismo notificado (nombre, nimero) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life




Document Number: EU1-00019-F-00003 Revision: 6 Page 6 of 21

Document Title: FINT.433 - Declaration of Conformity
BWEN Idioma desta declaragao : @ Portugués

MEDLINE

(assinatura disponivel na declaragdo inglesa na primeira pagina)

Declaracao de conformidade UE n.° DC 243

Revisdo n.° 20

Documentacao técnica n.° CE2012002
Fabricante Medline Industries, LP.

Three Lake drive, Northfield, illinois 60093 USA

Namero Gnico de registo US-MF-000009717
Mandatario Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

Namero Gnico de registo FR-AR-000001814
Tipo de Produto Pensos absorventes
Uso pretendido Os Pensos Absorventes destinam-se a absorver exsudados.
Cédigo(s) de produto veja a lista anexa
Cédigo(s) GMDN veja a lista anexa
Cédigo(s) EMDN veja a lista anexa

Regulamentos da Unido Européia :

A Medline declarou, sob a sua exclusiva responsabilidade, que os produtos acima mencionados satisfazem as disposicées dos
seguintes regulamentos e / ou diretivas da UE transpostos para as leis nacionais.

Regulamento aplicavel: Dispositivos médicos:
Regulamento (UE) 2017/745 de 5 de abril de 2017

Classificacao dos dispositivos Classe I estéril; Rule n°4 or 5

Normas aplicaveis e / ou especificagdes comuns estdo

listadas na «technical file» n°: CE2012002
Procedimentos de avaliagdo da conformidade Anexo IX, part II
Certificado n.° MDR 740876
Organismo notificado ... (nome, nimero) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Document Title: FINT.433 - Declaration of Conformity

Taal van deze verklaring: [nl Nederlands

Revision: 6

Page 7 of 21

(Handtekening beschikbaar in de Engelse verklaring op de eerste pagina)

EU-conformiteitsverklaring nr.
Revisie nr. 20
Technische documentatie nr.

DC 243

CE2012002

Fabrikant Medline Industries, LP.

Eén registratienummer

Gemachtigde Medline International France SAS

Eén registratienummer

Three Lake drive, Northfield, illinois 60093 USA

US-MF-000009717

5 rue Charles Lindbergh 44110 chateaubriant - France

FR-AR-000001814

Producttype Absorberend verband

Bedoeld gebruik
Productcode(s)
GMDN-code(s)
EMDN-code(s)

zie bijgevoegde lijst
zie bijgevoegde lijst

zie bijgevoegde lijst

Absorberend verband is bedoeld om afscheiding te absorberen.

Verordeningen van de Europese Unie:

Medline verklaart hierbij onder volledige verantwoordelijkheid dat de hierboven vermelde producten voldoen aan de voorwaarden
van de volgende EU-bepalingen en/of richtlijnen zoals omgezet in nationale wetgeving.

Toepasselijke Verordening :

Classificatie van hulpmiddelen

De toepasselijke normen en / of algemene specificaties worden
vermeld in het technisch dossier nr.

Conformiteitsbeoordelingsprocedures
Certificaat nr.
Aangemelde instantie (naam, nummer)

Medisch apparaat:
Verordening (EU) 2017/745 van 5 april 2017

Klasse I steriel; Regel nr. 4 or 5

CE2012002

Bijlage IX, part II
MDR 740876
BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Document Title: FINT.433 - Declaration of Conformity

- Sprak i denna deklaration: |§| Svenska
(Al (Deklarationen &r signerad pa den engelska versionens forsta sida)

EU-forsdakran om overensstammelse nr. DC 243

Revision nr. 20
Teknisk dokumentation nr. CE2012002
Tillverkare Medline Industries, LP.

Three Lake drive, Northfield, illinois 60093 USA
Specifikt Registrerings nummer US-MF-000009717

Tillverkarens representant Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

Specifikt Registrerings nummer FR-AR-000001814
Produkttyp Absorberande bandage
Avsedd anvdandning Absorberande férband ar avsedda att absorbera exsudat.
Artiklenummer Se bifogad lista
GMDN kod Se bifogad lista
EMDN kod Se bifogad lista

Europeiska Unionens Forordningar:

"Medline tar ansvar foér att ovannamnda produkter uppfyller bestammelserna i féljande EU-férordningar och / eller direktiv som
infoérlivats i nationell lagstiftning.

Tillampligt regelverk: Medicintekniska
Forordning (EU) 2017/745 av den 5 april 2017 om
medicintekniska produkter

Klassificering av produkter Klass I steril; Regel 4 or 5
Specifikationer och applicerbara standarder aterfinns i den CE2012002
tekniska file
Forfaranden fér bedémning av 6verensstammelse Bilaga IX, part II
Intyg nr. MDR 740876
Anmalda organet (namn, nummer) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Sproget i denne erklaering : Dansk

(Underskrift til rédighed pa den farste side i den engelske erkleering)

EU-overensstemmelseserklaring Nr. DC 243

Revision Nr.
Teknisk dokumentation Nr.

20
CE2012002

Fabrikant

Bemyndiget reprassentant

Medline Industries, LP.
Three Lake drive, Northfield, illinois 60093 USA

Registreringsnummer US-MF-000009717

Medline International France SAS
5 rue Charles Lindbergh 44110 chateaubriant - France
Registreringsnummer FR-AR-000001814

Produkttype

Absorberende forbindinger

Anvendelsesformal
Produktkode
GMDN kode

EMDN kode

Absorberende bandager er beregnet til absorbering af eksudater.
se vedhaeftet liste
se vedhaeftet liste

se vedhaeftet liste

EU-forordninger :

Medline hermed erklaerer hermed under eget ansvar, at ovennavnte produkter opfylder bestemmelserne i de fglgende EU-
forordninger og / eller direktiv(er), som er gennemfgrt i national lovgivning

Galdende regulering:

Klassificering af udstyr

Medicinsk udstyr:
Forordning (EU) 2017/745 af 5. april 2017.

Klasse I steril; Regel 4 or 5

Specifikationer og aplicerbare standarder findes i den CE2012002
tekniske fil
Overensstemmelsesvurderingsprocedurer Bilag IX, part II
Certifikat Nr. MDR 740876
Bemyndigede organ (navn, nummer) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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s [
MEDLINE

Taman vakuutuksen kieli: ﬂ Suomi

Revision: 6
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(Allekirjoitus on englanninkielisen vakuutuksen ensimmaisella sivulla.)

EU-vaatimustenmukaisuusvakuutus nro.
Tarkistus nro. 20
Tekniset asiakirjat nro.

DC 243

CE2012002

Valmistajalla Medline Industries, LP.

Yksi rekisterointinumero

Valtuutetulla edustajalla

Yksi rekisterointinumero

Three Lake drive, Northfield, illinois 60093 USA

US-MF-000009717

Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

FR-AR-000001814

Tuotetyyppi Imukykyiset sidokset

Kayttotarkoitus
Tuotekoodi(t) katso liitteena oleva luettelo
GMDN-koodi(t)

EMDN-koodi(t)

katso liitteena oleva luettelo

katso liitteena oleva luettelo

Imukykyiset siteet on tarkoitettu imemaan eritteita.

Euroopan unionin asetukset:

Medline vakuuttaa taten olevansa yksin vastuussa siitd, ettd edelld mainitut tuotteet tdyttdvat seuraavien EU-asetusten ja/tai -
direktiivien saanndkset sellaisina kuin ne on saatettu osaksi kansallista lainsaddantoa.

Sovellettava asetus:

Laitteiden luokitus

Kayttétavat ja/tai tuotetiedot ovat teknisisséa tiedoissa

Vaatimustenmukaisuuden arviointimenettelyt
Todistuksen nro.
Ilmoitetun laitoksen (nimi, numero)

Ladkinnallinen laite:
Asetus (EU) 2017/745 annettu 5 pdivdana huhtikuuta
2017

Luokkaan I steriili; Saanté 4 or 5
CE2012002

liitteessa IX, part II
MDR 740876
BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Document Title: FINT.433 - Declaration of Conformity
Jezyk niniejszej deklaracji: @ Polski

MEDLINE

(Podpis dostepny na pierwszej stronie deklaracji w angielskiej wersji jezykowej)

Deklaracja zgodnosci UE nr. DC 243

Wersja nr. 20

Dokumentacja techniczna nr. CE2012002
Producent Medline Industries, LP.

Three Lake drive, Northfield, illinois 60093 USA

Indywidualny numer rejestracyjny US-MF-000009717

Upowazniony przedstawiciel Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

Indywidualny numer rejestracyjny FR-AR-000001814
Typ produktu Opatrunki chtonne
Przeznaczenie Opatrunki chtonne sg przeznaczone do wchfaniania wysiekdw.
Kod(y) produktu patrz zataczona lista
Kod(y) GMDN patrz zataczona lista
Kod(y) EMDN patrz zataczona lista

Rozporzadzenia Unii Europejskiej:

Firma Medline jako jedyny podmiot odpowiedzialny niniejszym o$wiadcza, ze wspomniane wyzej produkty spetniajg warunki
nastepujacych rozporzadzen i/lub dyrektyw(y) UE w formie, w jakiej zostaty przetransponowane do prawa krajowego.

Obowiagzujaca rozporzadzenie : Urzadzenie medyczne:
Rozporzadzeniem (UE) 2017/745 z dnia 5 kwietnia 2017
r.

Klasyfikacja wyrobow Klasy I jatowy; Regula nr. 4 or 5
Obowigzujace normy i/lub wspdlne specyfikacje sa CE2012002
wymienione w dokumentacji technicznej nr :
Procedury oceny zgodnosci Zatacznik IX, part II
Certyfikat nr. MDR 740876
Jednostki notyfikujacej ... (nazwa, numer) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Limba acestei declaratii: [rol Roman

(Semnatura disponibila in declaratia in limba engleza de pe prima pagina)

Declaratia de conformitate UE nr. DC 243

Revizuirea nr. 20

Documentatia tehnica nr. CE2012002
Producator Medline Industries, LP.

Three Lake drive, Northfield, illinois 60093 USA

Numar unic de inregistrare US-MF-000009717
Reprezentant autorizat Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

Numar unic de inregistrare FR-AR-000001814
Tip de produs Bandaje absorbante
Utilizarea prevazuta Pansamentele absorbante sunt destinate absorbirii exsudatelor.
Codul(codurile) produsului consultati lista atasata
Cod(coduri) GMDN consultati lista atasata
Cod(coduri) EMDN consultati lista atasata

Regulamentele Uniunii Europene:

Prin prezenta, Medline declara pe propria raspundere ca produsele mentionate mai sus respecta prevederile urmatoarelor
Regulamente si/sau Directive UE, asa cum sunt acestea transpuse in legislatia nationala.

Regulamentul aplicabil: Dispozitiv medical:
Regulamentul (UE) 2017/745 din 5 aprilie 2017

Clasificarea dispozitivelor Clasa I steril; Regula nr. 4 or 5
Standardele aplicable si/sau specificatiile obisnuite sunt CE2012002
prezentate in dosarul tehnic nr.
Proceduri de evaluare a conformitatii Anexa IX, part II
Certificat nr. MDR 740876 raspundere
Organismului notificat (denumire, numar) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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«??'f?ﬁ Jazyk prohlaseni: @ esky jazyk

(Podpis je k dispozici na prvni strané prohlaseni v anglictiné)

EU prohlaseni o shodé ¢. DC 243
Revize ¢. 20
Technicka dokumentace ¢. CE2012002
Vyrobcem Medline Industries, LP.
Three Lake drive, Northfield, illinois 60093 USA
Jednotlivé registracni cislo US-MF-000009717
Zplnomocnénym zastupcem Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

Jednotlivé registracni cislo FR-AR-000001814
Typ vyrobku Savé obvazy
ZamysSlené pouziti Absorpéni kryti je uréeno k absorpci exudatd.
Kod(y) vyrobku viz pfilozeny seznam
Kéd(y) GMDN viz pfilozeny seznam
Kéd(y) EMDN viz prilozeny seznam

Narizeni Evropské unie:

Spolecnost Medline timto prohlasuje, Ze vylu¢né odpovida za to, ze vySe uvedené vyrobky splfuji ustanoveni nasledujicich
narizeni a smérnic EU, jak jsou provedeny ve vnitrostatnim pravu.

Platné nafizeni : Zdravotnicky prostiedek:
Nafizeni (EU) 2017/745 ze dne 5. dubna 2017

Klasifikace prostredk{ Ttida I sterilni ; Pravidlo & 4 or 5
Platné standardy a bézné specifikace jsou uvedené v CE2012002
technickém souboru c.
Postupy posuzovani shody Pfiloha IX, part II
Certifikat C. MDR 740876
Oznameného subjektu (nazev, Cislo) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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ks FAwoaoa otnv onoia &xel ouvTaxBei autn n dNAWaON: EAAnvika
/ (Ynoypaon d1aBéoiun oTnv ayyAikn dnAwaon, aTnv npwTn oeAida)

dnAwon cuppopPpwong EE api®. DC 243

AvaBempnon apib. 20

TeXVIKOG pakeAOG apiB. CE2012002
KaTaokeguaoTig Medline Industries, LP.

Three Lake drive, Northfield, illinois 60093 USA
Eviaiog ApiOuoG MnTp®ou US-MF-000009717
EE0uc1030TNHEVOG AVTINPOOMNOG Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

Eviaiog ApiOu6Gg MnTp®@ou FR-AR-000001814
TUnog npoiovTog AnoppoPNTIKEG YAleg
npoBAsnopevn xpnon O1 anoppo®nTikoi enideauol XRD npoopilovTal va anoppo@ouv Ta e€1dpwuaTa.
Kwdi1kog(oi) npoiovrog BA. ouvnupévn AioTta
Kwdikog(oi) GMDN BA. ouvnuuévn AioTta
Kwdikog(oi) EMDN BA. ouvnuuévn AioTta

Kavoviopoug Tng Eupwndaikng ‘Eveong:

H Medline pe Tnv napoloa dNA®VEI e anoKAEIOTIKN TNG €uBUVN OTI Ta Npoava@epBEvTa npoidvTa NnAnpolv Tig dIATAgeIg TwV
napakaTw Kavoviouwyv n/kal Tng (Twv) odnyiag (10v) Tng EE, 0nwg €xouv PeTaQepBei OTIG €BVIKEG VOUOBETIEG.

IoXUWV KavovioHOoG : IaTpoTeXVOAOYIKO NpPoiov:
Kavoviopog (EE) 2017 /745 TnG 5nG AnpiAiou 2017

Ta&ivounon TEXVOAOYIKWV NPOoioVTwY KaTtnyopiag I oreipog; Kavdvag api® 4 or 5
Ta epappoaoTéa npoTuna kai/f ol Koivég Mpodiaypageg CE2012002
avagépovTal oTo TEXVIKO apyeio ap.
Aiadikaoieg aloAdynong TNG CUPPOPPWaOnG Napdaptnua IX, part II
MioTonoinTikd api MDR 740876
Koivonoinuévou opyaviopou ... (ovopaaia, apiBuog). BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life




Document Number: EU1-00019-F-00003

Document Title: FINT.433 - Declaration of Conformity

talalhatd)

Revision: 6 Page 15 of 21

A nyilatkozat nyelve: @ Magyar nyelv (Az aldiras az angol nyelvi nyilatkozat els6 oldalan
/

sz. EU-megfelel6ségi nyilatkozatot DC 243
sz. Revizié 20
sz. Miiszaki dokumentacié CE2012002

Gyarto Medline Industries, LP.

Meghatalmazott képvisel6

Egyedi regisztracios szam

Egyedi regisztracios szam

Three Lake drive, Northfield, illinois 60093 USA

US-MF-000009717

Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

FR-AR-000001814

Terméktipus Nedvszivd kotszerek
Rendeltetésszerii

hasznalat

Termékkod(ok) lasd a mellékelt listat

GMDN kéd(ok)
EMDN kéd(ok)

lasd a mellékelt listat

lasd a mellékelt listat

A nedvszivo kotszerek a valadék felszivasara szolgalnak.

Eurdpai unids rendeletek:

A Medline ezuton sajat kizarolagos felel6sségére kijelenti, hogy a fent emlitett termékek megfelelnek az alabbi, a nemzeti
jogrendszerekbe atlltetett EU-rendeleteknek, illetve irdnyelveknek.

Vonatkozé rendelet:

Az orvostechnikai eszk6zok osztalyozasa

Az alkalmazott szabvanyok és/vagy a gyakori specifikaciok
az n° technikai fajlban vannak felsorolva

Medfelel6ségértékelési eljarasok
sz. Tanusitvany
Bejelentett szervezet (név, szam)

Orvostechnikai eszk6zokrol:
(EU) 2017/745 rendelete (2017. aprilis 5.)

Osztaly I steril; sz. Szabaly 4 or 5
CE2012002
IX, part II melléklete

MDR 740876
BSI Group The Netherlands B.V (2797)
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BVl Jazyk tohto vyhlasenia: @ Slovensky jazyk

AEDLIV

7 (Podpis je dostupny vo vyhlaseni v anglickom jazyku na prvej strane)

EU vyhlasenie o zhode é&. DC 243
Revizie €. 20
Technicka dokumentacia ¢. CE2012002

Vyrobca

Splnomocneny zastupca

Medline Industries, LP.
Three Lake drive, Northfield, illinois 60093 USA

Jednotné registracné cislo US-MF-000009717
Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France
Jednotné registracné cislo FR-AR-000001814

Typ produktu

Absorpcné obvazy

Zamysl'ané pouzitie
Kod(-y) produktu
Kéd(-y) GMDN
Kéd(-y) EMDN

Absorpcné obvazy su urcené na absorpciu exsudatov.
pozri prilozeny zoznam
pozri prilozeny zoznam

pozri prilozeny zoznam

Nariadenia Eurdpskej Unie:

predpisov.

Spolo¢nost Medline tymto pod jej vyhradnou zodpovednostou vyhlasuje, Ze vy&die spomenuté produkty spifiajt ustanovenia
nasledujucich nariadeni Eurdpskej Unie a/alebo smernice (smernic) v zneni, v akom boli prevedené do vnltrostatnych pravnych

Prislu$né nariadenie:
Klasifikacia pomocok
technickej dokumentacii ¢.

Postupy posudzovania zhody
Certifikat ¢.

Pomaocka: .
Nariadenie (EU) 2017/745 z 5. aprila 2017

Trieda I sterilné ; Pravidlo ¢. 4 or 5

Prislusné normy a/alebo spolo¢né Specifikacie st uvedené v CE2012002

Priloha IX, part II
MDR 740876

Notifikovanej osoby ... (nazov, Cislo) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life




Document Number: EU1-00019-F-00003 Revision: 6 Page 17 of 21

Document Title: FINT.433 - Declaration of Conformity
Jezik te izjave: @I Slovenski jezik (Podpis je na voljo pri angleski izjavi na prvi strani)
/

Izjava EU o skladnosti st. DC 243
Revizija st. 20
Tehni¢na dokumentacija st. CE2012002

Proizvajalec Medline Industries, LP.

Three Lake drive, Northfield, illinois 60093 USA
Enotna registrska stevilka US-MF-000009717
Pooblasceni zastopnik Medline International France SAS

5 rue Charles Lindbergh 44110 chateaubriant - France

Enotna registrska stevilka FR-AR-000001814
Tip izdelka Vpojne obveze
Predvidena uporaba Vpojne obloge so namenjene za absorpcijo izcedkov.
Kode izdelka glej prilozeni seznam
Kode GMDN glej prilozeni seznam
Kode EMDN glej prilozeni seznam

Predpisi Evropske unije:

Podjetje Medline z izklju¢no odgovornostjo izjavlja, da zgoraj omenjeni izdelki ustrezajo dolocbam naslednjih uredb in/ali direktiv
EU, kot so prenesene v drzavne zakonodaje.

Veljavna uredba: Medicinski pripomocek:
Uredba (EU) 2017/745 z dne 5. aprila 2017

Razvrstitev pripomockov Razred I sterilno; Pravilo st. 4 or 5
Veljavni standardi in/ali skupne specifikacije so navedeni CE2012002
technicni dokumentaciji st
Postopki ugotavljanja skladnosti Priloga IX, part II
Certifikat St. MDR 740876
PriglaSenega organa (ime, Stevilka) BSI Group The Netherlands B.V (2797)
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Sis deklaracijas valoda: ELatvieéu (turpmakajas lappusés pieejami tulkojumi)

Atbilstibas deklaracijas Nr. DC 243
Parskatitas redakcijas Nr. 20
Tehniska faila Nr. CE2012002
Oficialais razotajs Medline Industries, LP.
Three Lake drive, Northfield, illinois 60093 USA
Vienotais registracijas numurs US-MF-000009717
Parstavis ES Medline International France SAS
5 rue Charles Lindbergh 44110 chateaubriant - France
Vienotais registracijas numurs FR-AR-000001814
Produkta veids Absorbéjosi parsienamie
Paredzétais lietojums Absorbéjosie parséji ir paredzéti eksudatu absorbésanai.
Produktu kodi Skatit pievienoto sarakstu
GMDN kodi Skatit pievienoto sarakstu
EMDN kodi Skatit pievienoto sarakstu

Eiropas Savienibas regulas:

Vienigi uz savu atbildibu deklar&jam, ka iepriekSminétais produkts atbilst visu turpmak uzskaitito ES regulu un/vai Padomes
direktivu prasibam, kadas tas transponétas valstu tiesibu aktos.

Piemérojama regula: Medicinas ierice:
Regula (ES) 2017/745 (2017. gada 5. aprilis)

Medicinas iericu klasifikacija Klase I sterili; Noteikums Nr.4 or 5
Piemé&rojamie standarti un/vai kopéja CE2012002
specifikacija ir noraditi tehniskaja faila Nr.:
Atbilstibas novértésanas procedira Pielikums IX, part II
Sertifikata Nr. MDR 740876

Pazinota struktura

BSI Group The Netherlands B.V (2797)
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Bu beyanin dili: ElTiirkge (ceviriler sonraki sayfalarda mevcut)

Uyumluluk beyani no DC 243
Revizyon no 20
Teknik dosya CE2012002
Yasal iiretici Medline Industries, LP.
Three Lake drive, Northfield, illinois 60093 USA
Tek Kayit Numarasi US-MF-000009717
AB yetkili temsilcisi Medline International France SAS
5 rue Charles Lindbergh 44110 chateaubriant - France
Tek Kayit Numarasi FR-AR-000001814
Uriin tipi Emici Sarg!
Kullanim amaci Emici Sargi Bezleri ekstdalari emmek igin tasarlanmistir.
Uriin kodlari Ekteki listeye bakin
GMDN kodlari2 Ekteki listeye bakin
EMDN kodlari Ekteki listeye bakin

Avrupa Birligi Yonetmelikleri:

Yukarida belirtilen Grtnlerin, ulusal yasalara aktarilan asagidaki AB Yonetmelikleri ve/veya Konsey Direktif(ler)inin hikimlerine
uygun oldugunu tamamen kendi sorumlulugumuz altinda beyan ederiz.

Gegerli yonetmelik: Tibbi Cihaz:
Yonetmelik (AB) 2017/745 05 Nisan 2017

Tibbi Cihazlar siniflandirma Sinif T steril; Kural no 4 or 5
Gegerli standartlar ve/veya Ortak Ozellikler CE2012002
teknik dosya n°: olarak listelenmistir. :
Uyumluluk degerlendirme proseduri Ek IX, partII
Sertifika no

MDR 740876

I K
Onayl Kurum BSI Group The Netherlands B.V (2797)
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Sios deklaracijos kalba: E Lietuviy (vertimai pateikiami tolesniuose puslapiuose)

Atitikties deklaracija Nr. DC 243
Perziura Nr. 20
Techninis failas Nr. CE2012002
Oficialus gamintojas Medline Industries, LP.
Three Lake drive, Northfield, illinois 60093 USA
Unikalusis registracijos numeris US-MF-000009717
ES atstovas Medline International France SAS
5 rue Charles Lindbergh 44110 chateaubriant - France
Unikalusis registracijos numeris FR-AR-000001814
Gaminio tipas Absorbuojantys tvarsdiai
Numatytasis naudojimas Absorbuojantys tvarsciai skirti eksudatui sugerti.
Gaminio kodai zidreti pridedama sarasa
GMDN kodas zidréti pridedama sarasa
EMDN kodas zidréti pridedama sarasa

Europos Sajungos reglamentai:

Esame atsakingi, kad pirmiau minéti gaminiai atitinka toliau pateikty ES reglamenty ir (arba) Tarybos direktyvos (-u), perkelty i
nacionalinius jstatymus, nuostatas.

Taikoma reglamentas: Medicinos priemoné:
2017 m. balandzio 5 d. Reglamentas (ES) 2017/745

Medicinos priemoniy klasifikacija Klasé I sterilus; taisyklé Nr.4 or 5
Taikomi standartai ir (arba) bendrosios CE2012002
specifikacijos nurodytos techniniame faile Nr.:
Atitikties vertinimo procediros Priedas IX, part II
Notifikuotof taiga VDR 740576
BSI Group The Netherlands B.V (2797)
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E3uK Ha HacToswaTa Aeknapaums: @ Bbnrapckm (npeBonu Cca npenocrtaBeHU Ha

cnepBawmTe CTpaHuLn)

Aexnapauunna 3a cboTrBercTtBue N2 DC 243
MpepaboTteHo usgaHmne N2 20
TexHunuyecko gocue N° CE2012002

OdmumaneH nponssoauTen Medline Industries, LP.

Mpeacrasuten B EC

Three Lake drive, Northfield, illinois 60093 USA

EAVMHEH perncrpauuoHeH HOMep US-MF-000009717

Medline International France SAS
5 rue Charles Lindbergh 44110 chateaubriant - France

EaMHeH perncrpaumMoHeH Homep FR-AR-000001814

Tvn npoaykTr

Abcopbupalmte npeBpb3KKN

NMpeasuaeHa ynortpeba
KopoBe Ha npoaykTta
GMDN kopose

EMDN kopose

AbcopbupalnTe NpeBpb3KU ca NpeaHasHadeHu ga abcopbupat ekcygaTuTe.
BMXXTE MPUMIOXKEHUS CMIUCHK
BMXXTe NMPUMIOXKEHUS CMIUCHK

BuxTe NpuaoXeHns cnncbk

PernameHTn Ha EBponenckusa cbios:

C HacToAWOTO AeKNapupaMe Ha CBOS JIMYHA OTFOBOPHOCT, Ye ropecnoMeHaTuTe NpoAyKTW OTrOBapsT Ha pasnopenburte Ha
cnepgHuTe pernameHTn Ha EC n/vnun anpektnemn Ha CbBeTa, KakTo ca TPAHCMOHMPaHM B HALMOHANHUTE 3aKOHM.

npunomuma periamMeHT:

MeauumHcko nspenue:
PernamenT (EC) 2017/745 ot 5 anpun 2017 r.

Knacudukaumsa Ha MeauUMHCKUTE U3genus

Knac I ctepunnu; Mpasuno N4 or 5

MpunoxuMmute cTaHgapT u/mnu oéwm
cneundunkaumnm ca n3bpoeHn B TEXHNMYECKO Aocue
NO:
Mpoueaypa 3a oueHsIBaHe Ha CbOTBETCTBMETO
CeptudumkaT N2
Hotndurumnpax opran

CE2012002

Mpunoxenune IX, part II
MDR 740876
BSI Group The Netherlands B.V (2797)
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MEDLINE

DC Number: DC243

4

(en) Product Code(s) (en) GMDN code

(fr) code GMDN/ (de) (fr) code EMDN/ (de)
GMDN code/ (it) Codici EMDN code/ (it) Codici
GMDN / (es) Codigo GMDN GMDN/ (es) Codigo EMDN/
/ (pt)Codigo GMDN / (nl) (pt) Codigo EMDN/ (nl)
GMDN-code/ (sv) GMDN EMDN-code/ (sv) EMDN
kod/ (da) GMDN kode/ (fi) kod/ (da)EMDN kode/ (fi)
GMDN-koodi/ (pl) Kod EMDN-koodi/ (pl) Kod
GMDN/ (ro) Cod GMDN/ EMDN/ (ro) Cod EMDN/
(cs) Kéd GMDN/ (el) (cs) Kod EMDN/ (el)

Kwd1k6g GMDN/ (hu) Kwd1k6g EMDN/ (hu) EMDN
GMDN koéd/ (sk) Kod GMDN kod/ (sk) Kod EMDN/ (sl)

(en) EMDN code

(fr) Codes produits/ (de) Produkt-
Code (s)/ (it) Codici dei
prodotti/(es) Codigo(s) de
producto/ (pt) Codigo(s) de
produto/ (nl) Productcode(s)/ (sv)
Artiklenummer/ (da)Produktkode/
(fi)Tuotekoodi(t)/ (pl) Kod(y)
produktu/ (ro) Codul(codurile)
produsului/(cs) Kod(y) vyrobku/
(el) Kmdikag(oi) npoiovrog/ (hu)
Termékkod(ok)/ (sk) Kod(-y)

produktu/ (sl) Kode izdelka / (sl) Kode GMDN Kode EMDN
ABD1010 48134 M0201020101
ABD1020 48134 M0201020101
ABD1525 48134 M0201020101
ABD2020 48134 M0201020101
ABD2040 48134 M0201020101
GS2P101012 48134 M0201020101
GS3P101008 48134 M0201020101
GS3P757508 48134 M0201020101
GS5P050508 48134 M0201020101
GS5P101008 48134 M0201020101
GS5P101008G 48134 M0201020101

Pagel1/1

(en) Basic UDI-DI

(fr) IUD-ID de base/ (de) Basis-UDI-
DI/ (it) UDI-DI di base/ (es) UDI-DI
basico/ (pt) UDI-DI basico/ (nl) Basic
UDI-DI/ (sv) grundidggande UDI-DI/
(da) Den grundlaeggende UDI-DI/ (fi)
yksil6llisen UDI-DI-tunnisteen/ (pl)
Kod Basic UDI-DI/ (ro) UDI-DI de
baza/ (cs) zakladniho UDI-DI/ (el)
Baoiko UDI-DI/ (hu) alapvet6 UDI-DI/
(sk) Zzakladny UDI-DI/(sl) Osnovni
UDI-DI

0884389DC243STIN
0884389DC243STIN
0884389DC243STIN
0884389DC243STIN
0884389DC243STIN
0884389DC243STIN
0884389DC243STIN
0884389DC243STIN
0884389DC243STIN
0884389DC243STIN

0884389DC243STIN

48134 Woven gauze pad, sterile
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