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Title: FINT.433 - Declaration of Conformity

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

MEDLINE

Revision n°
Technical file n°

Declaration of conformity n° DC 80A

25
01A

Legal manufacturer

EU representative

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

Single Registration Number FR-MF-000000676
Not applicable

Single Registration Number Not applicable

UK representative

Medline Industries Ltd, WA4 6HL, UK

Product type

Sterile surgical procedure drape

Intended use

Product codes
GMDN codes
EMDN codes

A surgical drape is intended to provide a barrier between the patient and the clinician as well as between
the patient and the surgical environment. A Surgical drape is designed to isolate a surgical site from
contamination (e.g., microorganisms, body fluids, particulate matter) on the patient’s body. These
products are intended to be used in sterile conditions.

See attached list
See attached list

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 classification

Medical Device: Regulation (EU) 2017/745 of 5 April 2017

Class Is; Rule n°1

Applicable standards and/or Common Specifications are

listed in technical file n°:
Conformity assessment procedure
Certificate n°
Notified Body

01A
Annex XI, part A

MDR 768587
BSI Group The Netherlands B.V (2797)

UK Regulations:

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 Is; Rule n°1

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 752994

UKCA Approved Body: BSI Assurance UK Ltd. (0086)
UK designated standards or technical specification: Same as EU standards

Australian Regulations:

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:

Signature: &fﬂl’lle(/] Dorvitly

Stanley Dorvilly (Sep 16, 2026 12:52:13 GMT+2)
Email: Stanley.Dorvilly@medline.com

09/16/2026

Stanley Dorvilly- Regulatory Affairs Director 44110 Chéateaubriant - France

Name - Title

Place Date

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

[ Langue de la déclaration: E Frangais (signature disponible dans la version anglaise en premiére page)

MEDLINE

, Déclaration de conformité n° DC 80A
Révision n° 25
Dossier technique n° 01A
Fabricant légal Medline International France SAS
5 rue Charles Lindbergh 44110 Chéateaubriant - France
Numeéro d’enregistrement unique FR-MF-000000676
Mandataire européen Non applicable
Numéro d’enregistrement unique Non applicable
Type de produit Champs opératoires stériles
Utilisation prévue Un champ opératoire est destiné a constituer une barriére entre le patient et le clinicien, ainsi
gu'entre le patient et I'environnement chirurgical. Un drap chirurgical congu pour isoler un site
chirurgical de toute contamination (par exemple : micro-organismes, fluides corporels, particules)
sur le corps du patient. Ces produits sont destinés a étre utilisés dans des conditions stériles.
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: Réglement (UE) 2017/745 du 5 avril
2017
Classification du dispositif médical Classe Is; Regle n°1
Normes et/ou spécifications communes listées dans le dossier
technique n°: 01A
Procédure d'évaluation de la conformité Annexe XI, part A
Certificat n° MDR 768587
Organisme Notifié (nom/numéro) BSI Group The Netherlands B.V (2797)

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

[ Sprache dieser Erklarung: Deutsch (Unterschrift in englischer Deklaration auf der ersten Seite)

MEDLINE . .
, EU-Konformitadtserklarung Nr . DC 80A
: Revision Nr. 25
Technische Unterlage Nr. 01A
Hersteller Medline International France SAS
5 rue Charles Lindbergh 44110
Chateaubriant - France
Einzelregistrierungsnummer FR-MF-000000676
Bevollmachtigter Nicht zutreffend
Einzelregistrierungsnummer Nicht zutreffend
Produktart Sterile OP-Abdeckttcher
Verwendungszweck Ein OP-Abdecktuch soll eine Barriere zwischen dem Patienten und dem medizinischen Personal
sowie zwischen dem Patienten und der chirurgischen Umgebung bilden. Ein OP-Abdecktuch
dient dazu, die Operationsstelle vor Kontaminationen (z. B. Mikroorganismen,
Korperflissigkeiten, Partikel) am Koérper des Patienten zu schiitzen. Diese Produkte sind fir die
Verwendung unter sterilen Bedingungen vorgesehen.
Produkt-Code (s) Siehe beigefligte Liste
GMDN-Code (s) Siehe beigefligte Liste
EMDN-Code (s) 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: Medizinprodukte : Verordnung (EU) 2017/745
vom 5. April 2017
Klassifizierung von Produkten Klasse Nr. Is; Regel Nr. 1
Geltende Normen und/oder allgemeine Spezifikationen sind in technischen
Unterlagen n ° aufgelistet: 01A
Konformitatsbewertungsverfahren Anhang XI, part A
Bescheinigung Nr. MDR 768587
Notifizierte Stelle (Name, Kennnummer) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Rev: 8 Phase: Released Eff. Date: Feb 25, 2026 Pg 4 of 21

Title: FINT.433 - Declaration of Conformity

[ Lingua di questa dichiarazione : @Italiano ( Firma disponibile in dichiarazione inglese in prima pagina)

MEDLINE

, Dichiarazione di conformita UE N. DC 80A
Revisione N. 25
Fascicolo tecnico N. 01A

Fabbricante

Mandatario

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

Numero Registrazione singolo FR-MF-000000676

Non applicabile

Numero Registrazione singolo Non applicabile

Tipo di prodotto

Teli per procedure chirurgiche sterili

Destinazione d'uso

Codici dei prodotti
Codici GMDN
Codici EMDN

Il telo chirurgico ha la funzione di creare una barriera tra il paziente e il medico e tra il paziente e
I'ambiente chirurgico. Il telo chirurgico & progettato per isolare un sito chirurgico da agenti
contaminanti (ad esempio, microrganismi, fluidi corporei, particelle) sul corpo del paziente.
Questo prodotto deve essere utilizzato in condizioni di sterilita.

vedi la lista allegata
vedi la lista allegata

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:

Classificazione dei dispositivi

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

Classe Is; Regola 1

Gli Standard applicabili e/o le specifiche Comunitarie sono elencate

nel file tecnico n° :

Procedure di valutazione della conformita
Certificato N.

01A

Allegato XI, part A
MDR 768587

Organismo notificato (denominazione, numero) BSI Group The Netherlands B.V (2797)

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

[ Idioma de esta declaracion: espaﬁol (Firma disponible en inglés declaracidn en primera pagina)

MIEDLINE L. ;

, Declaracion UE de conformidad N.° DC 80A
Revision N.° 25
Expediente técnico N.° 01A

Fabricante Medline International France SAS

Representante autorizado

5 rue Charles Lindbergh 44110 Chéateaubriant - France

Nuamero de Registro Individual FR-MF-000000676
No aplica
Numero de Registro Individual No aplica

Tipo de producto

Pafios estériles para intervenciones quirdrgicas

Uso previsto

Cédigo(s) de producto
Cédigo(s) GMDN
Cédigo(s) EMDN

Un pafio quirdrgico estd concebido para proporcionar una barrera entre el paciente y el
médico, asi como entre el paciente y el entorno quirdrgico. Un pafio quirdrgico esta
concebido para aislar una zona quirdrgica de la contaminacién (por ejemplo,
microorganismos, fluidos corporales, particulas) del cuerpo del paciente. Estos productos
estan concebidos para su uso en condiciones de esterilidad.

ver la lista anexa
ver la lista anexa

ver la lista anexa

Reglamento de la Unidn 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:

Clasificaciéon de los productos

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

Clase Is; Regla N.° 1

Los estandares aplicables y/o las especificaciones estan descritas

en el archivo NO:

Procedimiento de evaluacion de la conformidad
Certificado N.°
Organismo notificado (nombre, nimero)

01A

Anexo XI, part A
MDR 768587
BSI Group The Netherlands B.V (2797)

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

[ Idioma desta declaracgado : @ Portugués (assinatura disponivel na declaracdo inglesa na primeira pagina)

MEDLINE . A
, Declaracao de conformidade UE n.° DC 80A
Revisao n.° 25
Documentagdo técnica n.° 01A
Fabricante Medline International France SAS
5 rue Charles Lindbergh 44110 Chéateaubriant - France
Numero Unico de registo FR-MF-000000676
Mandatario N&o aplicavel
Ndmero Gnico de registo N&o aplicavel
Tipo de Produto Campos cirurgicos estéreis
Uso pretendido Um campo cirdrgico destina-se a fornecer uma barreira entre o paciente e o médico, bem como
entre o paciente e o ambiente cirdrgico. Um campo cirdrgico é concebido para isolar um local
cirirgico da contaminacao (por exemplo, microrganismos, fluidos corporais, material particulado)
no corpo do paciente. Estes produtos destinam-se a ser utilizados em condigdes estéreis.
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 disposigdes 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

Classificagdo dos dispositivos Classe Is; Rule n°1
Normas aplicaveis e / ou especificagbes comuns estdo listadas na
«technical file» n°: 01A
Procedimentos de avaliagdo da conformidade Anexo XI, part A
Certificado n.° MDR 768587
Organismo notificado ... (nome, nimero) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life




Number: EU1-00019-F-00003

Rev: 8 Phase: Released Eff. Date: Feb 25, 2026 Pg 7 of 21

Title: FINT.433 - Declaration of Conformity

Taal van deze verklaring: @ Nederlands (Handtekening beschikbaar in de Engelse verklaring op de eerste pagina)

227/ EU-conformiteitsverklaring nr. DC 80A
Revisie nr. 25
Technische documentatie nr. 01A
Fabrikant Medline International France SAS

Gemachtigde

5 rue Charles Lindbergh 44110 Chéateaubriant - France
Eén registratienummer FR-MF-000000676

Niet toepasbaar

Eén registratienummer Niet toepasbaar

Producttype

Steriele chirurgisch afdeklaken

Bedoeld gebruik

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

Een chirurgisch afdeklaken is bedoeld als barriére tussen de patiént en de arts en tussen de patiént
en de chirurgische omgeving. Een chirurgisch afdeklaken is ontworpen om een operatieplaats te
isoleren van besmetting (bijv. micro-organismen, lichaamsvloeistoffen, deeltjes) op het lichaam van
de patiént. Deze producten zijn bedoeld voor steriel gebruik.

zie bijgevoegde lijst
zie bijgevoegde lijst

zie bijgevoegde lijst

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

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

Klasse Is; Regel nr. 1

De toepasselijke normen en / of algemene specificaties worden

vermeld in het technisch dossier nr. 01A
Conformiteitsbeoordelingsprocedures Bijlage XI, part A

Certificaat nr. MDR 768587

Aangemelde instantie (naam, nummer) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life




Number: EU1-00019-F-00003 Rev: 8 Phase: Released Eff. Date: Feb 25, 2026 Pg 8 of 21

Title: FINT.433 - Declaration of Conformity

‘ Sprdk i denna deklaration: @ Svenska (Deklarationen &r signerad pa den engelska versionens férsta sida)
MEDLINE

, EU-forsdkran om dverensstammelse nr. DC 80A
Revision nr. 25
Teknisk dokumentation nr. 01A
Tillverkare Medline International France SAS

5 rue Charles Lindbergh 44110 Chéateaubriant - France

Specifikt Registrerings nummer FR-MF-000000676
Tillverkarens representant Inte tillampbar

Specifikt Registrerings nummer Inte tilldmpbar
Produkttyp Sterila kirurgiska draperingar
Avsedd anvandning Ett operationslakan &r avsett att tillhandah&lla en barridr mellan patienten och

operationspersonal, sdvél som mellan patienten och operationsmiljon. Ett
operationslakan &r avsett att isolera ett operationsstalle frdn kontaminering (t.ex.
mikroorganismer, kroppsvatskor, partiklar) pd patientens kropp. Dessa produkter ar
avsedda att anvdndas under sterila férhallanden.

Artiklenummer Se bifogad lista
GMDN kod Se bifogad lista
EMDN kod Se bifogad lista

Europeiska Unionens Forordningar:

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

Tillampligt regelverk: Forordning (EU) 2017/745 av den 5 april 2017 om
medicintekniska produkter
Klassificering av produkter Klass Is; Regel 1
Specifikationer och applicerbara standarder aterfinns i den tekniska
file 01A
Férfaranden for bedémning av éverensstémmelse Bilaga XI, part A
Intyg nr. MDR 768587
Anmadlda organet (namn, nummer) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life




Number: EU1-00019-F-00003

Rev: 8 Phase: Released Eff. Date: Feb 25, 2026 Pg 9 of 21

Title: FINT.433 - Declaration of Conformity

[ Sproget i denne erklaering : Dansk (Underskrift til radighed p& den farste side i den engelske erklzering)

MEDLINE

, EU-overensstemmelseserklzering Nr. DC 80A
Revision Nr. 25
Teknisk dokumentation Nr. 01A
Fabrikant Medline International France SAS

Bemyndiget repraesentant

5 rue Charles Lindbergh 44110 Chéateaubriant - France

Registreringsnummer FR-MF-000000676
ikke geeldende

Registreringsnummer ikke geeldende

Produkttype

Sterile afdaekning til kirurgisk indgreb

Anvendelsesformal

Produktkode
GMDN kode
EMDN kode

En kirurgisk afdaekning er beregnet til at skabe en barriere mellem patienten og klinikeren
samt mellem patienten og det kirurgiske miljg. En kirurgisk afdaekning er designet til at
isolere et operationssted fra kontaminering (i form af fx mikroorganismer, kropsvaesker,
partikler) pd patientens krop. Disse produkter er beregnet til brug under sterile forhold.

se vedheeftet liste
se vedheeftet liste

se vedheeftet liste

EU-forordninger :

Medline hermed erklaerer hermed under eget ansvar, at ovennasvnte 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 Is; Regel 1

Specifikationer og aplicerbare standarder findes i den tekniske fil

Overensstemmelsesvurderingsprocedurer

Certifikat Nr.

Bemyndigede organ (navn, nummer)

01A

Bilag XI, part A

MDR 768587

BSI Group The Netherlands B.V (2797)

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

[ Taman vakuutuksen kieli: @ Suomi (Allekirjoitus on englanninkielisen vakuutuksen ensimmaisella sivulla.)
MEDLINE

, EU-vaatimustenmukaisuusvakuutus nro. DC 80A
Tarkistus nro. 25
Tekniset asiakirjat nro. 01A
Valmistajalla Medline International France SAS

5 rue Charles Lindbergh 44110 Chéateaubriant - France

Yksi rekisterdintinumero FR-MF-000000676
Valtuutetulla edustajalla Ei sovellettavissa
Yksi rekisterdintinumero Ei sovellettavissa
Tuotetyyppi Steriilit kirurgiset toimenpideliinat
Kayttotarkoitus Leikkausliinan tarkoituksena on toimia esteena potilaan ja kliinikon seka potilaan ja

leikkausympariston valilla. Leikkausliina on suunniteltu eristamaan leikkausalue potilaan
kehon epapuhtauksilta (esim. mikro-organismeilta, kehon nesteilta, hiukkasilta). Nama
tuotteet on tarkoitettu kaytettaviksi steriileissa olosuhteissa.

Tuotekoodi(t) katso liitteend oleva luettelo
GMDN-koodi(t) katso liitteena oleva luettelo
EMDN-koodi(t) katso liitteend oleva luettelo

Euroopan unionin asetukset:

Medline vakuuttaa taten olevansa yksin vastuussa siita, etta edella mainitut tuotteet tayttavat seuraavien EU-asetusten ja/tai -direktiivien
saannokset sellaisina kuin ne on saatettu osaksi kansallista lainsaadantoa.

Sovellettava asetus: Ladkinndllinen laite: Asetus (EU) 2017/745 annettu 5
paivdana huhtikuuta 2017

Laitteiden luokitus Luokkaan Is; Saanto 1
Kayttotavat ja/tai tuotetiedot ovat teknisissa tiedoissa 01A
Vaatimustenmukaisuuden arviointimenettelyt liitteessa XI, part A
Todistuksen nro. MDR 768587
Ilmoitetun laitoksen (nimi, numero) BSI Group The Netherlands B.V (2797)

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

[ Jezyk niniejszej deklaracji: @ Polski (Podpis dostepny na pierwszej stronie deklaracji w angielskiej wersji jezykowej)

MEDLINE A L.
, Deklaracja zgodnosci UE nr. DC 80A
Wersja nr. 25
Dokumentacja techniczna nr. 01A
Producent Medline International France SAS

Upowazniony przedstawiciel

5 rue Charles Lindbergh 44110 Chéateaubriant - France

Indywidualny numer rejestracyjny FR-MF-000000676
Nie dotyczy
Indywidualny numer rejestracyjny Nie dotyczy

Typ produktu

Sterylne obtozenia do zabiegdw chirurgicznych

Przeznaczenie

Kod(y) produktu
Kod(y) GMDN
Kod(y) EMDN

Obtozenia chirurgiczne majg na celu zapewnienie bariery miedzy pacjentem a lekarzem,
a takze miedzy pacjentem a $rodowiskiem chirurgicznym. Obtozenia chirurgiczne maja,
na celu odizolowanie miejsca zabiegu chirurgicznego od zanieczyszczen (np.
mikroorganizmoéw, ptyndw ustrojowych, czastek statych) na ciele pacjenta. Produkty te
przeznaczone s do stosowania w sterylnych warunkach.

patrz zataczona lista
patrz zataczona lista

patrz zataczona lista

Rozporzadzenia Unii Europejskiej:

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

Obowiazujaca rozporzadzenie :

Klasyfikacja wyrobow

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

Klasy Is; Regula nr. 1

Obowigzujace normy i/lub wspolne specyfikacje sa

wymienione w dokumentacji technicznej nr :

Procedury oceny zgodnosci
Certyfikat nr.
Jednostki notyfikujacej ... (nazwa, numer)

01A

Zatacznik XI, part A
MDR 768587
BSI Group The Netherlands B.V (2797)

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

Limba acestei declaratii: Roman (Semnatura disponibila in declaratia in limba englezad de pe prima paginad)

MEDLINE
Declaratia de conformitate UE nr. DC 80A
Revizuirea nr. 25
Documentatia tehnica nr. 01A
Producator Medline International France SAS
5 rue Charles Lindbergh 44110 Chéateaubriant - France
Numar unic de inregistrare FR-MF-000000676
Reprezentant autorizat Nu se aplica
Numar unic de inregistrare Nu se aplica
Tip de produs Campuri pentru proceduri chirurgicale sterile
Utilizarea prevazuta Un camp chirurgical este destinat sa asigure o bariera intre pacient si clinician, precum
si intre pacient si mediul chirurgical. Un Camp chirurgical este conceput pentru a izola un
sit chirurgical de contaminarea (de exemplu, microorganisme, fluide corporale, particule)
de pe corpul pacientului. Aceste produse sunt destinate a fi utilizate in conditii sterile.
Codul(codurile) produsului consultati lista atasata
Cod(coduri) GMDN consultati lista atasata
Cod(coduri) EMDN consultati lista atasata

Regulamentele Uniunii Europene:

Prin prezenta, Medline declard pe propria rdspundere cd 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 Is; Regula nr. 1
Standardele aplicable si/sau specificatiile obisnuite sunt
prezentate in dosarul tehnic nr. 01A
Proceduri de evaluare a conformitatii Anexa XI, part A
Certificat nr. MDR 768587
Organismului notificat (denumire, numar) BSI Group The Netherlands B.V (2797)

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

Phase: Released Eff. Date: Feb 25, 2026 Pg 13 of 21

[ Jazyk prohlaseni: @ esky jazyk (Podpis je k dispozici na prvni strané prohlaseni v anglicting)

MEDLINE e ..

, EU prohlaseni o shodé c. DC 80A
Revize ¢. 25
Technicka dokumentace ¢. 01A

Vyrobcem Medline International France SAS

Zplnomocnénym zastupcem

5 rue Charles Lindbergh 44110 Chéateaubriant - France
Jednotlivé registracni Cislo FR-MF-000000676

Nelze pouzit

s vr

Jednotlivé registracni Cislo Nelze pouzit

Typ vyrobku

Sterilni chirurgické rousky

Zamyslené pouziti

Kod(y) vyrobku
Kéd(y) GMDN
Kéd(y) EMDN

Chirurgicka rouska je urcena jako bariéra mezi pacientem a |ékarem, a také mezi
pacientem a operac¢nim prostfedim. Chirurgicka rouska je urcena k izolaci mista
operace od kontaminace (napf. pred mikroorganismy, télnimi tekutinami, pevnymi
Casticemi) na téle pacienta. Tyto vyrobky jsou urceny k pouziti ve sterilnich
podminkach.

viz pfiloZzeny seznam

viz pfilozeny seznam

viz pfiloZeny seznam

Narizeni Evropské unie:

Spole¢nost Medline timto prohlasuje, ze vylu¢né odpovida za to, ze vyse uvedené vyrobky splfiuji ustanoveni nasledujicich nafizeni
a smérnic EU, jak jsou provedeny ve vnitrostatnim pravu.

Platné nafizeni :

Klasifikace prostredkd

Zdravotnicky prostiedek: NaFizeni (EU) 2017/745 ze dne

5. dubna 2017

TFida Is; Pravidlo ¢. 1

Platné standardy a bézné specifikace jsou uvedené v technickém

souboru c.

Postupy posuzovani shody
Certifikat ¢.
Oznameného subjektu (nazev, Cislo)

01A

Pfiloha XI, part A
MDR 768587
BSI Group The Netherlands B.V (2797)
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FAwooa oTtnv onoia €xel ouvTaxBei auTr n dnAwaon: lell EAAnvika (Ynoypagn dia8éoiun otnv ayyAikn dnAwaon, oTnv npwrn

wieoLme IREASY)

, dnAwon cuppoppwong EE apib.
Avafswpnon apib.
TeXVIKOG pakeAoG apib.

DC 80A

25
01A

KataokeuaoTng

EE0UCI1030TNHEVOG AVTINPOCKNOG

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

Eviaiog Ap1OpoGg MnTp@ou FR-MF-000000676
Mn epapudaoIPo
Eviagiog Ap1Ou6G MnTpwou Mn epapuoaiyo

TUnog npoiovTog

anooTeIpwHEVEG KOUPTIVEG XEIPOUPYIKNG dladikaaoiag

npoBAenopevn XpRon

Kwd1kog(oi) npoiovrog
Kwdikog(oi) GMDN
Kwdikog(oi) EMDN

'Eva xelpoupyikd KAAUPHA NpoopileTal va napexel €va epaypa JeTa&u Tou aoBevoug kai
TOU KAIVIKOU 1aTpoU, Kabwc Kal HETAEU Tou acBevoUc Kal TOU XEIPOUPYIKOU
nepIBAANOVTOG. 'Eva XEIPOUPYIKO KAAUMMA €XEl OXeSIAOTEI YIA VA AMOPOVWVEI €va
XEIPOUPYIKO onueio and poAuvaon (n.X. HIKPOOPYavIoOHoi, CwHATIKG uypd, cwuaTidia) oto
owpa Tou acBevouc. Ta npoiovTa auTd npoopilovTal yia XprHon O anooTEIPWHEVEG
OUVONKEG.

BA. ouvnuuévn AioTta
BA. ouvnupévn AioTa
BA. ouvnuuévn AioTta

Kavoviopoug Tng Eupwndikng ‘Eveong:

H Medline pe Tnv napouca dNAMVEI e ANOKAEIOTIKNA TNG euBUVN OTI Ta Npoava@epBEvTa NpoidvTa NANPoUV TIG dIATAEEIC TV NAPAKATW
Kavoviou®v n/kai Tng (Twv) odnyiag (10v) Tng EE, 6nwg €xouv peTapepBei oTIG €BVIKEG VOLOBETIEG.

IoXUwV Kavoviouog :

Ta&ivounaon TeEXVOAOYIK®V MPOiOVTWV

IatpoteXvoAoyikd npoiov: Kavoviopog (EE) 2017/745 1ng
5n¢G AnpiAiou 2017

Katnyopiag Is; Kavovag apif 1

Ta epappooTéa npoTuna kai/f ol Koiveg Mpodiaypapeg avapepovTal

OTO TEXVIKO apyeio ap.

Aladikaoieg agloAdynong TNG CUKKOPPWaONG
MigTonoinTiko api®

01A

Mapdaptnua XI, part A
MDR 768587

Koivonoinuévou opyaviopoU ... (ovouaaoia, apiBuocg). BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life




Number: EU1-00019-F-00003

Rev: 8 Phase: Released Eff. Date: Feb 25, 2026 Pg 15 of 21
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74 talalhatd)

A nyilatkozat nyelve: @ Magyar nyelv (Az alairds az angol nyelvi{ nyilatkozat els6 oldalan

sz. EU-megfeleléségi nyilatkozatot DC 80A

sz. Revizio 25
sz. Milszaki dokumentacio 01A

Gyartoé

Meghatalmazott képviselo

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

Egyedi regisztracios szam FR-MF-000000676

Nem alkalmazhato

Egyedi regisztracios szam Nem alkalmazhato

Terméktipus

Steril m{téti lepeddk

Rendeltetésszerii hasznalat

Termékkod(ok)
GMDN kéd(ok)
EMDN kéd(ok)

A sebészeti lepedd célja, hogy gatat képezzen a beteg és az orvos kozott, valamint a beteg
és a sebészeti kérnyezet kozott. A sebészeti lepeddt arra tervezték, hogy a m(itét helyét
izoldlja a szennyezddésektdl (pl. mikroorganizmusok, testfolyadékok, szilard részecskék) a
beteg testén. Ezeket a termékeket steril korilmények kozott kell hasznalni.

lasd a mellékelt listat
lasd a mellékelt listat

lasd a mellékelt listat

Eurdpai uniés rendeletek:

A Medline ezUton sajat kizardlagos feleldsségére kijelenti, hogy a fent emlitett termékek megfelelnek az alabbi, a nemzeti
jogrendszerekbe atlltetett EU-rendeleteknek, illetve irdnyelveknek.

Vonatkoz6é rendelet:

Az orvostechnikai eszk6zok osztalyozasa

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

Osztély Is; sz. Szabaly 1

Az alkalmazott szabvanyok és/vagy a gyakori specifikacidok az n°

technikai fajlban vannak felsorolva

Megfelel6ségértékelési eljarasok
sz. Tanusitvany
Bejelentett szervezet (név, szam)

01A

XI, part A melléklete
MDR 768587
BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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EU vyhlasenie o zhode &.
Revizie C.
Technicka dokumentacia ¢.
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Jazyk tohto vyhlasenia: @] Slovensky jazyk
yzmya (Podpis je dostupny vo vyhlaseni v anglickom jazyku na prvej strane)

DC 80A

Vyrobca Medline International France SAS
5 rue Charles Lindbergh 44110 Chéateaubriant - France

Jednotné registracné cislo

Splnomocneny zastupca

Jednotné registracné cislo

Nie je pouzitelné

FR-MF-000000676

Nie je pouzitelné

Typ produktu Sterilné operacné ruska

Zamysl'ané pouzitie

Chirurgické rusko je uréené na vytvorenie bariéry medzi pacientom a lekarom, ako aj medzi

pacientom a chirurgickym prostredim. Chirurgické rdsko je uréené na izolaciu miesta
chirurgického zakroku od kontaminacie (napr. mikroorganizmov, telesnych tekutin, ¢astic) na
tele pacienta. Tieto vyrobky st uréené na pouzitie v sterilnych podmienkach.

Kod(-y) produktu
Kéd(-y) GMDN
Kéd(-y) EMDN

pozri prilozeny zoznam
pozri prilozeny zoznam

pozri prilozeny zoznam

Nariadenia Eurdpskej unie:

Spolo¢nost Medline tymto pod jej vyhradnou zodpovednostou vyhlasuje, Ze vyssie spomenuté produkty spifiaji ustanovenia nasledujlcich
nariadeni Eurdpskej Unie a/alebo smernice (smernic) v zneni, v akom boli prevedené do vnutrostatnych pravnych predpisov.

Prislusné nariadenie:

Klasifikacia pomé&cok

Prislusné normy a/alebo spolo¢né Specifikacie st uvedené v
technickej dokumentdcii ¢.

Postupy posudzovania zhody
Certifikat ¢.
Notifikovanej osoby ... (nazov, Cislo)

Pomaocka: Nariadenie (El'.l) 2017/745 z 5. aprila 2017

Trieda Is; Pravidlo ¢. 1

01A

Priloha XI, part A
MDR 768587
BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Jezik te izjave: @ Slovenski jezik (Podpis je na voljo pri angleski izjavi na prvi strani)

77778 Izjava EU o skladnosti st. DC 80A
/A Revizija st. 25
Tehnicna dokumentacija st. 01A

Proizvajalec

Pooblasceni zastopnik

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

Enotna registrska stevilka FR-MF-000000676

Se ne uporablja

Enotna registrska stevilka Se ne uporablja

Tip izdelka

Sterilne kirurSke zastirke

Predvidena uporaba

Kode izdelka
Kode GMDN
Kode EMDN

Kirurska rjuha je namenjena zagotavljanju pregrade med bolnikom in zdravnikom ter med
bolnikom in kirurskim okoljem. Kirurska rjuha je zasnovana tako, da izolira kirurSko mesto pred
kontaminacijo (npr. mikroorganizmi, telesno tekocino, delci) na telesu bolnika. Ti izdelki so
namenjeni za uporabo v sterilnih pogojih.

glej priloZzeni seznam
glej priloZzeni seznam

glej priloZzeni 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:

Razvrstitev pripomockov

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

Razred Is; Pravilo st. 1

Veljavni standardi in/ali skupne specifikacije so

navedeni technicni dokumentaciji st 01A
Postopki ugotavljanja skladnosti Priloga XI, part A
Certifikat st. MDR 768587
Priglasenega organa (ime, Stevilka) BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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‘ Sis deklaracijas valoda: IElLatvieéu (turpmakajas lappusés pieejami tulkojumi)
MEDLINVE

, Atbilstibas deklaracijas Nr. DC 80A
Parskatitas redakcijas Nr. 25
Tehniska faila Nr. 01A
Oficialais raZotajs Medline International France SAS
5 rue Charles Lindbergh 44110 Chateaubriant - France
Vienotais registracijas numurs FR-MF-000000676
Parstavis ES Nepieméro
Vienotais registracijas numurs Nepieméro
Produkta veids Sterils kirurgisko procediru parklajs
Paredzeétais lietojums Kirurgiskais parklajs ir paredzéts, lai nodrosinatu barjeru starp pacientu un arstu, ka ari

starp pacientu un kirurdisko vidi. Kirurgiskais parklajs ir paredzéts, lai izolétu operacijas
vietu no piesarnojuma (piemé&ram, mikroorganismiem, kermena Skidrumiem, dalinam) uz
pacienta kermena. Sie produkti ir paredzéti lietoSanai sterilos apstak|os.

Produktu kodi Skatit pievienoto sarakstu
GMDN kodi Skatit pievienoto sarakstu
EMDN kodi Skatit pievienoto sarakstu

Eiropas Savienibas regulas:

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

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

Medicinas iericu klasifikacija Klase Is; Noteikums Nr.1

Piemérojamie standarti un/vai kopé&ja

specifikacija ir noraditi tehniskaja faila Nr.: 01A

Atbilstibas novértésanas procedira Pielikums XI, part A

Sertifikata Nr.

Sl _ MDR 768587
Pazinota struktira

BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Bu beyanin dili: @Tﬁrkge (ceviriler sonraki sayfalarda mevcut)

MED[[IIIIE
: Uyumluluk beyani no DC 80A
Revizyon no 25
Teknik dosya 01A
Yasal iiretici Medline International France SAS
5 rue Charles Lindbergh 44110 Chateaubriant - France
Tek Kayit Numarasi FR-MF-000000676
AB yetkili temsilcisi Gegerli degil
Tek Kayit Numarasi Gecerli degil
Uriin tipi Steril cerrahi prosedur 6rtisu
Kullanim amaci Cerrahi ortiiniin amaci hasta ile klinisyen arasinda oldugu kadar hasta ile cerrahi ortam

arasinda da bir bariyer olusturmaktir. Cerrahi 6rtl, cerrahi bélgeyi hastanin viicudundaki
kontaminasyondan (6rn. mikroorganizmalar, vicut sivilari, partikil madde) izole etmek igin
tasarlanmistir. Bu Urlnler steril kosullarda kullaniimak tzere tasarlanmistir.

Uriin kodlari Ekteki listeye bakin
GMDN kodlari Ekteki listeye bakin
EMDN kodlari Ekteki listeye bakin

Avrupa Birligi Yonetmelikleri:

Yukarida belirtilen Urlinlerin, 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 Is; Kural no 1
Gegerli standartlar ve/veya Ortak Ozellikler
teknik dosya n°: olarak listelenmistir. : 01A
Uyumluluk degerlendirme prosedurt Ek XI, part A
Sertifika no MDR 768587

Onayh Kurum

BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Sios deklaracijos kalba: @ Lietuviy (vertimai pateikiami tolesniuose puslapiuose)
MEDLINVE

4

Atitikties deklaracija Nr. DC 80A

Perziura Nr. 25
Techninis failas Nr. 01A
Oficialus gamintojas Medline International France SAS
5 rue Charles Lindbergh 44110 Chateaubriant - France
Unikalusis registracijos numeris FR-MF-000000676
ES atstovas Netaikoma
Unikalusis registracijos numeris Netaikoma
Gaminio tipas Sterilus chirurginiy procediry apdangalas
Numatytasis naudojimas Chirurginis apklotas yra skirtas uztikrinti barjera tarp paciento ir gydytojo bei tarp paciento

ir chirurginés aplinkos. Chirurginis apklotas yra skirtas izoliuoti operuojama vietg nuo
galiniy ja uZztersti daleliy (pvz., mikroorganizmy, kiino skysciy, sveikatai Zalingy daleliy),
esanciy ant paciento kiino. Sie gaminiai skirti naudoti sterilioje aplinkoje.

Gaminio kodai Zireti pridedama sarasa
GMDN kodas Zidréti pridedama sarasa
EMDN kodas Zidreti pridedama sarasa

Europos Sajungos reglamentai:

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

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

Medicinos priemoniy, klasifikacija Klasé Is; taisyklé Nr.1

Taikomi standartai ir (arba) bendrosios

specifikacijos nurodytos techniniame faile Nr.: 01A

Atitikties vertinimo proceduros Priedas XI, part A

Sertifikato Nr.

i A MDR 768587
Notifikuotoji jstaiga

BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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E3nk Ha HacToswarta aeknapaums: @ bbvnrapcku (npesoau ca npeaocraBeHM Ha
V777774 cneaBalmTe CTpaHuum)

4

Aexnapaumna 3a cborBeTrctBue N? DC 80A
MpepaboreHo nspgaHue N° 25
TexHunuyecko pocue NQ 01A

Odmumnanen npounssoguten Medline International France SAS
5 rue Charles Lindbergh 44110 Chateaubriant - France

EaAnHeH perncrpauMoHeH HoMep FR-MF-000000676
NMpeacrasuren B EC He e npunoxumo
EAviHeH perncrpauvoHeH HoMep He e npunoxumo
Tvin npoAaykTt CTepuaHO NOKPMBAsOo 3a XMpypruyHa npoueaypa
NMpeasuaeHa ynorpe6a XupypruyeckaTta NokpvBKa e npegHasHayeHa aa ocurypu bapvepa mMexay naumeHTa v

KJIMHUYHUS CNELMATUCT, KaKTo U MexAay NnauueHTa u Xmupyprudeckarta cpeaa.
XvpypruyeckaTa NoKpvBKa e npegHasHayeHa Aa usonmpa XMpypruyHoTo MSICTO OT
3aMbpcsiBaHe (Hamnp. MUKPOOPraHM3Mmn, TENECHN TEYHOCTU, NMPaxX0oBU YaCTULKN) BbPXY TSI0TO
Ha nauueHTa. Te3n NPoAyKTW ca npeAHasHayeHu 3a ynotpeba B CTEPUSIHW YCIOBMS.

Kopose Ha npoaykTa BuxTe npunoxeHus cnmcbk
GMDN kopose BuxTe NpuioxeHus crnmcbk
EMDN kopose BuXTe NnpunoxeHns Cnnmcbk

PernameHTn Ha EBponenckua cbios:

C HacTosILLOTO Aek/lapupaMe Ha CBOS IMYHa OTFOBOPHOCT, Ye ropecrnoMeHaTuTe NpoAyKTu OTroBapsiT Ha pa3nopeabuTe Ha
cnefHuTe pernaMeHTy Ha EC u/unu aupektuen Ha CbBeTa, KakToO Ca TPaHCMOHMPaHW B HAaLMOHANHUTE 3aKOHMU.

Mpuno)>xuma pernaMeHT: MeaunuuHcko nspenue: PernamenT (EC) 2017/745 ot 5 anpun
2017 r.
Knacudukaums Ha MeauumMHCKUTE n3aenus Knac Is; MNMpasuno N21

Mpunoxumute cTaHaapT1 u/mnmn obwm

cneundukaummn ca n3bpoeHun B TEXHNYECKO AocKe

Ne: 01A

I'Ipou,enypa 3a OoueHdBaHe Ha CbOTBETCTBUETO I'Ipmno)KeHme XI, part A
CepTVICbVIKaT N¢ MDR 768587

H
OTUGMUMPAH OpraH BSI Group The Netherlands B.V (2797)

Retention period: 10 years after the end of life
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Document Title: FINT.434 - List of finished products for declaration of conformity

MEDLI/I/E DC Number: DC80A

1001CEB 47783 T020199 0884389DCO80ASTHK
1002CE 47783 7020199 0888277DCO80ASTIV
1003CE 47783 7020199 0888277DCO80ASTIV
22520CE 47783 7020199 0888277DCO80ASTIV
22525CE 47783 T020199 0888277DCO80ASTIV
22530CE 47783 T020199 0888277DCO80ASTIV
22534CE 47783 T020199 0888277DCO80ASTIV
22535CE 47783 7020199 0888277DCO80ASTIV
22540CE 47783 7020199 0888277DCO80ASTIV
22620CE 47783 T020199 0888277DCO80ASTIV
22634CE 47783 T020199 0888277DCO80ASTIV
29340CE 47783 7020199 0884389DCO80ASTHK
29400CEA 47783 7020199 0884389DCO80ASTHK
29414CE 47783 7020199 0884389DCO80ASTHK
29416CEA 47783 7020102 0884389DCO80ASTHK
29417CEA 47783 1020102 0884389DCO80ASTHK
29419CEA 47783 T020102 0884389DCO80ASTHK
2941CEA 47783 T020199 0884389DCO80ASTHK
29436CEA 47783 7020199 0884389DCO80ASTHK
29479CEA 47783 7020199 0884389DCO80ASTHK
29511CEA 47783 1020102 0884389DCO80ASTHK
29670CEA 47783 7020102 0884389DCO80ASTHK
4576CE 47783 7020102 0888277DCO80ASTIV
48150CE 47783 7020199 0888277DCO80ASTIV

Retention period: 10 years after the end of life
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Document Title: FINT.434 - List of finished products for declaration of conformity

MEDLI/I/E DC Number: DC80A

48151CE 47783 T020199 0888277DCO80ASTIV
5801CE 47783 7020102 0884389DCO80ASTHK
5803CE 47783 7020102 0888277DCO80ASTIV
5810CE 47783 7020199 0888277DCO80ASTIV
8050CE 47783 1020102 0888277DCO80ASTIV
8420CEB 47783 T020199 0884389DCO80ASTHK
8430CEA 47783 T020199 0884389DCO80ASTHK
8461CE 47783 7020199 0884389DCO80ASTHK
8462CE 47783 7020102 0884389DCO80ASTHK
8465CE 47783 T020199 0888277DCO80ASTIV
8474CEA 47783 T020199 0884389DCO80ASTHK
8475CEA 47783 7020199 0884389DCO80ASTHK
8476CEA 47783 7020199 0884389DCO80ASTHK
8482CEA 47783 7020102 0884389DCO80ASTHK
8483CEA 47783 7020102 0884389DCO80ASTHK
8484CEA 47783 1020102 0884389DCO80ASTHK
9349CEB 47783 T020199 0884389DCO80ASTHK
9355CEA 47783 T020199 0884389DCO80ASTHK
9358CEC 47783 7020199 0884389DCO80ASTHK
9444CEA 47783 7020102 0884389DCO80ASTHK
9446CEA 47783 1020102 0884389DCO80ASTHK
9461CEA 47783 7020102 0884389DCO80ASTHK
9471CEB 47783 7020102 0884389DCO80ASTHK
9556CEA 47783 7020102 0884389DCO80ASTHK

Retention period: 10 years after the end of life
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Document Title: FINT.434 - List of finished products for declaration of conformity

MEDLI/I/E DC Number: DC80A

ABS5035CE 47783 T020199 0888277DCO80ASTIV

AGBDVO10A 47783 7020102 0888277DCO80ASTIV

CP3954CE 47783 7020102 0884389DCO80ASTHK
CPU30121CE 47783 7020102 0884389DCO80ASTHK
DG3037A 47783 1020102 0888277DCO80ASTIV

DYJPEADSSM1 47783 7020102 0080196DCO80ASTWW
DYJPEARDTB 47783 7020102 0884389DCO80ASTHK
DYJPEEXDSM 47783 7020102 0080196DCO80ASTWW
DYJPEFDSEC 47783 7020102 0080196DCO80ASTWW
DYJPEFPO16 47783 1020102 0080196DCO80ASTWW
DYJPEFTDSM1 47783 7020102 0080196DCO80ASTWW
DYJPEHEDSM1 47783 7020102 0080196DCO80ASTWW
DYJPEHEDSMZ2 47783 7020102 0080196DCO80ASTWW
DYJPEHEDSM6 47783 7020102 0080196DCO80ASTWW
DYJPEPERDSM 47783 T020199 0080196DCO80ASTWW
DYJPESD121 47783 1020102 0080196DCO80ASTWW
DYJPESPSSM1 47783 T020199 0080196DCO80ASTWW
DYJPESPSSM2 47783 T020199 0080196DCO80ASTWW
DYJPESPSSM3 47783 7020199 0080196DCO80ASTWW
DYNJPE10040 47783 7020102 0080196DCO80ASTWW
DYNJPE1221 47783 1020102 0080196DCO80ASTWW
DYNJPE2408 47783 T020199 0080196DCO80ASTWW
DYNJPE2412TSM 47783 7020199 0080196DCO80ASTWW
DYNJPE2419SM 47783 7020199 0080196DCO80ASTWW

Retention period: 10 years after the end of life
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DYNJPE2460 47783 T020199 0080196DCO80ASTWW
DYNJPE2460SM 47783 7020199 0080196DCO80ASTWW
DYNJPE3102 47783 7020102 0080196DCO80ASTWW
DYNJPE4106 47783 7020102 0080196DCO80ASTWW
DYNJPE4107 47783 1020102 0080196DCO80ASTWW
DYNJPE4121SM 47783 7020102 0884389DCO80ASTHK
DYNJPE6001 47783 7020102 0080196DCO80ASTWW
DYNJPE6002 47783 7020102 0080196DCO80ASTWW
DYNJPE6004 47783 7020102 0080196DCO80ASTWW
DYNJPE6101 47783 1020102 0080196DCO80ASTWW
DYNJPE6102 47783 7020102 0080196DCO80ASTWW
DYNJPE6102SM 47783 7020102 0884389DCO80ASTHK
DYNJPE7004 47783 7020102 0080196DCO80ASTWW
DYNJPE7005 47783 7020102 0080196DCO80ASTWW
DYNJPE7012SM 47783 7020102 0080196DCO80ASTWW
DYNJPE7013 47783 1020102 0080196DCO80ASTWW
DYNJPE8003SM 47783 T020102 0884389DCO80ASTHK
DYNJPE80O5SM 47783 7020102 0884389DCO80ASTHK
DYNJPE8006SM 47783 7020102 0884389DCO80ASTHK
DYNJPE8201 47783 7020102 0080196DCO80ASTWW
DYNJPE8B201SM 47783 1020102 0884389DCO80ASTHK
DYNJPE8301 47783 7020102 0080196DCO80ASTWW
DYNJPE8412 47783 7020102 0080196DCO80ASTWW
DYNJPES001 47783 7020102 0080196DCO80ASTWW

Retention period: 10 years after the end of life
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DYNJPE9S103 47783 1020102 0080196DCO80ASTWW
ES10020CE 47783 7020102 0888277DCO80ASTIV
ES10369CE 47783 7020102 0888277DCO80ASTIV
ES10413CE 47783 7020102 0888277DCO80ASTIV
ES10414CE 47783 1020102 0888277DCO80ASTIV
ES10425CE 47783 7020102 0888277DCO80ASTIV
ES10429CE 47783 7020102 0888277DCO80ASTIV
ES10438CE 47783 7020102 0888277DCO80ASTIV
ES10453CE 47783 7020102 0888277DCO80ASTIV
ES10459CE 47783 1020102 0888277DCO80ASTIV
ES104815CE 47783 7020102 0888277DCO80ASTIV
ES10483CE 47783 7020102 0888277DCO80ASTIV
ES10850CE 47783 7020102 0888277DCO80ASTIV
ES10851CE 47783 7020102 0888277DCO80ASTIV
ES10852CE 47783 7020102 0888277DCO80ASTIV
ES10859CE 47783 1020102 0888277DCO80ASTIV
ES11602CE 47783 T020102 0888277DCO80ASTIV
ES14212CE 47783 7020102 0888277DCO80ASTIV
ES15003CE 47783 7020102 0884389DCO80ASTHK
ES15004CE 47783 7020102 0888277DCO80ASTIV
ES15207CEA 47783 1020102 0888277DCO80ASTIV
ES15209CE 47783 T02010101 0888277DCO80ASTIV
ES15210CE 47783 7020199 0888277DCO80ASTIV
ES15211CE 47783 7020199 0884389DCO80ASTHK

Retention period: 10 years after the end of life
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ES15212CE 47783 T020199 0884389DCO80ASTHK
ES15213CE 47783 7020199 0884389DCO80ASTHK
ES15214CE 47783 7020199 0884389DCO80ASTHK
ES15215CE 47783 7020199 0884389DCO80ASTHK
ES15216CE 47783 T020199 0884389DCO80ASTHK
ES15217CE 47783 T020199 0884389DCO80ASTHK
ES152182CE 47783 T020199 0888277DCO80ASTIV
ES152183CE 47783 7020199 0888277DCO80ASTIV
ES152184CE 47783 7020102 0888277DCO80ASTIV
ES15218CE 47783 T020199 0884389DCO80ASTHK
ES15219CE 47783 T020199 0884389DCO80ASTHK
ES15221CE 47783 7020199 0884389DCO80ASTHK
ES15222CE 47783 7020199 0884389DCO80ASTHK
ES15223CE 47783 7020199 0884389DCO80ASTHK
ES15225CE 47783 T020199 0884389DCO80ASTHK
ES15226CE 47783 T020199 0884389DCO80ASTHK
ES152275CE 47783 T020199 0884389DCO80ASTHK
ES15227CE 47783 T020199 0884389DCO80ASTHK
ES15228CE 47783 7020199 0884389DCO80ASTHK
ES15230CE 47783 7020102 0884389DCO80ASTHK
ES15231CE 47783 T020199 0884389DCO80ASTHK
ES15235CE 47783 T020199 0884389DCO80ASTHK
ES15236CE 47783 7020199 0884389DCO80ASTHK
ES15310CE 47783 7020102 0888277DCO80ASTIV

Retention period: 10 years after the end of life
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ES15312CE 47783 1020102 0884389DCO80ASTHK
ES27009CE 47783 7020102 0884389DCO80ASTHK
ES29405CE 47783 7020102 0888277DCO80ASTIV
ES29412CE 47783 7020102 0888277DCO80ASTIV
ES29414CE 47783 1020102 0888277DCO80ASTIV
ES29419CE 47783 7020102 0888277DCO80ASTIV
ES29425CE 47783 T020199 0888277DCO80ASTIV
ES29431CEA 47783 7020102 0888277DCO80ASTIV
ES29434LCE 47783 7020102 0888277DCO80ASTIV
ES29434RCE 47783 1020102 0888277DCO80ASTIV
ES29442CE 47783 7020102 0888277DCO80ASTIV
ES29443CE 47783 7020199 0888277DCO80ASTIV
ES29444CE 47783 7020199 0888277DCO80ASTIV
ES29470CE 47783 7020102 0888277DCO80ASTIV
ES29471CE 47783 7020102 0888277DCO80ASTIV
ES29482CE 47783 1020102 0888277DCO80ASTIV
ES29483CE 47783 T020102 0888277DCO80ASTIV
ES29494CE 47783 7020102 0888277DCO80ASTIV
ES29933CE 47783 7020102 0888277DCO80ASTIV
ES30004CE 47783 7020102 0888277DCO80ASTIV
ES30009CE 47783 1020102 0888277DCO80ASTIV
ES30056CE 47783 T020199 0888277DCO80ASTIV
ES30057CE 47783 7020102 0888277DCO80ASTIV
ES3007CE 47783 7020102 0888277DCO80ASTIV

Retention period: 10 years after the end of life
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ES30454CE 47783 1020102 0888277DCO80ASTIV
ES30458CE 47783 7020102 0888277DCO80ASTIV
ES30669CE 47783 7020102 0888277DCO80ASTIV
ES8420CE 47783 7020199 0888277DCO80ASTIV
ES933CE 47783 T020199 0888277DCO80ASTIV
ES9349CE 47783 T020199 0888277DCO80ASTIV
ES9355CE 47783 T020199 0888277DCO80ASTIV
ES93585CE 47783 7020199 0888277DCO80ASTIV
ES9409CE 47783 7020102 0888277DCO80ASTIV
ES9414CE 47783 1020102 0888277DCO80ASTIV
ES9424CE 47783 7020102 0888277DCO80ASTIV
ES9444CE 47783 7020199 0888277DCO80ASTIV
ES9446CE 47783 7020199 0888277DCO80ASTIV
ES9448CE 47783 7020199 0888277DCO80ASTIV
ES9462CE 47783 T020199 0888277DCO80ASTIV
ES9464CE 47783 T020199 0888277DCO80ASTIV
ESAG3521CE 47783 T020102 0888277DCO80ASTIV
ESAG3541CE 47783 7020102 0888277DCO80ASTIV
IDE1000 47783 7020199 0888277DCO80ASTIV
IDE1010 47783 7020199 0888277DCO80ASTIV
IDE1014 47783 T020199 0888277DCO80ASTIV
IDE1015 47783 7020102 0888277DCO80ASTIV
IDE1017 47783 7020199 0888277DCO80ASTIV
IDE1017W 47783 7020199 0888277DCO80ASTIV

Retention period: 10 years after the end of life
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IDE1019 47783 1020102 0888277DCO80ASTIV
IDE1020 47783 7020199 0888277DCO80ASTIV
IDE1030 47783 7020102 0888277DCO80ASTIV
IDE1033 47783 7020102 0888277DCO80ASTIV
IDE1061 47783 1020102 0888277DCO80ASTIV
IDE1062 47783 T020199 0888277DCO80ASTIV
IDE1071 47783 7020102 0888277DCO80ASTIV
IDE1080 47783 7020102 0888277DCO80ASTIV
IDE1092 47783 7020199 0888277DCO80ASTIV
LES15209CE 47783 T020199 0888277DCO80ASTIV
LES15211CE 47783 T020199 0888277DCO80ASTIV
LES15215CE 47783 7020199 0888277DCO80ASTIV
LES15217CE 47783 7020199 0888277DCO80ASTIV
LES15219CE 47783 7020199 0888277DCO80ASTIV
LES15221CE 47783 T020199 0888277DCO80ASTIV
LES15222CE 47783 T020199 0888277DCO80ASTIV
LES15223CE 47783 T020199 0888277DCO80ASTIV
LES15224CE 47783 T020199 0888277DCO80ASTIV
LES15225CE 47783 7020199 0888277DCO80ASTIV
LES15226CE 47783 7020199 0888277DCO80ASTIV
LES15230CE 47783 T020199 0888277DCO80ASTIV
LES15231CE 47783 T020199 0888277DCO80ASTIV
LES15318CE 47783 7020199 0888277DCO80ASTIV
S7444CE 47783 7020102 0884389DCO80ASTHK

Retention period: 10 years after the end of life
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S7445CE 47783 1020102 0884389DCO80ASTHK
S8441CE 47783 7020102 0884389DCO80ASTHK
S951CE 47783 7020102 0884389DCO80ASTHK
S9562CE 47783 7020102 0884389DCO80ASTHK
S9563CE 47783 1020102 0884389DCO80ASTHK
SM29419CE 47783 7020102 0884389DCO80ASTHK
TB27007CE 47783 7020102 0888277DCO80ASTIV
TB29004CE 47783 7020102 0884389DCO80ASTHK
TB29038CE 47783 7020199 0884389DCO80ASTHK
TB29082CE 47783 1020102 0884389DCO80ASTHK
TB29154CE 47783 7020102 0884389DCO80ASTHK
TB29361CE 47783 7020102 0884389DCO80ASTHK
TB29369CE 47783 7020102 0884389DCO80ASTHK
TB29370CE 47783 7020102 0888277DCO80ASTIV
TB29400CE 47783 7020102 0884389DCO80ASTHK
TB29405CE 47783 T020199 0884389DCO80ASTHK
TB29410CE 47783 T020102 0884389DCO80ASTHK
TB29415CE 47783 7020102 0884389DCO80ASTHK
TB29416CE 47783 7020102 0884389DCO80ASTHK
TB29416WCE 47783 7020102 0884389DCO80ASTHK
TB29417CE 47783 1020102 0884389DCO80ASTHK
TB29418CE 47783 7020102 0884389DCO80ASTHK
TB29419CE 47783 7020102 0884389DCO80ASTHK
TB29420CE 47783 7020102 0884389DCO80ASTHK

Retention period: 10 years after the end of life




Document Number: EU1-00019-F-00004 Revision: 25 Page 11 of 14

Document Title: FINT.434 - List of finished products for declaration of conformity

MEDLI/I/E DC Number: DC80A

TB29422CE 47783 1020102 0884389DCO80ASTHK
TB29423CE 47783 7020199 0884389DCO80ASTHK
TB29429CE 47783 7020102 0884389DCO80ASTHK
TB29430CE 47783 7020102 0884389DCO80ASTHK
TB29433CE 47783 T020199 0884389DCO80ASTHK
TB29434CE 47783 T020199 0884389DCO80ASTHK
TB29436CE 47783 T020199 0884389DCO80ASTHK
TB29439CEA 47783 7020102 0884389DCO80ASTHK
TB294431CE 47783 7020102 0888277DCO80ASTIV
TB29446CE 47783 1020102 0884389DCO80ASTHK
TB29448CE 47783 7020102 0884389DCO80ASTHK
TB29449CE 47783 7020102 0884389DCO80ASTHK
TB29450CEA 47783 7020102 0884389DCO80ASTHK
TB29452CE 47783 7020102 0884389DCO80ASTHK
TB29455CE 47783 7020102 0884389DCO80ASTHK
TB29458CE 47783 1020102 0884389DCO80ASTHK
TB29465CE 47783 T020199 0884389DCO80ASTHK
TB29469CE 47783 T020199 0884389DCO80ASTHK
TB29474CE 47783 7020102 0884389DCO80ASTHK
TB29479CE 47783 7020102 0884389DCO80ASTHK
TB29492CE 47783 1020102 0884389DCO80ASTHK
TB29493CE 47783 7020102 0884389DCO80ASTHK
TB29494CE 47783 7020102 0884389DCO80ASTHK
TB29500CE 47783 7020102 0884389DCO80ASTHK

Retention period: 10 years after the end of life
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TB29510CE 47783 1020102 0884389DCO80ASTHK
TB30009CE 47783 7020199 0884389DCO80ASTHK
TB30056CEA 47783 7020199 0884389DCO80ASTHK
TB30065CE 47783 7020199 0884389DCO80ASTHK
TB3007CE 47783 1020102 0884389DCO80ASTHK
TB30456CE 47783 7020102 0884389DCO80ASTHK
TB30665CE 47783 7020102 0888277DCO80ASTIV
TB30669CEA 47783 7020199 0884389DCO80ASTHK
TB307554CE 47783 7020199 0884389DCO80ASTHK
TB31300CE 47783 T020199 0884389DCO80ASTHK
TB31301CE 47783 7020102 0884389DCO80ASTHK
TB31350CE 47783 7020199 0884389DCO80ASTHK
TB31600CE 47783 7020102 0884389DCO80ASTHK
TB31900CE 47783 7020199 0884389DCO80ASTHK
TB7554CE 47783 T020199 0884389DCO80ASTHK
TB9133CE 47783 1020102 0884389DCO80ASTHK
TB9154CE 47783 T020102 0884389DCO80ASTHK
TB9155CE 47783 7020102 0884389DCO80ASTHK
TB9159CE 47783 7020102 0888277DCO80ASTIV
TB933CEA 47783 7020102 0888277DCO80ASTIV
TB9349CEB 47783 1020102 0884389DCO80ASTHK
TB9355CEA 47783 T020199 0884389DCO80ASTHK
TB9358CE 47783 7020102 0884389DCO80ASTHK
TB9413CE 47783 7020102 0884389DCO80ASTHK

Retention period: 10 years after the end of life
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TB9414CE 47783 1020102 0884389DCO80ASTHK
TB9423CE 47783 7020102 0884389DCO80ASTHK
TB9429CE 47783 7020102 0884389DCO80ASTHK
TB9437CE 47783 7020102 0884389DCO80ASTHK
TB9444CE 47783 T020199 0884389DCO80ASTHK
TB9446CE 47783 T020199 0884389DCO80ASTHK
TB9448CE 47783 T020199 0884389DCO80ASTHK
TB94585CE 47783 7020102 0884389DCO80ASTHK
TB9458CE 47783 7020102 0884389DCO80ASTHK
TB9461CE 47783 T020199 0884389DCO80ASTHK
TB9462CE 47783 T020199 0884389DCO80ASTHK
TB9471CE 47783 7020199 0884389DCO80ASTHK
TB9556CE 47783 7020102 0884389DCO80ASTHK
TB9562CE 47783 7020102 0884389DCO80ASTHK
TB9777CE 47783 7020102 0884389DCO80ASTHK
TBAG202CE 47783 1020102 0884389DCO80ASTHK
TBAG252CE 47783 T020102 0884389DCO80ASTHK
TBAG292CE 47783 7020102 0884389DCO80ASTHK
TBAG3521CE 47783 7020102 0888277DCO80ASTIV
TBAG3525CE 47783 7020102 0888277DCO80ASTIV
TBAG352CE 47783 1020102 0884389DCO80ASTHK
TBAG3625CE 47783 7020102 0884389DCO80ASTHK
TBAG362CE 47783 7020102 0884389DCO80ASTHK
TBAG392CE 47783 7020102 0884389DCO80ASTHK

Retention period: 10 years after the end of life
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