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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 80B
Revision n° 15
Technical file # 01B
Legal manufacturer Medline International France SAS

5 rue Charles Lindbergh 44110 Chateaubriant - France

Single Registration Number FR-MF-000000676
EU representative Not applicable
Single Registration Number Not applicable
UK representative Medline Industries Ltd, WA4 6HL, UK
Product type Sterile Surgical Gowns
Intended use A surgical gown is used during surgical procedures to provide a sterile barrier between the patient and the

clinician.
An additional surgical sleeve can be added over the surgical gown to provide a more efficient barrier at the
level of forearms.

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 Is; Rule n°1
Applicable standards and/or Common Specifications are 01B
listed in technical file n°:
Conformity assessment procedure Annex XI, part A
Certificate n° MDR 768587

Notified Bod
y 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 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 Stanley Dorvilly
DN: cn=Stanley Dorvilly, o=Medline International France,

[ ]
Sta n I e D O rVI I I ou=Medline International France,
email=Stanley.Dorvilly@medline.com, c=FR
Date: 2025.09.02 17:59:14 +02'00'

Stanley Dorvilly- Regulatory Affairs Director 44110 Chateaubriant - France
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 80B
Révision n° 15
Dossier technique n° 01B
Fabricant légal Medline International France SAS
5 rue Charles Lindbergh 44110 Chateaubriant - France
Numéro d’enregistrement unique FR-MF-000000676
Mandataire européen Non applicable
Numéro d’enregistrement unique Non applicable
Type de produit Blouse chirurgicale stérile
Utilisation prévue Une blouse chirurgicale est utilisée pendant les interventions chirurgicales a des fins de barriere
stérile entre le patient et le clinicien.
Un manchon chirurgical supplémentaire peut étre ajouté par-dessus la blouse chirurgicale pour
fournir une barriere plus efficace au niveau des avant-bras.
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 01B
dossier technique n°:
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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Document Title: FINT.433 - Declaration of Conformity
Sprache dieser Erklarung: Deutsch (Unterschrift in englischer Deklaration auf der ersten
/

Seite)
EU-Konformitatserklarung Nr. DC 80B
Revision Nr. 15
Technische Unterlagen Nr. 01B
Hersteller Medline International France SAS
5 rue Charles Lindbergh 44110 Chéateaubriant -
France
Einzelregistrierungsnummer FR-MF-000000676
Bevollméchtigter Nicht zutreffend
Einzelregistrierungsnummer Nicht zutreffend
Produktart Sterile OP-Mantel
Verwendungszweck Ein OP-Mantel wird bei chirurgischen Eingriffen verwendet, um eine Sterilbarriere zwischen dem

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

Patienten und dem medizinischen Personal zu schaffen.

Ein zusatzlicher chirurgischer Armelschutz kann iber den OP-Mantel gezogen werden, um eine
effizientere Barriere auf der Hohe der Unterarme zu schaffen.

Siehe beigefligte Liste
Siehe beigefligte Liste
Siehe beigefligte Liste

Verordnungen der Europdischen Union:

Medline erklért 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

Medizinprodukte : Verordnung (EU) 2017/745 vom
5. April 2017
Klasse Nr. Is; Regel Nr. 1

Geltende Normen und/oder allgemeine Spezifikationen sind in 01B
technischen Unterlagen n °© aufgelistet:

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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Document Title: FINT.433 - Declaration of Conformity
Lingua di questa dichiarazione : @ Italiano ( Firma disponibile in dichiarazione inglese in
/

prima pagina)

Dichiarazione di conformita UE N. DC 80B

Revisione N.
Fascicolo tecnico N.

15
01B

Fabbricante

Mandatario

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

Numero Registrazione singolo FR-MF-000000676
Non applicabile

Numero Registrazione singolo Non applicabile

Tipo di prodotto

Camici chirurgici sterili

Destinazione d'uso

Codici dei prodotti
Codici GMDN
Codici EMDN

Il camice chirurgico viene indossato durante gli interventi chirurgici per creare una barriera sterile
tra il paziente e il medico.

E possibile indossare una manica aggiuntiva sopra il camice chirurgico per creare una barriera
ancora piu efficace a livello degli avambracci.

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 01B
elencate nel file tecnico n° :
Procedure di valutazione della conformita Allegato XI, part A
Certificato N. 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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Page 5 of 21

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

MEDLINE

J pagina)
Declaracion UE de conformidad N.° DC 80B
Revision N.° 15
Expediente técnico N.° 01B

Fabricante

Representante autorizado

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

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

Tipo de producto

Batas quirurgicas estériles

Uso previsto

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

La bata quirurgica se utiliza durante las intervenciones quirurgicas para proporcionar una

barrera estéril entre el paciente y el médico.

Se puede afiadir una manga quirdrgica adicional sobre la bata quirtrgica para proporcionar

una barrera mas eficaz en los antebrazos.
ver la lista anexa
ver la lista anexa

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:

Clasificacion de los productos

descritas en el archivo NO:

Certificado N.°

Organismo notificado (nombre, nimero)

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 01B

Procedimiento de evaluacion de la conformidad Anexo XI, part A

MDR 768587

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
(assinatura disponivel na declaragdo inglesa na primeira pagina)

MEDLINE

Declaracao de conformidade UE n.° DC 80B
Revisdo n.° 15
Documentacao técnica n.° 01B

Fabricante

Mandatario

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

Namero Gnico de registo FR-MF-000000676
N&o aplicavel

Namero Gnico de registo N&o aplicavel

Tipo de Produto

Batas cirurgicas estéreis

Uso pretendido

Cédigo(s) de produto
Cédigo(s) GMDN
Coédigo(s) EMDN

Uma bata cirdrgica é usada durante procedimentos cirlrgicos para fornecer uma barreira estéril
entre o paciente e o médico.

Pode ser acrescentada uma manga cirurgica adicional por cima da bata cirurgica para
proporcionar uma barreira mais eficiente ao nivel dos antebracos.

veja a lista anexa
veja a lista anexa

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:

Classificagdo dos dispositivos

listadas na «technical file» n°:

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

Classe Is; Rule n°1

Normas aplicaveis e / ou especificagdes comuns estdo 01B

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
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Document Title: FINT.433 - Declaration of Conformity

Taal van deze verklaring: [nl Nederlands

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

EU-conformiteitsverklaring nr. DC 80B

Revisie nr. 15

Technische documentatie nr. 01B
Fabrikant Medline International France SAS

Eén registratienummer

Gemachtigde Niet toepasbaar

Eén registratienummer

5 rue Charles Lindbergh 44110 Chateaubriant - France

FR-MF-000000676

Niet toepasbaar

Producttype Steriele chirurgische jassen

tussen de patiént en de arts.

Productcode(s) zie bijgevoegde lijst
GMDN-code(s) zie bijgevoegde lijst
EMDN-code(s) zie bijgevoegde lijst

Bedoeld gebruik Een operatieschort wordt gebruikt tijdens chirurgische ingrepen om een steriele barriére te vormen

Er kan een extra chirurgische mouw over het operatieschort worden aangebracht om een efficiéntere
barriére ter hoogte van de onderarmen te vormen.

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 Is; Regel nr. 1

01B
Bijlage 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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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 80B

Revision nr. 15
Teknisk dokumentation nr. 01B
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 tillampbar
Produkttyp Sterila operationsrockar
Avsedd anvdandning En operationsrock anvands under kirurgiska ingrepp for att tillhandahalla en steril barriar

mellan patienten och kirurgen. En ytterligare sterilarm kan anvandas Over operationsrocken
for att tillhandahalla en mer effektiv barridr for underarmarna.

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 bestémmelserna i foljande 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 terfinns i den 01B
tekniska file
Férfaranden fér bedémning av dverensstammelse 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
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Sproget i denne erklaering : Dansk

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

EU-overensstemmelseserklaring Nr. DC 80B

Revision Nr. 15

Teknisk dokumentation Nr. 01B
Fabrikant Medline International France SAS

5 rue Charles Lindbergh 44110 Chateaubriant - France

Registreringsnummer FR-MF-000000676
Bemyndiget reprasentant ikke gaeldende
Registreringsnummer ikke geeldende
Produkttype Sterile operationskitler
Anvendelsesformal En operationskittel baeres under kirurgiske indgreb som steril barriere mellem patienten og

klinikeren. Der kan tilfgjes et ekstra operationsserme over operationskitlen som en mere
effektiv barriere i underarmsomradet.

Produktkode se vedhaeftet liste
GMDN kode se vedhaeftet liste
EMDN kode 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

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

Klassificering af udstyr Klasse Is; Regel 1
Specifikationer og aplicerbare standarder findes i den 01B
tekniske fil
Overensstemmelsesvurderingsprocedurer Bilag XI, part A

Certifikat Nr. MDR 768587

Bemyndigede organ (nhavn, 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
(Allekirjoitus on englanninkielisen vakuutuksen ensimmaisella sivulla.)

EU-vaatimustenmukaisuusvakuutus nro. DC 80B

Tarkistus nro. 15
Tekniset asiakirjat nro. 01B
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 leikkaustakit
Kayttotarkoitus Leikkaustakkia kdytetaan kirurgisten toimenpiteiden aikana steriilin esteen muodostamiseksi

potilaan ja l1adkérin valille. Leikkaustakin paalle voidaan lisata leikkaushiha tehostamaan
suojaa kasivarsien alueella.

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

Euroopan unionin asetukset:

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

Sovellettava asetus: Laadkinndllinen laite: Asetus (EU) 2017/745 annettu 5
padivand huhtikuuta 2017
Laitteiden luokitus Luokkaan Is; Saanté 1
Kayttdtavat ja/tai tuotetiedot ovat teknisissa tiedoissa 01B
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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e
MEDLINE

Jezyk niniejszej deklaracji: @ Polski

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

Deklaracja zgodnosci UE nr. DC 80B

Wersja nr. 15

Dokumentacja techniczna nr. 01B
Producent Medline International France SAS

5 rue Charles Lindbergh 44110 Chéateaubriant - France

Indywidualny numer rejestracyjny FR-MF-000000676
Upowazniony przedstawiciel Nie dotyczy
Indywidualny numer rejestracyjny Nie dotyczy
Typ produktu Sterylne fartuchy chirurgiczne
Przeznaczenie Fartuch chirurgiczny jest przeznaczony do stosowania podczas zabiegdéw chirurgicznych w

celu zapewnienia sterylnej bariery miedzy pacjentem a lekarzem.

Na fartuch chirurgiczny mozna natozy¢ dodatkowy rekaw chirurgiczny, aby zapewnic
skuteczniejszg bariere na przedramionach.

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 Is; Regula nr. 1

Obowigzujace normy i/lub wspdlne specyfikacje sa 01B

wymienione w dokumentacji technicznej nr :

Procedury oceny zgodnosci Zatgcznik XI, part A
Certyfikat nr. MDR 768587
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 80B

Revizuirea nr.
Documentatia tehnica nr.

15
01B

Producator

Reprezentant autorizat

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

Numar unic de inregistrare FR-MF-000000676
Nu se aplica
Numar unic de inregistrare Nu se aplica

Tip de produs

Halate chirurgicale sterile

Utilizarea prevazuta

Codul(codurile) produsului
Cod(coduri) GMDN
Cod(coduri) EMDN

Halatul chirurgical este utilizat in timpul procedurilor chirurgicale pentru a asigura o
barierd sterila intre pacient si clinician.

O cotiera chirurgicala suplimentara poate fi adaugata peste halatul chirurgical pentru a
asigura o barierd mai eficienta la nivelul antebratelor.

consultati lista atasata
consultati lista atasata

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:

Clasificarea dispozitivelor

prezentate in dosarul tehnic nr.

Proceduri de evaluare a conformitatii
Certificat nr.

Dispozitiv medical: Regulamentul (UE) 2017/745 din 5
aprilie 2017
Clasa Is; Regula nr. 1

Standardele aplicable si/sau specificatiile obisnuite sunt 01B

Anexa XI, part A
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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«??'f?ﬁ Jazyk prohlaseni: @ esky jazyk

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

EU prohlaseni o shodé ¢. DC 80B

Revize C. 15

Technicka dokumentace ¢. 01B
Vyrobcem Medline International France SAS

5 rue Charles Lindbergh 44110 Chateaubriant - France

Jednotlivé registracni cislo FR-MF-000000676
Zplnomocnénym zastupcem Nelze pouzit

Jednotlivé registracni cCislo Nelze pouzit
Typ vyrobku Sterilni chirurgicky plast
Zamyslené pouziti Chirurgicky plast se pouziva pti chirurgickych zakrocich jako sterilni bariéra mezi

pacientem a lékarem.
Pies chirurgicky plast Ize naviéknout dalsi chirurgicky rukdv, ktery zajisti u&inné&jsi
bariéru na Urovni predlokti.

Ké6d(y) vyrobku viz pfiloZzeny seznam
Kod(y) GMDN viz pfilozeny seznam
Kéd(y) EMDN viz pfilozeny seznam

Narizeni Evropské unie:

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

Platné nafizeni : Zdravotnicky prostiedek: NafFizeni (EU) 2017/745 ze dne
5. dubna 2017
Klasifikace prostredk@ Ttida Is; Pravidlo ¢&. 1
Platné standardy a bézné specifikace jsou uvedené v 01B
technickém souboru c.
Postupy posuzovani shody Pfiloha XI, part A
Certifikat C. MDR 768587
Oznédmeného subjektu (nazev, 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 14 of 21

Document Title: FINT.433 - Declaration of Conformity

RS FAwoaoa otnv onoia &xel ouvTaxBei autn n dNAWaON: EAAnvika
/ (Ynoypaon d1aBéaiun oTnv ayyAikn dnAwaon, aTnv npwTn oeAida)

dnAwon cuppopPpwong EE api®. DC 80B

AvaBempnon apib. 15

TeXVIKOG pakeAOG apiB. 01B
KaTaokeguaoTig Medline International France SAS

5 rue Charles Lindbergh 44110 Chateaubriant - France

Eviaiog ApiOuoG MnTp®ou FR-MF-000000676
EE0uc1030TNHEVOG AVTINPOOMNOG Mn epapuoaciuo

Eviaiog ApiOp6Gg MnTpmou Mn epapudaipo
TUnog npoiovrog ANOOTEIPWHEVEG XEIPOUPYIKEG NODIEG
npoBAenoOpeVN XpRon Mia xeipoupyikr pOuNa XpnoiKonolsiTal Kata Tn SIAPKEIa XEIPOUPYIKWY ENEUBACEWY Yia

va napéxel éva payua anooTeipwong HETAEU Tou acgBevoug kal Tou 1aTpou.
‘Eva €niNA€oV X€IPOUPYIKO Waviki Nopei va npooTeBei Navw ano Tn XEIpoupyikn pouna
yIia va Napexel €va nio anoTeAECHATIKO GpPAYHa OTo €NiNedo Twv Bpaxiovwy.

Kwdi1kog(oi) npoiovrog BA. ouvnupévn AioTta
Kwdikog(oi) GMDN BA. ouvnupévn Aiota
Kwdikog(oi) EMDN BA. ouvnupévn AioTta

Kavoviopoug Tng Eupwndaikng ‘Eveong:

H Medline pe Tnv napoUoa dNA®VEI e anoKAEIOTIKN TNG €uBUVN OTI Ta Npoava@epBevTa npoidvTa NnAnpolv Tig dIATAEEIg TwV
napakaTw Kavoviouwy n/kal Tng (Twv) odnyiag (10v) Tng EE, 6nwg €xouv PeTapepBei OTIG €BVIKEG VOUOBETIEG.

IoXUWV KavovioHog : IaTpoTexvoAoyiko npoiov: Kavoviopog (EE) 2017/745 tng
5nG AnpiAiou 2017
Ta&ivounon TEXVOAOYIK®OV MPOoiovVTwV KaTtnyopiag Is; Kavovag apib 1
Ta epappoaoTéa npoTuna kai/f ol Koivég Mpodiaypageg
avagépovTal oTo TEXVIKO apyeio ap. 01B
Aladikaoieg a§loAdynong TG CUPPOPPWONG Napdptnua XI, part A
MioTonoinTikG apid MDR 768587
Kolvonoinuévou opyaviopou ... (ovopaaia, apiBuog). BSI Group The Netherlands B.V (2797)
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A nyilatkozat nyelve: @ Magyar nyelv (Az aldiras az angol nyelvi nyilatkozat els6 oldalan
J talalhatod)

sz. EU-megfelel6ségi nyilatkozatot DC 80B

sz. Revizio 15

sz. Miszaki dokumentacié 01B
Gyarto Medline International France SAS

5 rue Charles Lindbergh 44110 Chéateaubriant - France

Egyedi regisztracios szam FR-MF-000000676
Meghatalmazott képvisel6 Nem alkalmazhato
Egyedi regisztraciéos szam Nem alkalmazhato
Terméktipus Steril mUtéti kopenyek
Rendeltetésszerii A sebészeti kopenyt sebészeti eljarasok soran kell hasznalni, hogy steril gatat biztositson a
hasznalat beteg és az orvos kozott.

A sebészeti kdpenyen felll egy tovabbi sebészeti karvédét is lehet hasznalni, hogy az alkarok
szintjén még hatékonyabb gatat képezzen.

Termékkod(ok) lasd a mellékelt listat
GMDN kéd(ok) lasd a mellékelt listat
EMDN kod(ok) lasd a mellékelt listat

Europai unids rendeletek:

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

Vonatkozé rendelet: Orvostechnikai eszk6zokroél: (EU) 2017/745 rendelete
(2017. aprilis 5.)
Az orvostechnikai eszk6zok osztalyozasa Osztaly Is; sz. Szabaly 1
Az alkalmazott szabvanyok és/vagy a gyakori specifikaciok
az n° technikai fajlban vannak felsorolva 01B
MedfelelGségértékelési eljarasok XI, part A melléklete
sz. Tanusitvany MDR 768587
Bejelentett szervezet (név, szam) 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 80B

Revizie C. 15

Technicka dokumentacia c. 01B
Vyrobca Medline International France SAS

5 rue Charles Lindbergh 44110 Chéateaubriant - France

Jednotné registracné cislo FR-MF-000000676
Splnomocneny zastupca Nie je pouzitelné
Jednotné registracné cislo Nie je pouzitelné
Typ produktu Sterilné operacné plaste
Zamysl'ané pouzitie Chirurgicky plast sa pouziva pocas chirurgickych zakrokov na vytvorenie sterilnej bariéry

medzi pacientom a lekarom.
Na chirurgicky plast je mozné obliect dal$i chirurgicky navlek, ktory vytvori Géinnejdiu bariéru
na urovni predlaktia.

Kod(-y) produktu pozri prilozeny zoznam
Kéd(-y) GMDN pozri prilozeny zoznam
Kéd(-y) EMDN pozri prilozeny zoznam

Nariadenia Eurdpskej Unie:

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

Prislusné nariadenie: Pomédcka: Nariadenie (EU) 2017/745 z 5. aprila 2017
Klasifikacia pomocok Trieda Is; Pravidlo ¢. 1
Prislusné normy a/alebo spolo¢né Specifikacie si uvedené v
technickej dokumentacii ¢. 01B
Postupy posudzovania zhody Priloha XI, part A
Certifikat ¢. MDR 768587
Notifikovanej osoby ... (nazov, cislo) BSI Group The Netherlands B.V (2797)
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Jezik te izjave: @I Slovenski jezik (Podpis je na voljo pri angleski izjavi na prvi strani)

Izjava EU o skladnosti st. DC 80B

Revizija st. 15

Tehni¢na dokumentacija st. 01B
Proizvajalec Medline International France SAS

5 rue Charles Lindbergh 44110 Chéateaubriant - France

Enotna registrska Stevilka FR-MF-000000676
Pooblasceni zastopnik Se ne uporablja
Enotna registrska stevilka Se ne uporablja
Tip izdelka Sterilne kirurske halje
Predvidena uporaba Med kirurskimi posegi se uporablja kirurska halja, da se zagotovi sterilna pregrada med

bolnikom in zdravnikom.

Nad kirursko haljo se lahko doda dodatni kirurski rokav, da se zagotovi ucinkovitejSo pregrado
na ravni podlakti.

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 pripomocéek: Uredba (EU) 2017/745 z dne 5.
aprila 2017
Razvrstitev pripomockov Razred Is; Pravilo st. 1
Veljavni standardi in/ali skupne specifikacije so navedeni
technicni dokumentaciji st 01B
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: ELatvieéu (turpmakajas lappusés pieejami tulkojumi)

Atbilstibas deklaracijas Nr. DC 80B
Parskatitas redakcijas Nr. 15
Tehniska faila Nr. 01B
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 Sterili kirurgiskie térpu
Paredzétais lietojums Kirurgisko térpu izmanto kirurgisko procediru laika, lai nodroSinatu sterilu barjeru starp pacientu
un arstu.

Kirurgiskajam térpam var pievienot papildu kirurgisko uzmavu, lai nodrosinatu efektivaku
barjeru apaksdelmu limeni.

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

Eiropas Savienibas requlas:

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 Is; Noteikums Nr.1

Piemérojamie standarti un/vai kopé&ja

specifikacija ir noraditi tehniskaja faila Nr.: 01B

Atbilstibas novértésanas procedira Pielikums XI, part A

Pazinota struktira

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

Uyumluluk beyani no DC 80B
Revizyon no 15
Teknik dosya 01B
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 Gegerli degil
Uriin tipi Steril cerrahi 6nlik
Kullanim amaci Cerrahi islemler sirasinda hasta ile klinisyen arasinda steril bir bariyer saglamak igin cerrahi

onlak kullantlir.

On kol seviyesinde daha etkili bir bariyer saglamak icin cerrahi 6nltidiin Gzerine ilave bir cerrahi
kolluk eklenebilir.

Uriin kodlar Ekteki listeye bakin
GMDN kodlari 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 Is; Kural no 1
Gegerli standartlar ve/veya Ortak Ozellikler
teknik dosya n°: olarak listelenmistir. : 01B
Uyumluluk dederlendirme proseduri Ek XI, part A
Sertifika no MDR 768587

Onayli 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 80B

Perziura Nr.
Techninis failas Nr.

Oficialus gamintojas

ES atstovas

15
01B
Medline International France SAS, 5 rue Charles Lindbergh 44110 Chateaubriant - France
Unikalusis registracijos numeris FR-MF-000000676
Netaikoma
Unikalusis registracijos numeris Netaikoma

Gaminio tipas

Sterilus chirurginiy chalatas

Numatytasis naudojimas

Gaminio kodai
GMDN kodas
EMDN kodas

Chirurgams skirti operaciniai chalatai yra naudojami chirurginiy procediry metu siekiant
uztikrinti sterily barjerg tarp paciento ir gydytojo.

Ant chirurginio chalato rankovés galima uzsimauti papildoma chirurgine rankove, kad bity
uztikrintas veiksmingesnis barjeras dilbio lygmenyje.

Zidreti pridedama sarada
Zitréti pridedama sarasa
Zitréti 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:

Sertifikato Nr.

Medicinos priemoniy klasifikacija

Atitikties vertinimo procediros

Notifikuotoji jstaiga

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

Klasé Is; taisyklé Nr.1

Taikomi standartai ir (arba) bendrosios
specifikacijos nurodytos techniniame faile Nr.: 01B

Priedas XI, part A
MDR 768587
BSI Group The Netherlands B.V (2797)
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MEDLIVE
E3Mk Ha HacToswaTa Aeknapaums: @ Bbarapcku (Nnpesoamn ca NpeAoCTaBeHMU Ha
cnepBawmTe CTpaHuLn)

Odexknapauus 3a cboTBeTcTBUe N2 DC 80B
MpepaboteHo usgaHune N2 15
TexHunuyecko gocue N? 01B

Oduumnanen npoussoputen Medline International France SAS, 5 rue Charles Lindbergh 44110 Chateaubriant - France

EavHeH perncrpauvoHeH HoMep FR-MF-000000676
Npeactasuten B EC He e npunoxumo
EavHeH perncrpauvoHeH HoMep He e npunoxumo
Tvn npoaykT CTepuIHO XMpypruyecka npecTuiku
NMpeasuaeHa ynorpeba Xupypruuyeckata npecTtusika ce u3non3sa no BpeMe Ha XMPYPruyHun npoueaypu, 3a Aa ocurypm

CTepuHa 6apV|epa MeXay naumeHTa n KNMHU4YHnA cneumanucr.

[onbnHUTENeH Xnpypruyecky pbkasB Moxe fa ce o6aBu Ha XMpypruyeckaTa npecTuska, 3a aa
ce ocurypu no-edekTvBHa baprepa Ha HUBOTO Ha NpeaMULLHULUTE.

Kopnose Ha npoaykTta BuxTe NpuaoXeHns cnncbk
GMDN kopose BuXTe NpuaoXeHns cnncbk ”
EMDN kopoBe BuxTe NpuaoXeHns cnncbk

PernameHTn Ha EBponenckusa cbios:

C HacToALWwoTo AeKnapupaMe Ha CBOA JIM4Ha OTrOBOPHOCT, Y€ ropecnoMeHaTuTe NpoaAyKTU OTroBapAaAT Ha pa3nope/.16V|Te Ha
cnegHuTe pernaMeHTu Ha EC n/unun AUPEKTUBU Ha CbBeTa, KaKTo ca TPAHCNOHMPaAHU B HAUMOHANTHNUTE 3aKOHMW.

Mpuno>xuma persamMeHT: MeauuunHcko nspenue: PernamenT (EC) 2017/745 ot 5 anpun
2017 r.
Knacudbukaums Ha MeANLNHCKUTE n3genus Knac Is; Mpasnno N21
MpunoxumuTte ctaHaapTM n/mnmn obwm
cneundukaumnm ca n3bpoeHn B TEXHNMYECKO Aocue 01B
NO:
Mpoueaypa 3a oueHsiBaHe Ha CbOTBETCTBMETO Mpunoxenune XI, part A
CepTtudukat N2 MDR 768587

HotudwmumpaH opraH

BSI Group The Netherlands B.V (2797)
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L

DC Number: DC080-B Rev: 15

599CEB 35091  T020499 0884389DCO80BSTHQ
9000CEA 35091 T020402 0884389DCO80BSTHQ
9010CEA 35091 T020402 0884389DC0OBOBSTHQ
9040CEA 35091 T020402 0884389DC080BSTHQ
9415CEA 35091 T020401 0884389DCO80BSTHQ
9505CEA 35091 T020401 0884389DC0OB0BSTHQ
9506CEA 35091 T020401 0884389DCO80BSTHQ
9506DCE 35091 T020401 0888277DCO80BSTK2
9507CEA 35091 T020401 0884389DC0OBOBSTHQ
9508CEA 35091 T020402 0884389DCO80BSTHQ
9509CEA 35091 T020402 0884389DCOBOBSTHQ
9509DCE 35091 T020402 0888277DC0B0BSTK2
9512CEA 35091 T020402 0884389DCO80BSTHQ
9512DCE 35091 T020402 0888277DC0B0BSTK2
9513CEA 35091 T020402 0884389DCO80BSTHQ
9516CEA 35091 T020401 0884389DCO80BSTHQ
9516DCE 35091 T020401 0888277DC0B0BSTK2
9539CEA 35091 T020402 0884389DCO80BSTHQ
9571CEA 35091 T020402 0884389DC0OBOBSTHQ
9575CEA 35091 T020401 0884389DCOB0BSTHQ
9580CE 35091 T020402 0080196DCO80BSTX3
9580DCE 35091 T020402 0888277DC0B0BSTK2
9581CEA 35091 T020402 0884389DCO80BSTHQ
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958DCE 3591  T020402 0888277DC080BSTK2
9585CE 35091 T020401 0884389DCO80BSTHQ
9585DCE 35091 T020401 0888277DC0O80BSTK2
9707CE 35091 T020401 0884389DC080BSTHQ
9709CE 35091 T020402 0884389DCO80BSTHQ
9712CE 35091 T020402 0884389DCO80BSTHQ
9716CE 35091 T020401 0884389DCO80BSTHQ
9809CE 35091 T020402 0884389DCO80BSTHQ
9812CEA 35091 T020402 0884389DC080BSTHQ
DYNJPE2000 35091 T020499 0080196DCO80BSTX3
DYNJPE2304 35091 T020402 0080196DCO80BSTX3
DYNJPE2305 35091 T020402 0888277DCO80BSTK2
E3500CEA 35091 T020402 0888277DCO80BSTK2
E3505CEA 35091 T020401 0888277DC0O80BSTK2
E3506CEA 35091 T020401 0888277DC0O80BSTK2
E3510CEA 35091 T020402 0888277DCO80BSTK2
E3510LWCE 35091 T020402 0888277DC0O80BSTK2
E3513CE 35091 T020402 0884389DCO80BSTHQ
E3513LWCE 35091 T020402 0888277DC0O80BSTK2
E3516CEA 35091 T020401 0888277DC0O80BSTK2
E3540CEA 35091 T020402 0888277DCO80BSTK2
E3540LWCE 35091 T020402 0888277DC0O80BSTK2
E3545CEA 35091 T020401 0888277DCO80BSTK2
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E3581CE 35091  T020402 0884389DCO80BSTHQ
E3581LWCE 35091 T020402 0888277DCO80BSTK2
E3585CEA 35091 T020401 0888277DCO80BSTK2
E3600CE 35091 T020401 0888277DC0O80BSTK2
E3605CE 35091 T020401 0888277DCO80BSTK2
E3606CE 35091 T020401 0888277DCO80BSTK2
E3610CE 35091 T020401 0888277DCO80BSTK2
E3613CE 35091 T020402 0888277DCO80BSTK2
E3616CE 35091 T020401 0888277DCO80BSTK2
E3640CE 35091 T020402 0888277DCO80BSTK2
E3645CE 35091 T020401 0888277DCO80BSTK2
E3681CE 35091 T020402 0888277DC0O80BSTK2
E3685CE 35091 T020401 0888277DCO80BSTK2
ES597CE 35091 T020499 0888277DCO80BSTK2
FE3545CE 35091 T020401 0888277DCO80BSTK2
FS3545CEA 35091 T020401 0080196DCO80BSTX3
FS3645CE 35091 T020401 0888277DCO80BSTK2
LW32474CEB 35091 T020402 0888277DCO80BSTK2
LW32974CEB 35091 T020402 0888277DCO80BSTK2
LW39079CEB 35091 T020402 0888277DCO80BSTK2
LW79041CEB 35091 T020402 0888277DCO80BSTK2
LW89005CE 35091 T020401 0888277DCO80BSTK2
LW89015CEB 35091 T020401 0888277DCO80BSTK2
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LW89045CEB 35091 T020402 0888277DC080BSTK2
LW89915CEC 35091 T020401 0888277DC0O80BSTK2
LW89945CEC 35091 T020401 0888277DC0O80BSTK2
LW9011CEB 35091 T020402 0888277DC0O80BSTK2
LW9041CEB 35091 T020402 0888277DCO80BSTK2
LW9071CEB 35091 T020402 0888277DC0O80BSTK2
LW9200CEA 35091 T020402 0888277DC0O80BSTK2
LW9241CEA 35091 T020402 0888277DCO80BSTK2
LW9271CEA 35091 T020402 0888277DCO80BSTK2
LW9560CEB 35091 T020402 0888277DC0O80BSTK2
LW9911CEC 35091 T020402 0888277DC0O80BSTK2
LW9941CEB 35091 T020402 0888277DC0O80BSTK2
LW9971CEA 35091 T020402 0884389DCO80BSTHQ
LWE3506CEA 35091 T020401 0080196DCO80BSTX3
LWE3516CEA 35091 T020401 0080196DCO80BSTX3
LWE3545CEA 35091 T020401 0080196DCO80BSTX3
LWS9505CE 35091 T020401 0884389DC080BSTHQ
LWS9506CE 35091 T020401 0884389DC080BSTHQ
LWS9507CE 35091 T020401 0884389DC080BSTHQ
LWS9508CE 35091 T020402 0884389DC080BSTHQ
LWS9509CE 35091 T020402 0884389DCO80BSTHQ
LWS9512CE 35091 T020402 0884389DC080BSTHQ
LWS9516CE 35091 T020401 0884389DC080BSTHQ

Retention period:10 years after the end of life



Document Mumber: EU1-00013-F-00004 Revision: 4 Page 5/9

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

L

DC Number: DC080-B Rev: 15

LWS9s25cE 3591 T020401 0884389DC080BSTHQ
LWS9526CE 35001 T020401 0884389DCOBOBSTHQ
LWS9527CE 35091 T020401 0884389DC080BSTHQ
LWS9556CE 35001 T020401 0884389DC080BSTHQ
LWS9906CE 35001 T020401 0884389DCOB0BSTHQ
LWS9907CE 35091 T020401 0884389DC080BSTHQ
LWS9916CE 35001 T020401 0884389DCOBOBSTHQ
LWS9925CE 35001 T020401 0884389DCOB0BSTHQ
LWS9926CE 35001 T020401 0884389DC080BSTHQ
OP39512CE 35001 T020402 0884389DCOBOBSTHQ
OP39516CE 35091 T020401 0884389DC080BSTHQ
OP9500CE 35001 T020402 0884389DC080BSTHQ
OP9505CE 35001 T020401 0884389DCOB0BSTHQ
OP9506CEA 35091 T020401 0884389DC080BSTHQ
OP9507CEA 35001 T020401 0888277DCOBOBSTK2
OP9508CEA 35001 T020402 0884389DCOB0BSTHQ
OP9509CEA 35091 T020402 0884389DC080BSTHQ
OP9510CE 35001 T020402 0884389DCOBOBSTHQ
OP9512CE 35091 T020402 0884389DC080BSTHQ
OP9513CE 35001 T020402 0884389DC080BSTHQ
OP9513DCE 35001 T020402 0888277DCOB0BSTK2
OP9516CEB 35091 T020401 0888277DC080BSTK2
OP9540CE 35001 T020402 0884389DCOB0BSTHQ

Retention period:10 years after the end of life
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 OP9575¢CE 35091 T020401 0884389DCO80BSTHQ
OP9581CE 35091 T020402 0884389DCOB0BSTHQ
OP9583CE 35091 T020402 0884389DCO80BSTHQ
OP9585CE 35091 T020401 0884389DC080BSTHQ
OP9586CE 35091 T020401 0888277DCO80BSTK2
OP9588CE 35091 T020401 0888277DCO80BSTK2
OP9590CE 35091 T020401 0888277DCO80BSTK2
OP9809CE 35091 T020499 0888277DC0O80BSTK2
OP9812CE 35091 T020499 0888277DCO80BSTK2
$3445 35091 T020401 0884389DCO80BSTHQ
S3500CEC 35091 T020402 0888277DCO80BSTK2
S3504CEC 35091 T020402 0888277DC0O80BSTK2
S3505 35091 T020401 0884389DC080BSTHQ
S3505CEC 35091 T020401 0888277DCO80BSTK2
S$3506 35091 T020401 0884389DCO80BSTHQ
S$3506CEC 35091 T020401 0888277DCO80BSTK2
S3506LWCE 35091 T020401 0888277DCO80BSTK2
S$3507CEC 35091 T020401 0888277DCO80BSTK2
S3508CEC 35091 T020402 0888277DCO80BSTK2
S3509CEC 35091 T020402 0888277DC0O80BSTK2
S$3510CEC 35091 T020402 0888277DCO80BSTK2
$3511CEC 35091 T020402 0888277DCO80BSTK2
S3512CEC 35091 T020402 0888277DCO80BSTK2

Retention period:10 years after the end of life
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MB—WW 0080196DC080BSTX3
S3516CEC 35001 T020401 0888277DCOB0BSTK2
S3516LWCE 35091 T020401 0888277DC080BSTK2
S3517 35091 T020401 0884389DC080BSTHQ
$3518 35001 T020401 0884389DCOB0BSTHQ
53519 35091 T020401 0884389DC080BSTHQ
S3540CEC 35001 T020402 0888277DCOBOBSTK2
S3545CEC 35001 T020401 0888277DCOB0BSTK2
S3545LWCE 35001 T020401 0888277DC080BSTK2
S3581CEB 35001 T020402 0080196DCOBOBSTX3
S3585CEC 35091 T020401 0888277DC080BSTK2
S3585LWCE 35001 T020401 0888277DC080BSTK2
S3587CE 35001 T020402 0888277DCOB0BSTK2
S3591CE 35091 T020402 0888277DC080BSTK2
S3606CE 35001 T020401 0888277DCOBOBSTK2
S3609CE 35001 T020402 0888277DCOB0BSTK2
S3610CE 35091 T020402 0888277DC080BSTK2
S3611CE 35001 T020402 0888277DCOBOBSTK2
S3612CE 35091 T020402 0888277DC080BSTK2
S3613CE 35001 T020402 0888277DC080BSTK2
S3616CE 35001 T020401 0888277DCOB0BSTK2
S3640CE 35091 T020402 0888277DC080BSTK2
S3645CE 35001 T020401 0888277DCOBOBSTK2

Retention period:10 years after the end of life
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S3681CE 35091 T020402 0888277DC080BSTK2
S3685CE 35091 T020401 0888277DC0O80BSTK2
S3713CE 35091 T020402 0888277DC0B0BSTK2
S3740CE 35091 T020402 0888277DC0O80BSTK2
S3813CE 35091 T020402 0888277DC0O80BSTK2
S3840CE 35091 T020402 0888277DC0O80BSTK2
S3881CE 35091 T020402 0888277DC0O80BSTK2
S3913CE 35091 T020402 0888277DC0O80BSTK2
S3940CE 35091 T020402 0888277DC0O80BSTK2
UL32474CE 35091 T020401 0888277DCOB0BSTK2
UL39079CE 35091 T020401 0888277DC0O80BSTK2
UL89045CE 35091 T020401 0888277DC0O80BSTK2
URO130CE 35091 T020401 0888277DC0O80BSTK2
URO150CE 35091 T020401 0888277DC0O80BSTK2

Retention period:10 years after the end of life
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35091 Surgical gown, single-use

Retention period:10 years after the end of life
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