B/ BRAUN

Konformitatserklarung

Declaration of Conformity

Document-No.: 084-001 (3)

Revision-No.: 2

Effective Date: Last date of

signature

Page: 10f3

Wir |

B. Braun Melsungen AG
Carl-Braun-StraBe 1
34212 Melsungen
Deutschland/Germany

erklaren in eigener Verantwortung,
dass das/die Produkt/e

Vasco® Nitril long sterile
Handschuh, Untersuchung, steril

(Artikelnummern siehe Anlage 1)

mit den Anforderungen der folgenden Richtlinie
tibereinstimmt/iibereinstimmen

(1)
Richtlinie 93/42/EWG des Rates vom 14. Juni 1993
tiber Medizinprodukte,
geandert durch Richtlinie 2007/47/EG

Konformitatsbewertungsverfahren
nach Anhang VIl und V
der oben genannten Richtlinie

Klassifizierung
gemal Anhang IX der oben genannten Richtlinie:
Klasse Is

Benannte Stelle
TUV SUD Product Service GmbH
RidlerstraBe 65
80339 Miinchen
Deutschland
Kennnummer 0123
sowie

(2)
in den einschldgigen Anforderungen der Verordnung
(EU) 2016/425 des Europaischen Parlaments und des
Rates vom 09.03.2016 liber personliche
Schutzausriistung

Klassifizierung
Kategorie Il (hohes Risiko)

hereby declare in our own responsibility
that the product/s

Vasco® Nitril long sterile
Gloves, examination, sterile

(article numbers see attachment 1)

isfare in compliance with the following directive

(M
Council Directive 93/42/EEC of 14 June 1993
concerning Medical Devices,
amended by Directive 2007/47/EG

Conformity assessment procedure
according to annex VIl and V
of the Directive named above

Classification
according to annex IX of the Directive named above:
Class Is

Notified body
TUV SUD Product Service GmbH
RidlerstraBe 65
80339 Miinchen
Germany
Identification number 0123
and

(2)
relevant requirements of the Regulation (EU) 2016/425
of the European Parliament and of the council of
09.03.2016 on personal protective equipment

Classification
Category Il (high risk)
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Last date of
signature

20f3

Benannte Stelle
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Kennnummer 2777

Datum der ersten CE-Kennzeichnung
2015-11

Giiltig bis
2024-05-26

Melsungen, 2020-01-23

Vice President Quality Management
Systems & Quality Compliance

Notified body
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
[reland
Identification number 2777

Date of first CE-marking
2015-11

Valid until
2024-05-26

Melsungen, 2020-01-23

i V.
Sl 2
Dr. Hans-Ulr audin

Head of Global Regulatory Affairs
OPM Germany
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Revision-No.:
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084-001 (3)
2

Last date of

signature
Page: 30f3
Anlage | / Attachment |
Art.-Nr. / Art. No. Produktname / Product Name Klasse [ Class Kategorie/
Category

9205950
9205969
9205977
9205985
9205993

Vasco® Nitril long sterile
Vasco® Nitril long sterile
Vasco® Nitril long sterile
Vasco® Nitril long sterile
Vasco® Nitril long sterile

Is
Is
Is
Is
Is



B/ BRAUN

Heknapauuns 3a cbOoTBeTCTBUE

Ne Ha
OOKyMeHTa:

Ne Ha

penakuusaTa:

[arta Ha
BNnn3aHe B
cuna:

CTtpaHuua:

084-001 (3)

MocnegHa
paTa Ha
noanucBaHe

1013

Hue,

B. Braun Melsungen AG
Carl-Braun-Strafl3e 1
34212 Melsungen
"epmaHus

C HaCTOALLOTO AeKnapupame Ha cob6CTBEHA OTFTOBOPHOCT, Ye NPOoayKTbT/UTe

Vasco® Nitril long sterile
PvkaBuum, 3a npernean, CTepunHn

(3a kaTanoxHuUTe HoMepa BX. npunoxexve |)

CbOTBETCTBA/T Ha criegHUTe ONPEKTUBU

(1)
Oupektnea Ha CbBeta 93/42/ENO oT 14 toHn 1993 r.

OTHOCHO MegUUMHCKUTE n3genus, uameHeHa ¢ [npekrtmnea 2007/47/EO

Mpoueaypa 3a oueHsiBaHe Ha CbOTBETCTBUETO
cbrnacHo npunoxenue VIl
OT ropenocoyeHata [Jupektuea

Knacudmkaums

CcbrnacHo npunoxeHue IX ot ropenocoyeHata [upektmea:

Knac Is

Hotudmnumpax opraH
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
repmaHus
WoeHTndpukauymoHeH Homep 0123

()

cblyecTBeHUTE n3nckBaHusa Ha PernameHnT (EC) 2016/425 Ha EBponerickns napnameHT u Ha
CobBeta 0T 09.03.2016 r. OTHOCHO NMNYHUTE NpeanasHu cpeacTea

Knacudmkaums
KaTteropwus Il (Bucok puck)



B/ BRAUN

Heknapauuns 3a cbOoTBeTCTBUE

Ne Ha
OOKyMeHTa:

Ne Ha

penakuusaTa:

[arta Ha
BNnn3aHe B
cuna:

CTtpaHuua:

084-001 (3)

MocnegHa
paTa Ha
noanucBaHe

2013

Hotuduumpax opraH
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
WpnaHgusa
WpoeHTndpukaumoHeH Homep 2777

[arta Ha nbpBaTa mapkupoBka CE

2015-11
HacTtosilwara geknapaunsi 3a CbOTBETCTBUE € BanugHa ao
2024-05-26
Melsungen, 2020-01-23 Melsungen, 2020-01-23
i. V. i V.
Thomas Moller Dr. Hans-Ulrich Gaudin
Vice President Quality Management Head of Global Regulatory Affairs

Systems & Quality Compliance OPM Germany



B ‘ BRAUN Ne Ha 084-001 (3)

AOKyMeHTa:
Ne Ha 2
pepakuuaTa:
Heknapauuns 3a cbOoTBeTCTBUE Aata Ha Mocneawa
Blnn3aHe B AaTa Ha
cuna: nognuceaHe
CTtpaHuua: 3013
MpunoxeHue |

KaT. Ne HanmeHoBaHue Ha npoaykTa Knac KaTteropwus

9205950 Vasco® Nitril long sterile Is 1]

9205969 Vasco® Nitril long sterile Is 1]

9205977 Vasco® Nitril long sterile Is 1]

9205985 Vasco® Nitril long sterile Is 1]

9205993 Vasco® Nitril long sterile Is 1]



B BRAUN Dokument

Revize ¢.:

Prohlaseni o shodeé Datum

ucinnosti:

Strana:

084-001 (3)
2

Posledni
datum
podpisu

1ze3

Nase spolecnost,

B. Braun Melsungen AG
Carl-Braun-StralRe 1
34212 Melsungen
Némecko,

timto na vlastni odpovédnost prohlasuje,
ze vyrobek/vyrobky

Vasco® Nitril long sterile
Rukavice, vySetfovaci, sterilni

(Cisla vyrobku viz pfiloha 1)

jeljsou v souladu s nasledujicimi smérnicemi

1)
smérnice Rady 93/42/EHS ze dne 14. &ervna 1993

o zdravotnickych prostfedcich,
pozménéna smérnici 2007/47/EG

Postup posuzovani shody
podle pfilohy VII
vySe uvedené smérnice

Klasifikace
podle pfilohy IX vy§e uvedené smérnice:
Tfida Is

Oznameny subjekt
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Mnichov
Némecko
Identifikacni Gislo 0123

a

)

pfislusné pozadavky nafizeni (EU) €. 2016/425 Evropského parlamentu a Rady ze dne

09. 03. 2016 o osobnich ochrannych prostfedcich

Klasifikace
Kategorie Il (vysoké riziko)



B/ BRAUN

Dokument ¢&.:

Revize ¢.:

Prohlaseni o shodeé Datum

ucinnosti:

Strana:

084-001 (3)
2

Posledni
datum
podpisu

2ze3

Melsungen, 2020-01-23
i. V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

Oznameny subjekt
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Irsko
Identifikacni Cislo 2777

Datum prvniho oznaceni CE
11.2015

Toto prohlaseni o shodé plati do
26.5. 2024

Melsungen, 2020-01-23
i. V.

Dr. Hans-Ulrich Gaudin

Head of Global Regulatory Affairs
OPM Germany



B/ BRAUN

Dokument ¢&.: 084-001 (3)

Revize ¢.: 2

Prohlaseni o shodé Datum Posledni

ucinnosti: datum

podpisu

Strana: 3ze3

Priloha |
Kat. ¢. Nazev vyrobku Trida Kategorie

9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il



B ‘ BRAUN N.° de 084-001 (3)

documento:

N.° de 2

revision:
Declaracién de conformidad Fecha de Fecha de la

entrada en Gltima firma

vigor:

Pagina: lde4

La empresa

B. Braun Melsungen AG
Carl-Braun-Stral3e 1
34212 Melsungen
Alemania

declara bajo su exclusiva responsabilidad la conformidad de los siguientes productos:

Vasco® Nitril long sterile
Guantes, quirargicos, estériles

(véanse los numeros de los articulos en el anexo I)

con las directivas actualmente en vigor

1)
Directiva 93/42/CEE del Consejo de 14 de junio de 1993
relativa a los productos sanitarios ,
modificada por la Directiva 2007/47/CE

Procedimiento de evaluacién de la conformidad
de acuerdo con el anexo VII
de la directiva arriba indicada

Clasificacion
conforme al anexo IX de la directiva arriba indicada:
Clase Is

Organismo notificado
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Munich
Alemania
Numero de identificacion 0123

y

(2)
prescripciones aplicables del Reglamento (UE) 2016/425 del Parlamento Europeo y del Consejo de 9
de marzo de 2016 relativo a los equipos de proteccion individual

Clasificacion
Categoria Il (alto riesgo)



B/ BRAUN

N.° de

documento:

N.° de
revision:

Declaraciéon de conformidad Fecha de

entrada en
vigor:

Pagina:

084-001 (3)

Fecha de la
Gltima firma

2de4

Organismo notificado
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Irlanda
Numero de identificacion 2777

Fecha del primer marcado CE
2015-11

La presente declaracion de conformidad es vélida hasta el

Melsungen, 2020-01-23
i. V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

2024-05-26

Melsungen, 2020-01-23
i. V.

Dr. Hans-Ulrich Gaudin
Head of Global Regulatory Affairs
OPM Germany



B/ BRAUN

N.° de 084-001 (3)
documento:
N.° de 2
revision:
Declaracién de conformidad Fecha de Fecha de la
entrada en tltima firma
vigor:
Pagina: 3de4
Anexo |

N.° art.° Nombre de producto Clase Categoria

9205950 Vasco® Nitril long sterile Is 11l

9205969 Vasco® Nitril long sterile Is 11l

9205977 Vasco® Nitril long sterile Is 11l

9205985 Vasco® Nitril long sterile Is 11l

9205993 Vasco® Nitril long sterile Is 11l



B BRAUN ookumend

084-001 (3)
nr:
Versiooni 2
nr:
Vastavusdeklaratsioon Joustumise  Viimase allkirj.
kuupéev: kuup.
Lk: 1/3

K

B. Braun Melsungen AG
Carl-Braun-StrafRe 1
34212 Melsungen
Saksamaa

kinnitab kdesolevaga oma ainuvastutust selle eest, et toode (tooted):

Vasco® Nitril long sterile
Kindad, labivaatus, steriilsed

(toote numbrit vt lisast 1)

on koosk®dlas jargmiste direktiividega

1)
NGukogu direktiiv 93/42/EMU 14. juunist 1993
meditsiiniseadmete kohta, muudetud direktiiviga 2007/47/EU

Vastavuse hindamisprotseduur
vastavalt lisale VII
Ulalnimetatud direktiivist

Klassifikatsioon
vastavalt Ulalnimetatud direktiivi lisale IX:
Klass Is

Teavitatud asutus
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Saksamaa
Identifitseerimisnumber 0123

ja

)

Euroopa Parlamendi ja ndukogu 09.03.2016 maaruse (EL) 2016/425 asjakohased nduded

isikukaitsevahendite kohta

Klassifikatsioon
Kategooria Il (kdrge risk)



B/ BRAUN

Vastavusdeklaratsioon

Dokumendi 084-001 (3)
nr:

Versiooni 2
nr:

Joustumise Viimase allkirj.
kuupéev: kuup.

Lk: 213

Teavitatud asutus
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
lirimaa
Identifitseerimisnumber 2777

Esmase CE-margise kuupaev
11.2015

Ké&esolev vastavusdeklaratsioon on kehtiv kuni

26.05.2024

Melsungen, 2020-01-23

i V. i. V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance OPM Germany

Melsungen, 2020-01-23

Dr. Hans-Ulrich Gaudin
Head of Global Regulatory Affairs



B/ BRAUN

Dokumendi 084-001 (3)
nr:
Versiooni 2
nr:
Vastavusdeklaratsioon Joustumise  Viimase allkirj.
kuupéev: kuup.
Lk: 3/3
Lisal

Toote nr Toote nimetus Klass Kategooria

9205950 Vasco® Nitril long sterile Is Il

9205969 Vasco® Nitril long sterile Is Il

9205977 Vasco® Nitril long sterile Is Il

9205985 Vasco® Nitril long sterile Is Il

9205993 Vasco® Nitril long sterile Is Il



B/BRAUN Document

no:

Version no :

Déclaration de conformité Eﬁ? ?e prise
‘effet :

Page :

084-001 (3)

2

Derniere
date de
signature

1/3

Nous

B. Braun Melsungen AG
Carl-Braun-Strafl3e 1
34212 Melsungen
Allemagne

déclarons par les présentes, dans les limites de nos responsabilités
que le(s) produit(s)

Vasco® Nitril long sterile
Gants, examen, stériles

(références d'article, voir annexe )

est/sont conforme(s) aux directives suivantes

1)
Directive 93/42/CEE du Conseil du 14 juin 1993
relative aux Dispositifs Médicaux,
modifiée par la Directive 2007/47/EG

Procédure d’évaluation de la conformité
selon I'annexe VII
de la Directive citée ci-dessus

Classification
selon I'annexe I1X de la Directive citée ci-dessus :
Classe Is

Organisme notifié
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Allemagne
Numéro d’identification 0123

et

)

exigences pertinentes du réglement (UE) 2016/425 du Parlement européen et du Conseil du

09/03/2016 relatif aux équipements de protection individuelle

Classification
Catégorie Il (risque éleveé)



B/BRAUN Document

no:

Version no :

Déclaration de conformité Eﬁ? ?e prise
‘effet :

Page :

084-001 (3)

2

Derniere
date de
signature

213

Organisme notifié
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Irlande
Numéro d’identification 2777

Date du premier marquage CE

2015-11
La présente Déclaration de conformité est valide jusqu’au
2024-05-26
Melsungen, 2020-01-23 Melsungen, 2020-01-23
i. V. i V.
Thomas Moller Dr. Hans-Ulrich Gaudin
Vice President Quality Management Head of Global Regulatory Affairs

Systems & Quality Compliance OPM Germany



B/ BRAUN

Document 084-001 (3)
no :
Version no : 2
Déclaration de conformité Date de prise  Derniere
d'effet : date de
signature
Page : 3/3
Annexe |
Référence Nom du produit Classe Catégorie
d'article
9205950 Vasco® Nitril long sterile Is 1]
9205969 Vasco® Nitril long sterile Is 1]
9205977 Vasco® Nitril long sterile Is 1]
9205985 Vasco® Nitril long sterile Is 1]
9205993 Vasco® Nitril long sterile Is 1]



B ‘ BRAUN Broj 084-001 (3)

dokumenta:

Broj izmjene: 2
Izjava o sukladnosti Datum Posljednji

stupanja na datum

snagu: potpisa

Stranica: lod3

Mi

B. Braun Melsungen AG
Carl-Braun-StralRe 1
34212 Melsungen
Njemacka

pod vlastitom odgovornoSc¢u izjavljujemo
da je proizvod

Vasco® Nitril long sterile
Rukavice, za pregled, sterilne

(za brojeve proizvoda pogledajte Prilog I.)

sukladan sa sliedec¢im direktivama:

)
Direktivom Vijeca 93/42/EEZ od 14. lipnja 1993.
0 medicinskim proizvodima,
kako je izmijenjena Direktivom 2007/47/EZ

Postupak ocjenjivanja sukladnosti
u skladu s Prilogom VII.
gore navedene Direktive

Razvrstavanje
u skladu s Prilogom IX. gore navedene Direktive:
klasa rizika I.s

Prijavljeno tijelo
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Njemacka
Identifikacijski broj 01230
i

2
relevantni zahtjevi Uredbe (EU) 2016/425 Europskog parlamenta i vije¢a od 09.03.2016. o osobnoj
zastitnoj opremi

Razvrstavanje
Kategorija lll (visoki rizik)



B/ BRAUN

Broj
dokumenta:

Broj izmjene:

Izjava o sukladnosti Datum
stupanja na
snagu:

Stranica:

084-001 (3)

2

Posljedniji
datum
potpisa

20d3

Melsungen, 2020-01-23
i. V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

Prijavljeno tijelo
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Irska
Identifikacijski broj 2777

Datum prve CE oznake sukladnosti
11. 2015.

Ova lzjava o sukladnosti vrijedi do
26. 5. 2024.

Melsungen, 2020-01-23
i V.

Dr. Hans-Ulrich Gaudin
Head of Global Regulatory Affairs
OPM Germany



B/ BRAUN

Broj 084-001 (3)
dokumenta:
Broj izmjene: 2
Izjava o sukladnosti Datum Posljednji
stupanja na datum
snagu: potpisa
Stranica: 3o0d3
Prilog I.
Broj proizvoda  Naziv proizvoda Klasa rizika Kategorija
9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il



B ‘ BRAUN Dokumentum 084-001 (3)

szam:

Felllvizsgélat 2
szama:
Megdfelelségi nyilatkozat Hatalybalépé Utolso
s napja: aléirasi
datum
Oldalszam: 1/3

Mi, a

B. Braun Melsungen AG
Carl-Braun-Stral3e 1
34212 Melsungen
Németorszag

sajat feleldsségunkre kijelentjuk,
hogy az alabbi termék(ek)

Vasco® Nitril long sterile
Kesztyd, vizsgalati, steril

(a cikkszamok az |. figgelékben talalhatok)

megfelel(nek) az alabbi iranyelveknek

)
az 1993. junius 14-én kelt, az orvostechnikai eszk6zokrél sz6l6,
a 2007/47/eK irdnyelvvel médositott
93/42/EGK tanacsi iranyelvnek

Megfeleléség-értékelési eljaras
a fenti iranyelv
VII. melléklete szerint

Osztalyozas
a fenti irdnyelv IX. melléklete szerint:
Class Is

Bejelentett szervezet
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Németorszag
Azonosité szam: 0123

és

(2)
a 2016. marcius 9-i, az egyéni védbeszk6zokrdl szolé 2016/425/EU Eurépai Parlamenti és Tanacsi
rendelet megfeleld kdvetelményei

Osztalyozas
Kategodria Ill (magas kockéazat)



B/ BRAUN

Dokumentum
szam:

Felllvizsgélat

szama:
Megfeleléségi nyilatkozat Hatalybalépé

S napja:

Oldalszam:

084-001 (3)

Utolsé
alairasi
datum

213

Bejelentett szervezet
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
frorszag
Azonosité szam: 2777

Az els6 CE-jeldlés datuma
2015.11.

A jelen Megfelel6ségi nyilatkozat az alabbi id6pontig érvényes:

Melsungen, 2020-01-23
i V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

2024.05.26.

Melsungen, 2020-01-23
i V.

Dr. Hans-Ulrich Gaudin
Head of Global Regulatory Affairs

OPM Germany



B/ BRAUN

Dokumentum 084-001 (3)
szam:
Felllvizsgélat 2
szama:
Megfeleléségi nyilatkozat Hatalybalépé Utolso
s napja: aléirasi
datum
Oldalszam: 3/3
I. figgelék
Cikkszam Terméknév Osztaly Kategoéria
9205950 Vasco® Nitril long sterile Is 1]
9205969 Vasco® Nitril long sterile Is 1]
9205977 Vasco® Nitril long sterile Is 1]
9205985 Vasco® Nitril long sterile Is 1]
9205993 Vasco® Nitril long sterile Is 1]



B ‘ BRAUN Documento n.: 084-001 (3)

Revisione n.: 2
Dichiarazione di conformita Datadientrata in Data dell'ultima
vigore: firma
Pagina: 1di3

Noi

B. Braun Melsungen AG
Carl-Braun-Strasse 1
34212 Melsungen
Germania

dichiariamo con la presente, sotto la nostra responsabilita,
che il/i prodotto/i

Vasco® Nitril long sterile
Guanti, per esame, sterili

(per i codici articolo vedere I'allegato 1)

e/sono conforme/i alle seguenti direttive

1)
Direttiva del consiglio 93/42/CEE del 14 giugno 1993
relativa ai dispositivi medicali,
emendata dalla Direttiva 2007/47/CE

Procedura di valutazione della conformita
in conformita all’allegato VII
della Direttiva sopra indicata

Classificazione
in conformita all’allegato IX della Direttiva sopra indicata:
Classe Is

Ente notificato
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Monaco
Germania
Numero di identificazione 0123

e
2

requisiti pertinenti del Regolamento (UE) 2016/425 del Parlamento europeo e del Consiglio del
09.03.2016 sui dispositivi di protezione individuale

Classificazione
Categoria Ill (alto rischio)



B/ BRAUN

Documento n.:

Revisione n.:

Dichiarazione di conformita Datadientratain

vigore:

Pagina:

084-001 (3)
2

Data dell'ultima
firma

2di3

Ente notificato
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P

Irlanda

Numero di identificazione 2777

Data del primo marchio CE
11-2015

La presente Dichiarazione di conformita é valida fino al

Melsungen, 2020-01-23
i. V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

26-05-2024

Melsungen, 2020-01-23
i. V.

Dr. Hans-Ulrich Gaudin
Head of Global Regulatory Affairs
OPM Germany



B/ BRAUN

Dichiarazione di conformita

Documento n.:

Revisione n.:

Data di entrata in

084-001 (3)
2

Data dell'ultima

vigore: firma
Pagina: 3di3
Allegato |

Cod. articolo Nome prodotto Classe Categoria
9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il



B BRAUN polamerto

084-001 (3)
Nr.:
Perzidros Nr.: 2
Atitikties deklaracija Isigaliojimo  Paskutinio
data: paraso data:
Psl.: 1i83
Mes,

B. Braun Melsungen AG
Carl-Braun-Stral3e 1
34212 Melsungen
Vokietija
atsakingai pareiskiame, kad gaminys (-iai)

Vasco® Nitril long sterile
Pirstinés apzilrai, sterilios

(gaminio numerius zr. | priede)

atitinka toliau nurodytas direktyvas

1)
1993 m. birzelio 14 d. Tarybos direktyvg 93/42/EEB
dél medicinos prietaisy,
i$ dalies pakeistg 2007/47/EB direktyva,

Atitikties vertinimo procedira
pagal minétosios Direktyvos
VII priedg

Klasifikacija
pagal minétosios Direktyvos IX prieda:
Is klasé

Notifikuotoji jstaiga
,TUV SUD Product Service GmbH*
Ridlerstral3e 65
80339 Miinchen
Vokietija
Identifikacijos numeris 0123

ir

()

taikomi reikalavimai pagal 2016-03-09 Europos Parlamento ir Tarybos Reglamentg (EB) Nr.

2016/425 dél asmeniniy apsaugos priemoniy

Klasifikacija
Kategorija Ill (didelé rizika)



B/ BRAUN

Dokumento
Nr.:

Perzitros Nr.:

Atitikties deklaracija Isigaliojimo

data:

Psl.:

084-001 (3)

2

Paskutinio
paraso data:

2i83

Melsungen, 2020-01-23
i. V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

Notifikuotoji jstaiga
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Airija
Identifikacijos numeris 2777
Pirmojo CE zenklinimo data
2015-11

Si atitikties deklaracija galioja iki
2024-05-26

Melsungen, 2020-01-23
i. V.

Dr. Hans-Ulrich Gaudin

Head of Global Regulatory Affairs
OPM Germany



B/ BRAUN

Dokumento 084-001 (3)
Nr.:
Perzidros Nr.: 2
Atitikties deklaracija Isigaliojimo Paskutinio
data: paraso data:
Psl.: 3is3
| priedas
Gam. Nr. Gaminio pavadinimas Klasé Kategorija
9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il



B ‘ BRAUN Dokumenta 084-001 (3)

Nr.:
ParskatiSana 2
s Nr.:

Atbilstibas deklaracija Stasanas Pédéjais
speka datums, kad
datums: parakstits
Lapa: 1no3

Més,

B. Braun Melsungen AG,
Carl-Braun-Strafde 1,
34212 Melsungen,
Vacija,
ar 8o, uznemoties atbildibu, apstiprinam,
ka produkts/-i:

Vasco® Nitril long sterile
Cimdi, parbauzu, nesterili

(produktu numurus skatiet | pielikuma)

atbilst talak teksta minétajam direktivam.

)
Padomes Direktiva 93/42/EEK (1993. gada 14. junijs)
par medicinas iericém,
kura grozijumi izdartti ar Direktivu 2007/47/EK

Atbilstibas novéertéjuma procedira
saskana ar ieprieks tekstd minétas Direktivas
VII pielikumu

Klasifikacija
saskana ar ieprieks teksta minétas Direktivas IX pielikumu:
Is klase

Pilnvarota iestade
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Vacija
Identifikacijas numurs 0123

un

(2)
Eiropas Parlamenta un Padomes Regula (ES) 2016/425 (2016. gada 9. marts) par individualajiem
aizsardzibas lidzekliem

Klasifikacija
Kategorija Ill (augsts riska limenis)



B/ BRAUN

Dokumenta 084-001 (3)
Nr.:

Parskatisana 2
S Nr.:

Atbilstibas deklaracija Stasanas Pédéjais
speka datums, kad
datums: parakstits
Lapa: 2no3

Pilnvarota iestade
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Irija
Identifikacijas numurs 2777
Datums, kad pirmo reizi markéts ar CE zimi,
2015-11
S1 Atbilstibas deklaracija ir spéka lidz
2024.05.26
Melsungen, 2020-01-23 Melsungen, 2020-01-23
i. V. i. V.
Thomas Moller Dr. Hans-Ulrich Gaudin
Vice President Quality Management Head of Global Regulatory Affairs

Systems & Quality Compliance

OPM Germany



B/ BRAUN

Dokumenta 084-001 (3)
Nr.:

ParskatiSana 2
s Nr.:

Atbilstibas deklaracija Stasanas Pédéjais
speka datums, kad
datums: parakstits
Lapa: 3no3

| pielikums
Prod. Nr. Produkta nosaukums Klase Kategorija
9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il



B ‘ BRAUN Documentnr: 084-001 (3)

Revisie-nr: 2

Verklaring van overeenstemming  ingangsdatum: Laatste
ondertekening

sssdsdatum

Pagina: lvan3

Wi

B. Braun Melsungen AG
Carl-Braun-StralRe 1
34212 Melsungen
Duitsland

verklaren hierbij onder eigen verantwoordelijkheid
dat het product/de producten

Vasco® Nitril long sterile
Handschoenen, onderzoek, sterile

(zie bijlage | voor de artikelnummers)

in overeenstemming is/zijn met de volgende richtlijnen

1)
Richtlijn 93/42/EEG van de Raad van 14 juni 1993

betreffende medische hulpmiddelen,
gewijzigd bij Richtlijn 2007/47/EG

Overeenstemmingsbeoordelingsprocedure
volgens bijlage VII
van de hierboven genoemde richtlijn

Classificatie
overeenkomstig bijlage IX van de hierboven genoemde richtlijn:
Klasse Is

Aangemelde instantie
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Duitsland
Identificatienummer 0123

en
2

relevante eisen van Verordening (EU) nr. 2016/425 van het Europees Parlement en de Raad van
09.03.2016 betreffende persoonlijke beschermingsmiddelen

Classificatie
Categorie Il (hoog risico)



B/BRAUN Sp—

Revisie-nr:

Verklaring van overeenstemming  ingangsdatum:

Pagina:

084-001 (3)
2

Laatste
ondertekening
sssdsdatum

2van 3

Aangemelde instantie
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
lerland
Identificatienummer 2777

Datum van eerste CE-markering

2015-11
Deze verklaring van overeenstemming is geldig tot
26-05-2024
Melsungen, 2020-01-23 Melsungen, 2020-01-23
i V. i V.
Thomas Méller Dr. Hans-Ulrich Gaudin

Head of Global Regulatory Affairs

Vice President Quality Management
OPM Germany

Systems & Quality Compliance



B/ BRAUN

Documentnr: 084-001 (3)

Revisie-nr: 2

Verklaring van overeenstemming  ingangsdatum: Laatste

ondertekening

sssdsdatum

Pagina: 3van 3

Bijlage |
Art. nr. Productnaam Klasse Categorie

9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il



B BRAUN ookumenr

Revisjonsnr.:

Samsvarserkleering Ikrafttredelse

s-dato:

Side:

084-001 (3)
1

Siste
signaturdato

lav3

Vi

B. Braun Melsungen AG
Carl-Braun-StralRe 1
34212 Melsungen
Tyskland

erkleerer herved pa eget ansvar
at produktet/produktene

Vasco® Nitril long sterile
Hansker, undersgkelse, sterile

(se vedlegg | for artikkelnr.)

er i samsvar med fglgende direktiver

1)
Radsdirektiv 93/42/E@F av 14. juni 1993

om medisinsk utstyr,
endret ved direktiv 2007/47/EF

Prosedyre for vurdering av samsvar
i samsvar med vedlegg VI
i direktivet som er angitt ovenfor

Klassifisering
i samsvar med vedlegg IX i direktivet som er angitt ovenfor:
Klasse Is

Tilsynsorgan
TUV SUD Product Service GmbH
Ridlerstrafl3e 65
80339 Miunchen
Tyskland
Identifikasjonsnummer 0123

og
(2

relevante krav i EU-bestemmelsen 2016/425 fra Europaparlamentet og fra radet den 9. mars 2016

om personlig verneutstyr

Klassifisering
Kategori Il (hgy risiko)



B/ BRAUN

Dokumentnr.:

Revisjonsnr.:

Samsvarserkleering Ikrafttredelse

s-dato:

Side:

084-001 (3)
1

Siste
signaturdato

2av3

Melsungen, 2020-01-23
i. V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

Tilsynsorgan
SATRA Technology Europe Ltd
Bracetown Business Park

Clonee

Dublin

D15 YN2P
Irland
Identifikasjonsnummer 2777

Dato for farste CE-merking
2015-11

Denne samsvarserklaeringen er gyldig til
26.05.2024

Melsungen, 2020-01-23
i. V.

Dr. Hans-Ulrich Gaudin
Head of Global Regulatory Affairs
OPM Germany



B/ BRAUN

Dokumentnr.: 084-001 (3)
Revisjonsnr.: 1
Samsvarserklaeri ng Ikrafttredelse Siste
s-dato: signaturdato
Side: 3av3
Vedlegg |
Artikkelnr. Produktnavn Klasse Kategori
9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il



B BRAUN o 084-001 (3

dokumentu:

Nr zmiany: 2

Deklaracja zgodnosci Data wejécia Data
w zycie: zlozenia

ostatniego

podpisu

Strona: 1z3

Firma

B. Braun Melsungen AG
Carl-Braun-Strafl3e 1
34212 Melsungen
Niemcy

niniejszym oswiadcza na wtasng odpowiedzialnosc¢,
ze produkt(-y)

Vasco® Nitril long sterile
Rekawice, do badania, jatowe

(numery artykutéw dostepne w zatgczniku I)

jest/sg zgodny/e z ponizszymi dyrektywami

@
Dyrektywa Rady 93/42/EWG z dnia 14 czerwca 1993 r.

dotyczgca wyrobéw medycznych,
zmieniona dyrektywg 2007/47/WE

Procedura oceny zgodnosci
zgodnie z zatgcznikiem VII
do wyzej wymienionej dyrektywy

Klasyfikacja
zgodnie z zatgcznikiem IX do wyzej wymienionej dyrektywy:
Klasa Is

Jednostka notyfikowana
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Niemcy
Numer identyfikacyjny 0123

oraz
2

odpowiednie wymogi rozporzgdzenia Parlamentu Europejskiego i Rady (UE) 2016/425 z dnia 9
marca 2016 r. w sprawie srodkéw ochrony indywidualnej

Klasyfikacja
Kategoria Il (wysokie ryzyko)



B/ BRAUN

Nr
dokumentu:

Nr zmiany:

Deklaracja zgodnosci Data wejécia

w zycie:

Strona:

084-001 (3)

2

Data
zlozenia
ostatniego
podpisu

223

Jednostka notyfikowana
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Irlandia
Numer identyfikacyjny 2777

Data pierwszego przyznania oznakowania CE

2015-11

Niniejsza deklaracja zgodnosci obowiazuje do

Melsungen, 2020-01-23
i V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

2024-05-26

Melsungen, 2020-01-23
i V.

Dr. Hans-Ulrich Gaudin
Head of Global Regulatory Affairs
OPM Germany



B/ BRAUN

Nr 084-001 (3)
dokumentu:
Nr zmiany: 2
Deklaracja zgodnosci Data wejscia Data
w zycie: zlozenia
ostatniego
podpisu
Strona: 3z3
Zatacznik |
Nr art. Nazwa produktu Klasa Kategoria
9205950 Vasco® Nitril long sterile Is 11}
9205969 Vasco® Nitril long sterile Is 11}
9205977 Vasco® Nitril long sterile Is 11}
9205985 Vasco® Nitril long sterile Is 11}
9205993 Vasco® Nitril long sterile Is 11}



B ‘ BRAUN N.° de 084-001 (3)

documento:
N.°'d(~e 2
revisdo:
Declaracao de conformidade Eigtor?daem Gtima deta
assinatura
Pagina: 1de3

Nos

B. Braun Melsungen AG
Carl-Braun-Straf3e 1
34212 Melsungen
Alemanha

pelo presente, declaramos, sob nossa exclusiva responsabilidade,
gue o(s) produto(s)

Vasco® Nitril long sterile
Luvas, exame, estéreis

(nimeros dos artigos, ver 0 anexo )

estd/estdo em conformidade com as seguintes directivas:

1)
Directiva do Conselho 93/42/CEE, de 14 de Junho de 1993,
relativa a dispositivos médicos,
alterada pela Directiva 2007/47/CE

Procedimento de avaliagc&do da conformidade
de acordo com o anexo VII
da Directiva supracitada

Classificacao
de acordo com o anexo I1X da Directiva supracitada:
Classe Is

Organismo notificado
TUV SUD Product Service GmbH
Ridlerstrafl3e 65
80339 Mlnchen
Alemanha
Numero de identificacdo 0123

e
2

requisitos relevantes do Regulamento (UE) 2016/425 do Parlamento Europeu e do Conselho de
09.03.2016 relativo aos equipamentos de protegao individual

Classificacéao
Categoria lll (risco elevado)



B/BRAUN o de

documento:

N.° de
revisédo:

Declaracao de conformidade Entrada em

vigor:

Pagina:

084-001 (3)

Ultima data
da
assinatura

2de3

Organismo notificado
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Irlanda
Numero de identificacao 2777

Data da primeira marcacéo CE
11-2015

Esta Declaragcdo de Conformidade é vélida até
26-05-2024

Melsungen, 2020-01-23 Melsungen, 2020-01-23
i. V. i. V.

Thomas Méller Dr. Hans-Ulrich Gaudin

Vice President Quality Management Head of Global Regulatory Affairs
Systems & Quality Compliance OPM Germany



B/ BRAUN

N.° de 084-001 (3)
documento:
N.° de 2
revisao:
Declaracao de conformidade Enragaem  Oitima data
vigor: a
assinatura
Pagina: 3de3
Anexo |
N.°do art. Nome do produto Classe Categoria
9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il



B BRAUN - 084-001 (3

document:
Nr. revizuire: 2
Declaratie de conformitate Dataintrarii  Data ultimei
’ n vigoare: semnaéturi
Pagina: 1din3

Subscrisa

B. Braun Melsungen AG
Carl-Braun-Straf3e 1
34212 Melsungen
Germania

declaram prin prezenta, pe propria raspundere,
ca produsul/produsele

Vasco® Nitril long sterile
Manusi, examinare, sterile

(pentru numerele articolelor vezi anexa I)

respecta urmatoarele directive

1)
Directiva Consiliului 93/42/CEE din data de 14 iunie 1993
privind dispozitivele medicale,
modificata prin Directiva 2007/47/CE

Procedura de evaluare a conformitatii
conform anexei VI
la Directiva mentionata mai sus

Clasificare
conform anexei IX la Directiva mentionata mai sus:
Clasals

Organism notificat
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Germania
Numar de identificare 0123
si
(2)
cerinte relevante ale Regulamentului (UE) 2016/425 al Parlamentului European si al Consiliului din
09.03.2016 privind echipamentele individuale de protectie

Clasificare
Categoria Ill (risc crescut)



B/ BRAUN

Nr.
document:

Nr. revizuire:

Declaratie de conformitate Data intréri

n vigoare:

Pagina:

084-001 (3)

2

Data ultimei
semnaturi

2din 3

Organism notificat
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Irlanda
Numar de identificare 2777

Data primului marcaj CE
2015-11

Prezenta Declaratie de conformitate este valabila pana la

Melsungen, 2020-01-23
i. V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

2024-05-26

Melsungen, 2020-01-23
i. V.

Dr. Hans-Ulrich Gaudin
Head of Global Regulatory Affairs
OPM Germany



B/ BRAUN

N 084-001 (3)
document:
Nr. revizuire: 2
Declaratie de conformitate Data intrarii  Data ultimei
’ n vigoare: semnaéturi
Pagina: 3din3
Anexa |
Nr. art. Denumirea produsului Clasa Categoria
9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il



B ‘ BRAUN Dokument €. 084-001 (3)

Revizia €. 2
Vyhlasenie o zhode Détum Posledny
nadobudnutia datum
ucinnosti: podpisu
Strana: 173

Spolo¢nost

B. Braun Melsungen AG
Carl-Braun-Straf3e 1
34212 Melsungen
Nemecko

tymto vyhlasuje,
ze produktly

Vasco® Nitril long sterile
Rukavice, vySetrenie, sterilné

(Cisla poloziek su uvedené v prilohe I)

jel/su v sulade s tymito smernicami

@
Smernica Rady 93/42/EHS zo 14. juna 1993
o0 zdravotnickych poméckach,
zmenena smernicou 2007/47/ES

Postup posudzovania zhody
podla prilohy VII
smernice uvedenegj vyssie

Klasifikacia
podla prilohy IX smernice uvedenej vysSie:
Trieda Is

Notifikovany organ
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Nemecko
Identifikacné &islo 0123

a

(2)
prisludné poziadavky nariadenia Europskeho parlamentu a Rady (EU) 2016/425 z 9. marca 2016 o
osobnych ochrannych prostriedkoch

Klasifikacia
Kategoria Il (vysokeé riziko)



B/ BRAUN

Dokument ¢&.
Revizia €.

Vyhlasenie o zhode Datum

nadobudnutia
ucinnosti:

Strana:

084-001 (3)
2

Posledny
datum
podpisu

2723

Melsungen, 2020-01-23
i V.

Thomas Moller

Notifikovany organ
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
irsko
Identifikaéné &islo 2777

Datum prvého oznacenia CE
11.2015

Toto vyhlasenie o zhode plati do
26.05.2024

Melsungen, 2020-01-23
i. V.

Dr. Hans-Ulrich Gaudin

Vice President Quality Management Head of Global Regulatory Affairs
Systems & Quality Compliance OPM Germany



B/ BRAUN

Dokument ¢. 084-001 (3)

Revizia €. 2

Vyhlasenie o zhode Ditum Posledny

nadobudnutia datum

ucinnosti: podpisu

Strana: 373

Priloha

C. polozky Nazov produktu Trieda Kategoria
9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is M
9205977 Vasco® Nitril long sterile Is I
9205985 Vasco® Nitril long sterile Is 1l
9205993 Vasco® Nitril long sterile Is M



B ‘ BRAUN Belge No.: 084-001 (3)

Revizyon 2
No.:

UygunlLIk Beyanl Yirarlik Son imza
Tarihi: tarihi
Sayfa: 1/3

Biz

B. Braun Melsungen AG
Carl-Braun-Stral3e 1
34212 Melsungen
Almanya

olarak, sorumlulugu bize ait
olmak tzere

Vasco® Nitril long sterile
Eldiven, muayene, steril

Urinundn/irunlerinin (parga numaralari i¢in ek I'e bakiniz)

asagidaki direktiflere uygun oldugunu beyan ederiz:

)
2007/47/EG sayili Direktifle degistirilen sekilde
Tibbi Cihazlarla ilgili
14 Haziran 1993 tarihli 93/42/EEC sayili Konsey Ydnergesi

Yukarida belirtilen Direktifin
ek Vll'ye gore
uyumluluk degerlendirme prosediirii

Yukarida belirtilen Direktifin Ek IX bolimune gore

Siniflandirma:
Sinif Is

Onay kurulusu
TUV SUD Product Service GmbH
Ridlerstral3e 65
80339 Miinchen
Almanya
Tanimlama numarasi 0123

ve

2
Avrupa Parlamentosu ve konseyinin 09.03.2016 tarihli ve (EU) 2016/425 sayil kisisel koruyucu
ekipmanla ilgili yonetmeliginin ilgili gereksinimleri

Siniflandirma
Kategori Il (yuksek risk)



B/ BRAUN

Belge No.:

Revizyon
No.:

Uygunluk Beyani Yiirirlik

Tarihi:

Sayfa:

084-001 (3)

2

Son imza
tarihi

2/3

Onay kurulusu
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
irlanda
Tanimlama numarasi 2777

ilk CE isareti tarihi
11-2015

Bu Uygunluk Beyani su tarihe kadar gecerlidir:

Melsungen, 2020-01-23
i V.

Thomas Moller
Vice President Quality Management
Systems & Quality Compliance

26-05-2024

Melsungen, 2020-01-23
i. V.

Dr. Hans-Ulrich Gaudin

Head of Global Regulatory Affairs
OPM Germany



B/ BRAUN

Belge No.: 084-001 (3)
Revizyon 2
No.:
Uygunluk Beyam Yirirlik Son imza
Tarihi: tarihi
Sayfa: 3/3
Ek I
Parca No. Uriin Adi Sinif Kategori
9205950 Vasco® Nitril long sterile Is Il
9205969 Vasco® Nitril long sterile Is Il
9205977 Vasco® Nitril long sterile Is Il
9205985 Vasco® Nitril long sterile Is Il
9205993 Vasco® Nitril long sterile Is Il
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