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GLOVES TMTHANLAND

Konformitatserklarung
Declaration of Conformity

Wir

We

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Manufacturer according to Medical Device Regulation (EU) 2017/745

erklaren in eigener Verantwortung,
dass das/die Produkte

Vasco® Nitril sense blue
Nitril Untersuchungs- und Schutzhandschuhe
zum einmaligen Gebrauch. Unsteril. Beidh&ndig
passend.

Basis UDI-DI: 88591306NO02VR
(Artikelnummern siehe Anlage 1)

mit den Anforderungen der Medizinprodukte
Verordnung (EU) 2017/745
Ubereinstimmt/tibereinstimmen

Konformitatsbewertungsverfahren
nach Artikel 52 Absatz 7
der oben genannten Verordnung

Klassifizierung
gemal Anhang VIII der oben genannten
Verordnung
Klasse |

Bevollmachtigter in der Européischen Union
(Artikel 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Deutschland

Des Weiteren erklaren wir in eigener
Verantwortung, dass oben genannte/s
Medizinprodukt/e die Anforderung zu

folgender EU Verordnung

hereby declare in our own responsibility
that the products

Vasco® Nitril sense blue
Nitrile examination and protective gloves for
single use. Non sterile. Ambidextrous.

Basic UDI-DI: 88591306NO02VR
(article numbers see attachment 1)

are in conformity with the requirements of the
Medical Device Regulation (EU) 2017/745

Conformity Assessment Procedure
according to article 52 section 7
of the Regulation named above

Classification
according to annex VIII of the Regulation named
above
Class |

Authorized Representative for the European
Union (Article 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Furthermore, we declare in our own
responsibility that the above-mentioned
medical device/s meet/s the requirements of
the following EU Regulation
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GLOVES TMTHANLAND

VERORDNUNG (EU) 2016/425 uber
personliche Schutzausristungen

erfullt

Klassifizierung
Kategorie Il (hohes Risiko)

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

geman giltigem
EN ISO 13485: 2016 Zertifikat
Zertifikatsnummer: Q5 099188 0012 Rev. 01
Benannte Stelle: TUV SUD Product Service
GmbH
Glltig bis: 31 October 2026

ISO 9001: 2015 Zertifikat
Zertifikatsnummer: QS5 099188 0010 Rev. 06
Benannte Stelle: TUV SUD America Inc.
Gultig bis: 5 July 2026

EU-Baumusterprifungszertifikat: 2777/10474-
05/E21-02

Benannte Stelle: SATRA Technology Europe
Ltd.

Bangkok, 2024-01-11

flhatefaree 7.

Phatcharee Triratanakul
Technical Product Management Manager

Regulation (EU) 2016/425 on personal
protective equipment

Classification
Category Il (high risks)

Notified Body
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Identification number 2777

according to our valid:

Certificate of EN ISO 13485: 2016
certificate number: Q5 099188 0012 Rev. 01
certification body: TUV SUD Product Service

GmbH
valid until: 31 October 2026

Certificate of ISO 9001: 2015
certificate number: QS5 099188 0010 Rev. 06
certification body: TUV SUD America Inc.
valid until: 5 July 2026

EU Type-Examination Certificate: 2777/10474-
05/E21-02

Notified Body: SATRA Technology Europe Ltd.

Hat Yai, 2024-01-11

JL“'I\/ I

Sureerat Choosti
Product Manager (Glove)
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Anlage | / Attachment |

Art.-Nr. / Art. No. Produktname / Product name Klasse / Class
9208510 Vasco® Nitril sense blue I
9208520 Vasco® Nitril sense blue I
9208530 Vasco® Nitril sense blue I
9208540 Vasco® Nitril sense blue I
9208550 Vasco® Nitril sense blue I

Kategorie /
Category
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Fax: (66) 74-344-677, 74-237-423, 74-237-832 WOSINNG: 074 344 667,074 237 423,074 237 B32

deknapauus 3a cboTBeTCTBUE
Hue

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Mpoussoauten cbrnacHo PernameHT (EC) 2017/745 3a meguLIMHCKUTE n3penus

C HacToSILLOTO AeKnapupame Ha coGCTBEHA OTFOBOPHOCT,
Yye nNpoayKkTuTe

Vasco® Nitril sense blue
HuTpunHmn pbkaBmumM 3a nperneg 1 3awmra, 3a
efHoOKpaTHa ynoTtpeba. HectepunHu. EgHaken 3a aBeTte pbLe.
Bbasosusat UDI-DI: 88591306NO02VR

(3a KaTanoXxHUTE HoMepa BX. NpunoxeHue |)

ca B CbOTBETCTBME C U3MUCKBaAHMATA Ha
PernameHnt (EC) 2017/745 3a meguunHCK1TE n3genus

Mpoueaypa 3a oueHsABaHe Ha CbOTBETCTBUETO
CbrnacHo 4neH 52, naparpad 7
KbM ropenocoyveHus PernameHT

Knacudumkauyumsn
cbrnacHo npunoxenue VIl kbM PernameHTa, nocoyeH
no-rope
Knac |

YnbnHomoueH npeactaBurten 3a EBponenckus
cbto3 (un. 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

OcBeH TOBa Ageknapupame Ha cobcTBeHa
OTrOBOPHOCT, 4Ye ropenoco4yeHoTo/uTte
MeauLUMHCKO/M usgenue/sa otroBaps/T Ha U3NCKBaHUATA Ha
cnegHus pernameHT Ha EC

PernameHT (EC) 2016/425 OTHOCHO NNYHUTE
npeanasHU cpeacTea
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Fax: (66) 74-344-677, 74-237-423, 74-237-832 wosiWng: 074 344 667,074 237 423,074 237 632

Knacudumkauyumsn
KaTteropwus Il (Bucok puck)

Hotudmnumpax opraH
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
NaeHTndrkaumoHeH Homep 2777

CbIMacHO Halns BanuaeH:
Ceptudomkat no EN ISO 13485: 2016
Ne Ha cepTudukata: Q5 099188 0012 Peg. 01
ceptudmumpay opran: TUV SUD Product Service
GmbH
BanuaeH go: 31.10.2026 r.

Ceptudpmkat no EN ISO 9001: 2015
Ne Ha cepTucmkarta: QS5 099188 0010 Peg. 06
ceptudmumpad oprad: TUV SUD America Inc.
BanugeH go: 05.07.2026 r.
Ceptudmkar 3a TunoBo nsnuteaHe 3a EC: 2777/10474-05/E21-02

HotudumunpaH oprar: SATRA Technology Europe Ltd.

2024-01-08

bg
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KaTt. Ne

9208510
9208520
9208530
9208540
9208550

bg

MpunoxeHue |

HaumeHoBaHue Ha npoaykKrta

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue

Knac

Kateropus
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Fax: (66) 74-344-677, 74-237-423, 74-237-832 WOSINNG: 074 344 667,074 237 423,074 237 B32

Prohlaseni o shodeé
My,

Sri Trang Gloves (Thailand) Public Company Limited,

(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

vyrobce podle nafizeni (EU) 2017/745,

timto prohlaSujeme na svou odpovédnost,
ze produkty

Vasco® Nitril sense blue
Nitrilové vySetfovaci a ochranné rukavice
k jednorazovému pouziti. Nesterilni. Obourukeé.
Zé&kladni UDI-DI: 88591306NO02VR

(Cisla kat. viz pfiloha I)

jsou v souladu s poZadavky
nafizeni o zdravotnickych prostfedcich (EU) 2017/745

Postup posuzovani shody
podle €l. 52 odst. 7
vySe uvedeného nafizeni

Klasifikace
podle pfilohy VIl nafizeni uvedeného
vyse
Trida |

Zplnomocnény zastupce pro Evropskou
unii (¢lanek 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Dale prohlasujeme na svou vlastni
odpovédnost, ze vysSe uvedené
zdravotnické prostiedky splnuji pozadavky
nasledujiciho narizeni EU

Nafrizeni (EU) 2016/425 o osobnich
ochrannych prostiedcich
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Klasifikace
Kategorie Il (vysoka rizika)

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

podle naseho platného
certifikdtu EN 1SO 13485: 2016
Cislo certifikatu: Q5 099188 0012 Rev. 01
certifikaéni organ:TUV SUD Product Service
GmbH
plati do: 31.10.2026

Certifikat ISO 9001: 2015
Cislo certifikatu: QS5 099188 0010 Rev. 06
certifikaéni organ: TUV SUD America Inc.
plati do: 05.07.2026

Certifikat EU pfezkousSeni typu: 2777/10474-05/E21-02

Oznameny subjekt: SATRA Technology Europe Ltd.

2024-01-08

cz
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9208510
9208520
9208530
9208540
9208550

cz

Priloha |

Nazev produktu

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue

Trida

Kategorie
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Fax: (66) 74-344-677, 74-237-423, 74-237-832 wosiWng: 074 344 667,074 237 423,074 237 632

Declaraciéon de conformidad
Nosotros, en calidad de

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

fabricantes conforme al Reglamento de Productos Sanitarios (UE) 2017/745,

declaramos bajo nuestra responsabilidad
gue el producto

Vasco® Nitril sense blue
Guantes de exploracion y proteccion de nitrilo
de un solo uso. No estériles. Ambidiestros.
UDI-DI basico: 88591306NO02VR

(ver nimeros de articulo en el anexo I)

es conforme con las disposiciones del
Reglamento de Productos Sanitarios (UE) 2017/745

Procedimiento de evaluacion de la conformidad
de acuerdo con el articulo 52 parrafo 7
del reglamento mencionado anteriormente

Clasificacién
de acuerdo con el anexo VIII del reglamento mencionado
anteriormente
Clase |

Representante autorizado parala Unién
Europea (Articulo 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Ademas, declaramos bajo nuestra
responsabilidad que el producto sanitario
anteriormente mencionado esta en conformidad con las disposiciones del
reglamento siguiente de la UE

Reglamento (UE) 2016/425 relativo a
los equipos de proteccion individual
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Clasificacién
Categoria lll (riesgos muy graves)

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

conforme a nuestro:
Certificado EN 1SO 13485: 2016 en vigor
con numero: Q5 099188 0012 Rev. 01
organismo de certificacién: TUV SUD Product Service
GmbH
valido hasta el: 31.10.2026

Certificado ISO 9001: 2015
con nimero: QS5 099188 0010 Rev. 06
organismo de certificacion: TUV SUD America Inc.
valido hasta el: 05.07.2026
Certificado de examen UE de tipo: 2777/10474-05/E21-02

Organismo notificado: SATRA Technology Europe Ltd.

2024-01-08

es
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Anexo |
N.© art. Nombre del producto Clase Categoria

9208510
9208520
9208530
9208540
9208550

es

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
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Vastavusdeklaratsioon
Meie,

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

meditsiiniseadmete maaruse (EL) 2017/745 alusel "tootja",

kinnitame k&esolevaga oma vastutust,
et tooted:

Vasco® Nitril sense blue
nitriilist uuringu- ja kaitsekindad,
Uhekordseks kasutamiseks. Mittesteriilsed. Mdlemale kaele.
P&hi-UDI-DI: 88591306N0O02VR

(tootenumbreid vt lisast I)

vastavad
meditsiniseadmete maaruse (EL) 2017/745 nduetele

Vastavushindamise protseduur
vastavalt tlalnimetatud maaruse
artikli 52 16ike 7 kohaselt

Klassifikatsioon
vastavalt tlalnimetatud maaruse
lisale VIII
Klass |

Volitatud Esindaja Euroopa
Liidus (artikkel 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Lisaks kinnitame me kdesolevaga oma vastutust,
et Glalnimetatud
meditsiiniseade (-seadmed) vastab/vastavad
jargmise EL-i m&éruse nduetele

Maarus (EL) 2016/425
isikukaitsevahendite kohta
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Klassifikatsioon
Kategooria Il (kbrge risk)

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

vastavalt meie kehtivale
EN ISO 13485 sertifikaadile: 2016
Sertifikaadi number: Q5 099188 0012 Rev. 01
Sertifitseerv asutus: TUV SUD Product Service
GmbH
Kehtiv kuni: 31.10.2026

ISO 9001 sertifikaat: 2015
Sertifikaadi number: QS5 099188 0010 Rev. 06
Sertifitseeriv asutus: TUV SUD America Inc.
Kehtiv kuni: 05.07.2026
EU tuubihindamistunnistus: 2777/10474-05/E21-02

Teavitatud asutus: SATRA Technology Europe Ltd.

2024-01-08

et
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Toote nr

9208510
9208520
9208530
9208540
9208550

et

Lisal

Toote nimetus

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue

Klass

Kategooria
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Fax: (66) 74-344-677, 74-237-423, 74-237-832 WOSINNG: 074 344 667,074 237 423,074 237 B32

Déclaration de conformité
Nous,

Sri Trang Gloves (Thailand) Public Company Limited,

(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Fabricant conformément au Réglement relatif aux dispositifs médicaux (UE) 2017/745

déclarons par la présente, sous notre propre responsabilité,
gue les produits

Vasco® Nitril sense blue
gants d’examen et de protection en nitrile
a usage unique. Non stériles. Ambidextres.
IUD-ID de base: 88591306NO02VR

(numéros d’articles voir annexe 1)

sont conformes aux exigences du
Réglement relatif aux dispositifs médicaux (UE) 2017/745

Procédure d’évaluation de la conformité
conformément a l'article 52, paragraphe 7
du Réglement susmentionné

Classification
conformément a I'annexe VIII du Reglement
susmentionné
Classe |

Représentant autorisé pour I’'Union Européenne
(article 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

En outre, nous déclarons, sous notre propre
responsabilité, que le(s)

dispositif(s) médical(ux) susmentionné(s) répond(ent) aux exigences du

Reglement UE suivant

Réglement (UE) 2016/425 sur les
équipements de protection individuelle



Registration number 0107562000106 nadguavil 0107562000106

Fax: (66) 74-344-677, 74-237-423, 74-237-832 wosiWng: 074 344 667,074 237 423,074 237 632

Classification
Catégorie Ill (risques élevés)

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

selon notre certificat en cours de validité :
Certificat EN 1SO 13485 : 2016
numéro de certificat : Q5 099188 0012 Rév. 01
organisme de certification : TUV SUD Product Service
GmbH
valable jusqu’au : 31/10/2026

Certificat ISO 9001 : 2015
numeéro de certificat : QS5 099188 0010 Rév. 06
organisme de certification : TUV SUD America Inc.
valable jusqu’au : 05/07/2026
Attestation d'examen de type UE : 2777/10474-05/E21-02

Organisme notifié : SATRA Technology Europe Ltd.

2024-01-08

fr
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Référence d’article

9208510
9208520
9208530
9208540
9208550
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Annexe 1

Nom du produit

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue

Classe

Catégorie
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Izjava o sukladnosti
Mi

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

proizvoda€ sukladno uredbi o medicinskim proizvodima (EU) 2017/745

ovime pod vlastitom odgovornos$cu izjavljujemo
da su proizvodi

Vasco® Nitril sense blue
Zastitne rukavice za preglede od nitrila za
jednokratnu uporabu. Nesterilne. Univerzalne.
Osnovni UDI-DI: 88591306NO02VR

(brojevi ¢lanaka nalaze se u prilogu 1)

u skladu sa zahtjevima
Uredbe o medicinskim proizvodima (EU) 2017/745

Postupak ocjenjivanja sukladnosti
prema ¢lanku 52. stavku 7
prethodno navedene Uredbe

Klasifikacija
sukladno prilogu VIl navedene Uredbe

Klasa |

Ovlasteni zastupnik za Europsku
uniju (€lanak 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Nadalje, ovime pod vlastitom
odgovornoscéu izjavljujemo da prethodno navedeni
medicinski proizvod ispunjavanja zahtjeve
sljedec¢e Uredbe EU-a

Uredba (EU) 2016/425 o osobnoj
zastitnoj opremi
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Klasifikacija
Kategorija lll (visok rizik)

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

sukladno nasemu valjanom:
certifikatu norme EN 1SO 13485: 2016
broj certifikata: Q5 099188 0012 Rev. 01
certifikacijsko tijelo: TUV SUD Product Service
GmbH
vrijedi do: 31.10.2026.

Certifikat norme 1SO 9001: 2015
broj certifikata: QS5 099188 0010 Rev. 06
certifikacijsko tijelo: TUV SUD America Inc.
vrijedi do: 05.07.2026.
Potvrda o EU ispitivanju tipa:: 2777/10474-05/E21-02

Prijavljeno tijelo: SATRA Technology Europe Ltd.

2024-01-08
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Prilog |
Br. ¢lanka Naziv proizvoda Klasa Kategorija
9208510 Vasco Nitril sense blue | 11|
9208520 Vasco Nitril sense blue [ "
9208530 Vasco Nitril sense blue | 11|
9208540 Vasco Nitril sense blue [ "
9208550 Vasco Nitril sense blue [ "

hr
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Megfelel6ségi nyilatkozat
Mi, az

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

orvostechnikai eszk6zokrdl szolé 2017/745/EU rendelet szerinti gyartoként

sajat felel6sségunkre kijelentjuk,
hogy az alabbi termékek

Vasco® Nitril sense blue
Egyszer hasznélatos nitril vizsgélo- és
védbkesztylk. Nem steril. Mindkét kézre.
Alapvet6 UDI-DI: 88591306NO02VR

(a cikkszamok az I. fiiggelékben talalhatdk)

megfelelnek
az orvostechnikai eszkdzokrdl sz6l6 2017/745/EU rendelet kdvetelményeinek

Megfeleléségértékelési eljaras
a fenti rendelet az 52. cikk (7) bekezdése
szerint

Osztalyozés
a fenti rendelet VIII. fuggeléke
szerint
|. osztaly

Meghatalmazott képviselé az Eurépai
Unidban (11. cikk)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Ezenkivil sajat felelésséglinkre kijelentjlik,
hogy a fenti
orvostechnikai eszkdz(6k) megfelel(nek)
az alabbi unids rendeletnek:

Az egyéni véddeszkozokrol szolé 2016/425/EU
rendelet
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Osztalyozas
lll. kategoria (magas kockazat)

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

az érvényes
EN ISO 13485: 2016 tanusitvany szerint
tanusitvany szama: Q5 099188 0012 Rev. 01
tanusito szerv: TUV SUD Product Service
GmbH
érvényes: 2026.10.31

ISO 9001: 2015 tanusitvany szerint
tanusitvany szama: QS5 099188 0010 Rev. 02
tanusitoé szerv: TUV SUD America Inc.
érvényes: 2026.07.05
EU-tipusvizsgalati tanusitvany: 2777/10474-05/E21-02

Bejelentett szervezet: SATRA Technology Europe Ltd.

2024-01-08

hu
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Cikkszam

9208510
9208520
9208530
9208540
9208550

hu

I. fuggelék

Terméknév

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue

Osztély

Kategoria
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Dichiarazione di conformita
Noi

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Produttore in conformita con il Regolamento sui dispositivi medici (UE) 2017/745

dichiariamo con la presente sotto la nostra responsabilita
che i prodotti

Vasco® Nitril sense blue
Guanti protettivi da esame in nitrile,
monouso. Non sterili. Ambidestri.
UDI-DI di base: 88591306NO02VR

(per i codici articolo fare riferimento all'Allegato 1)

sono conformi ai requisiti del
Regolamento sui dispositivi medici (UE) 2017/745

Procedura di valutazione della conformita
secondo l'articolo 52 capoverso 7
del Regolamento di cui sopra

Classificazione
in conformita con I'Allegato VIII del Regolamento di cui
sopra
Classe |

Rappresentante autorizzato per I'Unione
Europea (Articolo 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Inoltre, dichiariamo sotto |la nostra
responsabilita che i suddetti
dispositivi medici soddisfano i requisiti del
seguente Regolamento UE

Regolamento (UE) 2016/425 sui dispositivi
di protezione individuale
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Classificazione
Categoria Il (rischi elevati)

Ente notificato
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Numero di identificazione 2777

in conformita con il nostro valido:
Certificato EN ISO 13485: 2016
numero di certificato: Q5 099188 0012 Rev. 01
ente certificatore: TUV SUD Product Service
GmbH
valido fino al: 31.10.2026

Certificato ISO 9001: 2015
numero di certificato: QS5 099188 0010 Rev. 06
ente certificatore; TUV SUD America Inc.
valido fino al: 05.07.2026
Certificato di esame di tipo UE: 2777/10474-05/E21-02

Ente notificato: SATRA Technology Europe Ltd.

2024-01-08
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Art. n.

9208510
9208520
9208530
9208540
9208550

Allegato |

Nome prodotto

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue

Classe

Categoria
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Atitikties deklaracija
Mes,

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Gamintojas pagal Medicinos priemoniy reglamentg (ES) 2017/745

savo paciy atsakomybe pareiSkiame,
kad gaminiai

Vasco® Nitril sense blue
Vienkartinés nitrilo pirstinés, skirtos naudoti tyrimams
ir apsaugai. Nesterilios. Abirankés.

Bazinis UDI-DI: 88591306NO02VR

(prekiy numeriai nurodyti | priede)

atitinka Medicinos priemoniy reglamento (ES) 2017/745
reikalavimus

Atitikties jvertinimo procediira
pagal anksCiau minéto Reglamento
52 straipsnio 7 dalj

Klasifikavimas
pagal anksCiau minéto Reglamento VI
priedg
| klasé

|galiotasis atstovas Europos
Sajungoje (11 straipsnis)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Be to, savo paciy atsakomybe
pareiSkiame, kad ankséiau minéta (-os)
medicinos priemoné(s) atitinka Sio ES

reglamento reikalavimus

Reglamentas (ES) 2016/425 dél asmens
apsaugos priemoniy
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Klasifikavimas
[l kategorija (didelé rizika)

Notifikuotoji jstaiga
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Identifikavimo numeris 2777

pagal galiojancCius sertifikatus:

EN ISO 13485 sertifikatg: 2016 m.
sertifikato numeris: Q5 099188 0012, 01 red.
sertifikavimo jstaiga: TUV SUD Product Service
GmbH
galioja iki: 2026-10-31

ISO 9001 sertifikatg: 2015 m.
sertifikato numeris: QS5 099188 0010, 06 red.
sertifikavimo jstaiga: TUV SUD America Inc.
galioja iki: 2026-07-05

ES tipo tyrimo sertifikatg: 2777/10474-05/E21-02

Notifikuotoji jstaiga: SATRA Technology Europe Ltd.

2024-01-08
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| priedas
Prek. Nr. Gaminio pavadinimas Klasé Kategorija
9208510 Vasco Nitril sense blue | 11|
9208520 Vasco Nitril sense blue [ "
9208530 Vasco Nitril sense blue | 11|
9208540 Vasco Nitril sense blue [ "
9208550 Vasco Nitril sense blue [ "



Registration number 0107562000106 nabowavis 0107562000106 I

Fax: (66) 74-344-677, 74-237-423, 74-237-832 WoSHANG: 074 344 667,074-237 423, 074 237 832

Atbilstibas deklaracija
Mes,

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

razotajs, saskana ar Regulu (ES) 2017/745, kas attiecas uz mediciniskam iericém,

ar S0, uznemoties atbildibu, apliecinam, ka
produkti -

Vasco® Nitril sense blue
nitrila parbaudes cimdi un aizsargcimdi
vienreizéjai lietoSanai. Nesterili. Der abam rokam.
Pamata UDI-DI: 88591306NO02VR

(pantu numurus skatiet | pielikuma) -

atbilst
Regula (ES) 2017/745, kas attiecas uz mediciniskam iericém, minétajam prasibam

Atbilstibas novértéjuma procedira
saskana ar 52. panta 7. Punktu
kas ieklauti ieprieks teksta minétaja Regula

Klasifikacija
saskana ar VIII pielikumu, kas ieklauts
ieprieks teksta minétaja Regula
| klase

Pilnvarotais parstavis Eiropas
Savieniba (11. pants)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Turklat, uznemoties atbildibu,
apliecinam, ka ieprieks teksta minéta(-s)
mediciniska(-s) ierice(-s) atbilst
Sadas ES Regulas prasibam

Regula (ES) 2016/425 par individualajiem
aizsardzibas lidzekliem
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Klasifikacija
[l kategorija (augsts risks)

Pazinota struktira
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Identifikacijas numurs 2777

saskana ar musu derigo:

EN ISO 13485 sertifikatu: 2016
sertifikata numurs: Q5 099188 0012 Rev. 01
sertifikacijas struktdra: TUV SUD Product Service
GmbH
derigs Iidz: 31.10.2026

ISO 9001 sertifikats: 2015
sertifikata numurs: QS5 099188 0010 Rev. 06
sertifikacijas struktora: TUV SUD America Inc.
derigs Iidz: 05.07.2026
ES tipa eksaminacijas sertifikats: 2777/10474-05/E21-02

Pazinota strukttra: SATRA Technology Europe Ltd.

2024-01-08
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| pielikums
Art. Nr. Produkta nosaukums Klase

9208510
9208520
9208530
9208540
9208550

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue

Kategorija
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Verklaring van overeenstemming
Wij

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Fabrikant overeenkomstig Verordening (EU) nr. 2017/745 betreffende medische
hulpmiddelen

verklaren hierbij onder eigen verantwoordelijkheid
dat de producten

Vasco® Nitril sense blue
Nitril onderzoeks- en bescherminghandschoenen voor
voor eenmalig gebruik. Niet steriel. Passend voor beide handen.
Basic UDI-DI: 88591306NO02VR

(zie bijlage | voor de artikelnummers)

in overeenstemming zijn met de eisen van
Verordening (EU) 2017/745 betreffende medische hulpmiddelen

Overeenstemmingsbeoordelingsprocedure
volgens artikel 52, lid 7
van de hierboven genoemde verordening

Classificatie
overeenkomestig bijlage VIl van de hierboven genoemde
verordening
Klasse |

Gemachtigd vertegenwoordiger voor de Europese
Unie (artikel 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Bovendien verklaren we onder onze eigen
verantwoordelijkheid dat de bovengenoemde
medische hulpmiddelen voldoen aan de eisen van
de volgende EU-verordening

Verordening (EU) 2016/425 betreffende persoonlijke
beschermingsmiddelen
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Classificatie
Categorie Il (hoge risico's)

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

volgens ons geldige:

Certificaat van EN 1SO 13485: 2016
certificaatnummer: Q5 099188 0012 Rev. 01
certificeringsinstantie: TUV SUD Product Service
GmbH
geldig tot: 31-10-2026

Certificaat van ISO 9001: 2015
certificaatnummer: QS5 099188 0010 Rev. 06
certificeringsinstantie: TUV SUD America Inc.

geldig tot: 05-07-2026

Certificaat van EU-typeonderzoek: 2777/10474-05/E21-02

Aangemelde instantie: SATRA Technology Europe Ltd.

2024-01-08

nl
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Bijlage |
Artikelnummer Productnaam Klasse Categorie
9208510 Vasco Nitril sense blue | 11|
9208520 Vasco Nitril sense blue [ "
9208530 Vasco Nitril sense blue | 11|
9208540 Vasco Nitril sense blue [ "
9208550 Vasco Nitril sense blue [ "

nl
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Samsvarserkleering
Vi

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Produsent i henhold til Forordning om medisinsk utstyr (EU) 2017/745

erkleerer herved pa eget ansvar
at produktene

Vasco® Nitril sense blue
Undersgkelseshansker og beskyttelseshansker i nitril til
engangsbruk. Usterile. Ambidekstrgse.

Basic UDI-DI: 88591306NO02VR

(se vedlegg | for art.nr.)

er i samsvar med kravene i
Forordning om medisinsk utstyr (EU) 2017/745

Prosedyre for samsvarsvurdering
i henhold til artikkel 52 nr. 7
i den ovennevnte forordningen

Klassifisering
i henhold til vedlegg VIII i den ovennevnte
forordningen
Klasse |

Autorisert EU-representant

(Artikkel 11)

MDSS GmbH
Schiffgraben 41
30175 Hannover

Germany

Videre erkleerer vi pa eget

ansvar at det ovennevnte
medisinske utstyret er i samsvar med kravene i

falgende EU-forordning:

Forordning (EU) 2016/425 om personlig
verneutstyr
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Klassifisering
Kategori lll (hgy risiko)

Teknisk kontrollorgan
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Identifikasjonsnummer 2777

i samsvar med var gyldige:
sertifisering i henhold til EN 1SO 13485: 2016
sertifikatnummer: Q5 099188 0012 Rev. 01
sertifiseringsinstans: TUV SUD Product Service
GmbH
gyldig til: 31.10.2026

sertifisering i henhold til ISO 9001: 2015
sertifikatnummer: QS5 099188 0010 Rev. 06
sertifiseringsinstans: TUV SUD America Inc.

gyldig til: 05.07.2026
Undersgkelsessertifikat av EU-type: 2777/10474-05/E21-02

Teknisk kontrollorgan: SATRA Technology Europe Ltd.

2024-07-05

no
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Vedlegg |
Art.nr. Produktnavn Klasse Kategori
9208510 Vasco Nitril sense blue | 11|
9208520 Vasco Nitril sense blue [ "
9208530 Vasco Nitril sense blue | 11|
9208540 Vasco Nitril sense blue [ "
9208550 Vasco Nitril sense blue [ "

no
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Deklaracja zgodnosci
WE

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

My, wytworca, zgodnie z rozporzadzeniem (UE) 2017/745 w sprawie wyrobow
medycznych

niniejszym stwierdzamy, z petng odpowiedzialnoscia,
ze produkty

Vasco® Nitril sense blue
Diagnostyczne i ochronne rekawice nitrylowe
jednorazowego uzytku. Niesterylne. Obureczne.
Basic UDI-DI: 88591306NO02VR

(numery artykutéw dostepne w zatgczniku 1)

sg zgodne z wymogami
Rozporzadzenia (UE) 2017/745 w sprawie wyrobéw medycznych

Procedura oceny zgodnosci
zgodnie z art. 52 ust. 7
powyzszego rozporzgdzenia

Klasyfikacja
zgodnie z zatgcznikiem VIII powyzszego
rozporzgdzenia
Klasa |

Upowazniony przedstawiciel w Unii
Europejskiej (artykut 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Ponadto stwierdzamy, z petng odpowiedzialnoscia,
Ze wymienione powyzej
wyroby medyczne spetniajg wymogi
niniejszego rozporzadzenia UE

Rozporzadzenie (UE) 2016/425 w sprawie
srodkéw ochrony indywidualnej
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Klasyfikacja
Kategoria Ill (powazne zagrozenia)

Jednostka notyfikowana
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
numer identyfikacyjny 2777

W zgodzie z naszym waznym
Certyfikatem EN ISO 13485: 2016
numer certyfikatu: Q5 099188 0012 Rev. 01
organ certyfikujacy: TUV SUD Product Service
GmbH
wazny do dnia: 31.10.2026

Certyfikat ISO 9001: 2015
numer certyfikatu: QS5 099188 0010 Rev. 06
organ certyfikujgcy: TUV SUD America Inc.
wazny do dnia: 05.07.2026

Certyfikat badania typu UE: 2777/10474-05/E21-02

Jednostka notyfikowana: SATRA Technology Europe Ltd.

2024-01-08

pl
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Nr art.

9208510
9208520
9208530
9208540
9208550

pl

Zalacznik |

Nazwa produktu

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue

Klasa

Kategoria
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Declaracao de Conformidade
Nos

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Fabricante de acordo com o Regulamento relativo a dispositivos médicos (UE) 2017/745

declaramos, sob a nossa exclusiva responsabilidade,
que os produtos

Vasco® Nitril sense blue
Luvas de exame e protegdo em nitrilo
de uso Unico. Nao estéreis. Ambidextras.
UDI-DI basico: 88591306NO02VR

(nimeros de artigo, ver Anexo )

estdo em conformidade com os requisitos do
Regulamento relativo a dispositivos médicos (UE) 2017/745

Procedimento de avaliacdo da conformidade
de acordo com o Artigo 52 paragrafo 7
do Regulamento acima referido

Classificacéo
de acordo com o Anexo VIII do Regulamento acima
referido
Classe |

Representante autorizado para a Uniéo
Europeia (Artigo 11.°)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Além disso, declaramos sob a nossa exclusiva
responsabilidade que os dispositivos médicos acima referidos
cumprem os requisitos do
seguinte Regulamento UE

Regulamento (UE) 2016/425 relativo a equipamento
de protecdao individual

pt
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Classificacéao
Categoria I (riscos elevados)

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

de acordo com o nosso certificado valido:
Certificado da norma EN ISO 13485: 2016
Numero de certificado: Q5 099188 0012 Rev. 01
Organismo notificado: TUV SUD Product Service
GmbH
Valido até: 31/10/2026

Certificado de acordo com a norma ISO 9001: 2015
Namero de certificado: QS5 099188 0010 Rev. 06
Organismo notificado: TUV SUD America Inc.
Valido até: 05/07/2026
Certificado de exame UE de tipo: 2777/10474-05/E21-02

Organismo notificado: SATRA Technology Europe Ltd.

2024-01-08

pt
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Anexo |
N.°do art. Nome do produto Classe Categoria
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Declaratie de conformitate
Noi,

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

Fabricantul, in conformitate cu Regulamentul (UE) 2017/745 privind dispozitivele
medicale,

declaram prin prezenta pe propria raspundere
ca produsele

Vasco® Nitril sense blue
Manusi de examinare si de protectie din nitril, pentru
o singura utilizare. Nesterile. Ambidextre.
UDI-DI de baza: 88591306NO02VR

(pentru numerele articolelor vezi anexa 1)

respecta cerintele
Regulamentului (UE) 2017/745 privind dispozitivele medicale

Procedura de evaluare a conformitatii
conform articolului 52 alineatul 7
la Regulamentul mentionat mai sus

Clasificare
conform anexei VIl la Regulamentul mentionat
mai sus
Clasa |

Reprezentant autorizat pentru Uniunea
Europeana (Articolul 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Mai mult, declaram pe propria
raspundere ca dispozitivul (dispozitivele) medical(e) mentionat(e)
mai sus indeplineste (indeplinesc) cerintele
urmatorului Regulament UE

Regulamentul (UE) 2016/425 privind echipamentele
individuale de protectie
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Clasificare
Categoria Ill (risc crescut)

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

conform documentului nostru valabil:
Certificat EN ISO 13485: 2016
numar certificat: Q5 099188 0012 Rev. 01
organism de certificare: TUV SUD Product Service
GmbH
valabil pana la data de: 31.10.2026

Certificat ISO 9001: 2015
numar certificat: QS5 099188 0010 Rev. 06
organism de certificare: TUV SUD America Inc.
valabil pana la data de: 05.07.2026
Certificat de examinare de tip UE: 2777/10474-05/E21-02

Organism notificat: SATRA Technology Europe Ltd.

2024-01-08

ro



Registration number 0107562000106 n:gutavis 0107562000106 I

Fax: (66) 74-344-G77, 74-267-423, 74-237-832 WOSIWNG: 074 344 667,074 267 423,074 237 832

Anexa |
Nr. art. Denumirea produsului Clasa Categoria
9208510 Vasco Nitril sense blue | 11|
9208520 Vasco Nitril sense blue [ "
9208530 Vasco Nitril sense blue | 11|
9208540 Vasco Nitril sense blue [ "
9208550 Vasco Nitril sense blue [ "

ro



sk

Registration number 0107562000106 naiouavil 0107562000106 I

Fax: (66) 74-344-677, 74-237-423, 74-237-832 WOSINNG: 074 344 667,074 237 423,074 237 B32

Vyhlasenie o zhode
My,

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

vyrobca podrla nariadenia (EU) o zdravotnickych poméckach 2017/745,

tymto na vlastnu zodpovednost’ vyhlasujeme,
ze produkty:

Vasco® Nitril sense blue
jednorazové nitrilové vySetrovanie a ochranné rukavice
— nesterilné, obojruéné
Zakladny UDI-DI: 88591306NO02VR

(Cisla vyrobkov najdete v prilohe 1),

su v sulade s poziadavkami
nariadenia (EU) 2017/745 o zdravotnickych poméckach.

Postup posudzovania zhody
podla ¢lanku 52 ods. 7
vysSie uvedeného nariadenia

Klasifikacia
podla prilohy VIII vy§8ie uvedeného
nariadenia
Trieda |

Splnomocneny zastupca pre Eurépsku
uniu (€lanok 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Dalej na vlastni zodpovednost’ vyhlasujeme,
ze vySSie uvedené
zdravotnicke pomécky spifaju poziadavky
nasledujiceho nariadenia EU:

Nariadenie (EU) 2016/425 o osobnych
ochrannych prostriedkoch
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Klasifikacia
Kategodria Il (velmi zavazné rizika)

Notifikovany organ
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Identifikaéné gislo 2777

podla nasho platného:
certifikdtu EN 1SO 13485: 2016
Cislo certifikatu: Q5 099188 0012 Rev. 01
certifikaény organ: TUV SUD Product Service
GmbH
platny do: 31.10.2026

Certifikat ISO 9001: 2015
Cislo certifikatu: QS5 099188 0010 Rev. 06
certifikacny organ: TUV SUD America Inc.
platny do: 05.07.2026
Osvedgenie o typovej skuske EU: 2777/10474-05/E21-02

Notifikovany orgadn: SATRA Technology Europe Ltd.
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v

C. vyr.

9208510
9208520
9208530
9208540
9208550

sk

Priloha |

Nazov produktu

Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue
Vasco Nitril sense blue

Trieda

Kategoria
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Uygunluk Beyani
Biz,

Sri Trang Gloves (Thailand) Public Company Limited,
(10 Soi 10, Phetkasem Road, Hat Yai, Songkhla 90110 Thailand),

(AB) 2017/745 sayih Tibbi Cihaz Yonetmeligi uyarinca Uretici olarak

sorumlulugu bize ait olmak uzere
su urlnlerin:

Vasco® Nitril sense blue
Tek kullanimlik nitril muayene ve koruyucu
eldivenler. Steril degil. Ambidekster.
Temel UDI-DI: 88591306NO02VR

(Urtin numaralari icin bkz. ek 1)

(AB) 2017/745 sayili Tibbi Cihaz Ydnetmeligi’nin
gerekliliklerine uygun oldugunu beyan ederiz.

Uygunluk Degerlendirme Prosediirii
(yukarida belirtilen Yonetmeligin
52. maddesinin 7. boélimine gore)

Siniflandirma
(yukarida belirtilen Yonetmeligin
VIII sayih eki uyarinca)
Sinif |

Avrupa Birligi icin Yetkili
Temsilci (Madde 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Ayrica, sorumlulugu bize ait olmak lizere,
yukarida belirtilen
tibbi cihazin/cihazlarin agagida belirtilen
AB Yonetmeligi’nin gerekliliklerini karsiladigini beyan ederiz:

Kisisel koruyucu donanimlarla ilgili
(AB) 2016/425 sayili Yonetmelik
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Siniflandirma
Kategori Ill (yuksek risk)

Onaylanmig Kurulug
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Kimlik numarasi 2777

burada belirtilen gecerli sertifikamiz uyarinca:
EN ISO 13485:2016 sertifikasi
sertifika numarasi: Q5 099188 0012 Rev. 01
sertifikasyon kurulusu: TUV SUD Product Service
GmbH
son gegerlilik tarihi: 31.10.2026

ISO 9001:2015 sertifikasi
sertifika numarasi: QS5 099188 0010 Rev. 06
sertifikasyon kurulusu: TUV SUD America Inc.
son gecerlilik tarihi: 05.07.2026

AB Tip incelemesi Sertifikasi: 2777/10474-05/E21-02

Onaylanmig Kurulug: SATRA Technology Europe Ltd.
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