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~GLOVES THAILAND

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® Powdered

Latex Untersuchungs- und Schutzhandschuhe
zum einmaligen Gebrauch. Unsteril. Beidhandig
passend.

Basis UDI-DI: 88591306LX01WN

(Artikelnummern siehe Anlage 1)

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

Konformitatsbewertungsverfahren
nach Artikel 52 Absatz 7
der oben genannten Verordnung

Klassifizierung
gemal Anhang VIII der oben genannten
Verordnung
Klasse |

Bevollméachtigter in der Europdischen 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® Powdered

Natural Rubber Latex examination and
protective gloves for single use. Non sterile.
Ambidextrous.

Basic UDI-DI: 88591306LX01WN

(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 VIl 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

Page 1 of 3

This document and its contents are confidential of Sri Trang Gloves (Thailand) Public Company Limited only. Do not copy, discuss with or give to people not designated.



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106
adquartsr No. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand
Tel: (66) 74-471-471
Fax: (66) 74-201-650
No. 10 Soi 10, Phetkasem Road, Hat Yai,
Hat Yai, Songkhla 90110 Thailand
Tel: (68) 74-344-863
Fax: (66) 74-344-677, 74-237-423, 74-237-832

usEn Asasulnawd (UszinAlne) 990A (Unasu)
nadisuiavia 0107562000106
Hanulnnd: 1avil 110 nuumeuais Fuawsm ounemalnng
Jan3aaavan 90230 Us:inAlng
wosInsAwri: 074-471-471
WosSIWING:  074-291-650

1avii 10 0B 10 nUUIWSSINGU Fuamalnn (=[o)[]
Funomalnng Jandeasvan 00110 Usanalng 5 f\
wesInsAwn: 074-344-663

WoSIWNG:  074-344-667, 074-237-423, 074-237-832

VERORDNUNG (EU) 2016/425 (iber
personliche Schutzausriistungen

erfiillt

Klassifizierung
Kategorie Il (hohes Risiko)

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

Giiltig bis 18.05.2023

gemaf giltigem
EN ISO 13485: 2016 Zertifikat
Zertifikatsnummer: Q5 099188 0004 Rev. 05
Benannte Stelle: TUV SUD Product Service
GmbH
Glltig bis: 31 October 2023

ISO 9001: 2015 Zertifikat
Zertifikatsnummer: QS5 099188 0010 Rev. 02
Benannte Stelle: TUV SUD America Inc.
Gultig bis: 11 October 2023

EU-Baumusterpriifungszertifikat: 2777/10468-
04/E14-01
Ausgestellt am: 06.01.2021
Glltig bis: 18.05.2023
Benannte Stelle: SATRA Technology Europe
Ltd.

Hat Yai, 2021-05-01

Nattaw /

Nattawut Promthong
Senior Assistant Technical Product Management

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

Valid until 18.05.2023

according to our valid:

Certificate of EN ISO 13485: 2016
certificate number: Q5 099188 0004 Rev. 05
certification body: TUV SUD Product Service

GmbH
valid until: 31 October 2023

Certificate of ISO 9001: 2015
certificate number: QS5 099188 0010 Rev. 02
certification body: TUV SUD America Inc.
valid until: 11 October 2023

EU Type-Examination Certificate: 2777/10468-
04/E14-01
Issued on: 06.01.2021

valid until: 18.05.2023
Notified Body: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01

6\“'\/ I
Sureerat Choosri

Product Manager (Glove)
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X/
SKITRANG

GLOVES THAILAND

Anlage | / Attachment |

Art.-Nr. / Art. No. Produktname / Product name
6066502 Vasco® Powdered
6066526 Vasco® Powdered
6066542 Vasco® Powdered
6066569 Vasco® Powdered
6066581 Vasco® Powdered

Klasse / Class

Kategorie /
Category

I
I
M
I
i
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Heknapauus 3a cbOTBETCTBUE
Hue

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

MpousBoauten cbrnacHo PernameHT (EC) 2017/745 3a meguUMHCKUTE u3aenus

C HACToALWOTO AeKrapupame Ha cobcTBeHa OTroOBOpPHOCT,
ye npoaykrtute

Vasco® Powdered

PbkaBuum 3a nperneq v 3awinTa oT faTtekc, 3a egHoKpaTHa
ynoTtpeba. Hectepunuu. 3a gBeTte pbue.
Basosuat UDI-DI: 88591306LX01WN

(3a kaTanoXxHWTe HoMepa BX. NpuroxeHue )

ca B CbOTBETCTBUE C N3NCKBAHUATA Ha
Pernament (EC) 2017/745 3a MmeguumnHCKNTE M3genus

Mpoueaypa 3a oueHsiBaHe Ha CbOTBETCTBUETO
CbrnacHo uneH 52, naparpad 7
KbM ropenocoyeHnsa PernameHT

Knacudukauyumsn
cbrnacHo npunoxexue VIl kbM PernameHTa, nocoyeH
no-rope
Knac |

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

OcBeH ToBa geknapupame Ha cobcTBeHa
OTrOBOPHOCT, 4Ye ropenoco4yeHoTo/uTte
MeauUMHCKO/n usgenue/sa otroBapa/T Ha USUCKBAHUATA Ha
cnepHusa pernameHT Ha EC

PernameHnT (EC) 2016/425 oTHOCHO NUYHUTE
npeanasHu cpeacTBa
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Knacudmkauusa

KaTteropwus Il (Bucok puck)

HoTtudnumpan oprax
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
NoeHTndpunkaumoHeH Homep 2777

BanupeH po 18.05.2023 r.

CbracHO HalMs BanuaeH:
Ceptudbukat no EN ISO 13485: 2016
Ne Ha cepTudmnkaTa: Q5 099188 004 Pepg. 05
ceptudmumpaly opran: TUV SUD Product Service
GmbH
BanuaeH go: 31.10.2023 r.

Ceptudbukat no EN ISO 9001: 2015
Ne Ha cepTudmnkaTa: QS5 099188 0010 Pea. 02
cepTudmumpaly opran: TUV SUD America Inc.
BanuaeH go: 11.10.2023 r.

CepTudbukat 3a TMnoBo nanuteaHe 3a EC: 2777/10468-04/E14-01
MN3gapeH Ha: 06.01.2021 r.
BanuaeH go: 18.05.2023 r.
Hotndmumpan opran: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01
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MpunoxeHue |
KaT. Ne HanmeHoBaHue Ha npoaykTa Knac KaTeropwus

6066502 Vasco® Powdered I
6066526 Vasco® Powdered I
6066542 Vasco® Powdered I
6066569 Vasco® Powdered I
6066581 Vasco® Powdered I
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Prohlaseni o shodé
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® Powdered

Latexové vySetfovaci a ochranné rukavice k jednorazovému
pouziti. Nesterilni. Obourukeé.
Z&kladni UDI-DI: 88591306LX01WN

(Cisla kat. viz priloha I)

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

Postup posuzovani shody
podle Cl. 52 odst. 7
vySe uvedeného nafizeni

Klasifikace
podle pfilohy VIII nafizeni uvedeného
vysSe
Tfida |

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

Dale prohlaSujeme na svou vlastni
odpovédnost, ze vySe uvedené
zdravotnické prostiedky spliuji pozadavky
nasledujiciho nafizeni EU

Nafizeni (EU) 2016/425 o osobnich
ochrannych prostredcich
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Hat Yai, 2021-05-01

Klasifikace
Kategorie Ill (vysoka rizika)

Oznameny subjekt
SATRA Technology Europe Ltd
Bracetown Business Park
Clonee
Dublin
D15 YN2P
Ireland
Identifikaéni &islo 2777

Plati do 18.05.2023

podle naSeho platného
certifikatu EN 1SO 13485: 2016
Cislo certifikatu: Q5 099188 004 Rev. 05
certifikaéni organ:TUV SUD Product Service
GmbH
plati do: 31.10.2023

Certifikat 1ISO 9001: 2015
Cislo certifikatu: QS5 099188 0010 Rev. 02
certifikacni organ: TUV SUD America Inc.
plati do: 11.10.2023

Certifikat EU pfezkou$eni typu: 2777/10468-04/E14-01
Vydano dne: 06.01.2021
plati do: 18.05.2023
Oznameny subjekt: SATRA Technology Europe Ltd.
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Priloha |
Kat. ¢ Nazev produktu Trida Kategorie

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
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TEANLAND

[ AR

Declaracion 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® Powdered

Guantes de exploracion y proteccion de latex de un solo uso.
No estéril. Ambidiestro.
UDI-DI basico: 88591306LX01WN

(ver nimeros de articulo en el anexo )

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 péarrafo 7
del reglamento mencionado anteriormente

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

Representante autorizado para la Union
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 proteccién individual
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Clasificacion
Categoria Ill (riesgos muy graves)

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

Véalido hasta el 18.05.2023

conforme a nuestro:
Certificado EN I1SO 13485: 2016 en vigor
con numero: Q5 099188 004 Rev. 05
organismo de certificacién: TUV SUD Product Service
GmbH
véalido hasta el: 30.10.2023

Certificado I1ISO 9001: 2015
con namero: QS5 099188 0010 Rev. 02
organismo de certificacién: TUV SUD America Inc.
valido hasta el: 11.10.2023

Certificado de examen UE de tipo: 2777/10468-04/E14-01
Expedido el: 06.01.2021
valido hasta el: 18.05.2023
Organismo notificado: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01
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Anexo |
N.° art. Nombre del producto Clase Categoria

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
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wasTnsAwri: 074-471-471
wasng:  074-201-650

duneiu: vl 10 308 10 nUUIWESINBU FuanAln €

TRANG

VES THAILAND

dunomalnng Jundageva 90110 Ussindlng <A
IuasTnsAwri: 074-344-863
esiing:  074-344-867, 074-237-423, 074-237-832

Hat Yai, Songkhla 90110 Thailand
Tel: (66) 74-344-663
Fax: (66) 74-344-677, 74-237-423, 74-237-832

Vastavusdeklaratsioon
Meie,

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

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

kinnitame k&esolevaga oma vastutust,
et tooted:

Vasco® Powdered

Uhekordselt kasutatavad lateksist uuringu- ja kaitsekindad.
Mittesteriilsed. Sobivad mdlemale kéaele.
P6hi-UDI-DI: 88591306LX01WN

(tootenumbreid vt lisast 1)

vastavad
meditsiniseadmete maaruse (EL) 2017/745 nduetele

Vastavushindamise protseduur
vastavalt Ulalnimetatud méaaruse
artikli 52 16ike 7 kohaselt

Klassifikatsioon
vastavalt tlalnimetatud mé&aruse
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&aruse nduetele

Maarus (EL) 2016/425
isikukaitsevahendite kohta



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavanit Road, Pahtong, dntinanuling: 1avit 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 iasTnsAwri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln 6%‘/'5}‘[ ;TRA NG
Hat Yai, Songkhla 90110 Thailand dunemalnn Jundaduval 90110 Ussindlne <Al
Tel: (66) 74-344-663 wasinsAwri: 074-344-663 GLOVES THAILAND
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

Klassifikatsioon
Kategooria Il (kbrge risk)

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

Kehtiv kuni 18.05.2023

vastavalt meie kehtivale
EN ISO 13485 sertifikaadile: 2016
Sertifikaadi number: Q5 099188 004 Rev. 05
Sertifitseerv asutus: TUV SUD Product Service
GmbH
Kehtiv kuni: 31.10.2023

ISO 9001 sertifikaat: 2015
Sertifikaadi number: QS5 099188 0010 Rev. 02
Sertifitseeriv asutus: TUV SUD America Inc.
Kehtiv kuni: 11.10.2023

EU tuubihindamistunnistus: 2777/10468-04/E14-01
Valja antud: 06.01.2021
Kehtiv kuni: 18.05.2023

Teavitatud asutus: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

Office:

Mo. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-201-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,
Hat Yai, Songkhla 90110 Thailand

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
nadisuiavi 0107562000106
Antinaulin: 1avit 110 nuuneyRuaTs Auaw:md SunomAlrng

@udnau;

Fandnavan 90230 UssndAlng

1wasinsdwri: 074-471-471

wasng:  074-201-650

1avii 10 508 10 nuUIWESINUU Fuamalnn
dunomalnng Jundageva 90110 Ussindlng

4
"/

SIRITRANG

Tel: (66) 74-344-663 1uaginsAwr: 074-344-663 GLOVES TRAILAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 WBSINNG:  074-344-667, 074-237-423, 074-237-832
Lisal
Toote nr Toote nimetus Klass Kategooria

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106

Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinanuling: 1avit 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 (oslnswri: 074-471-471 \ /

Fax: (66) 74-291-650 wasiiing:  074-201-650

Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln (
Het Yai, Songkhla 90110 Thailand grnemalnng dundacvan 80110 Uszinlng <

. 1 0V AN ANIG
Tel: (66) 74-344-663 (uaglnsAwri: 074-344-683 GLOVES THALAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 Wasiing:  074-344-867, 074-237-423, 074-237-832

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® Powdered

Gants d'examen et de protection en latex, a usage unique.
Non stériles. Ambidextres.
IUD-ID de base: 88591306LX01WN

(numéros d'articles voir annexe [)

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

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

Classification
conformément & I'annexe VIII du Réglement
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
Réglement UE suivant

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



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavanit Road, Pahtong, dntinanuling: 1avit 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 iasTnsAwri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln 6%‘/'5}‘[ ;TRA NG
Hat Yai, Songkhla 90110 Thailand dunemalnn Jundaduval 90110 Ussindlne <Al
Tel: (66) 74-344-663 wasinsAwri: 074-344-663 GLOVES THAILAND
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

Classification
Catégorie lll (risques élevés)

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

Valable jusqu’au 18/05/2023

selon notre certificat en cours de validité :
Certificat EN ISO 13485 : 2016
numéro de certificat : Q5 099188 004 Rév. 05
organisme de certification : TUV SUD Product Service
GmbH
valable jusqu’au : 31/10/2023

Certificat ISO 9001 : 2015
numéro de certificat : QS5 099188 0010 Rév. 02
organisme de certification : TUV SUD America Inc.
valable jusqu’au : 11/10/2023

Attestation d'examen de type UE : 2777/10468-04/E14-01
Délivrée le : 06/01/2021
valable jusqu’au : 18/05/2023
Organisme notifié : SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 nadeuiavil 0107562000106
Headquarter: No. 110, Kanjanavanit Road, Pahtong, Antinaulin: 1avit 110 nuuneyRuaTs Auaw:md SunomAlrng
Hat Yai, Songkhla 90230 Thailand Fundnaavan 90230 UszinAlne /
Tel: (66) 74-471-471 wosinsAwri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiWing:  074-201-650
Office: No. 10 Soi 10, Phetkasem Road, Hat Yai, Anei: 1avi 10 808 10 nUUIWESINUU Fruamalhn g[ ) )HTRANG
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng
Tel: (66) 74-344-663 1uasInsAwri: 074-344-663 GLOVES THAILAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832
Annexe 1
TP y . . , .
Référence d’article Nom du produit Classe Catégorie

6066502 Vasco® Powdered I
6066526 Vasco® Powdered I
6066542 Vasco® Powdered I
6066569 Vasco® Powdered I
6066581 Vasco® Powdered I



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pehtong, fainauTknd: 1avit 110 AUUNEURUDTS Fuaw:n) SrnanAlrn
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (68) 74-471-471 wasTnsAwr: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln C 1
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng
Tel: (66) 74-344-663 uasinsAwri: 074-344-663
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

Izjava o sukladnosti
Mi

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

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

ovime pod vlastitom odgovornoscu izjavljujemo
da su proizvodi

Vasco® Powdered

Jednokratne zastitne rukavice za preglede od lateksa.
Nesterilno. Univerzalne.
Osnovni UDI-DI: 88591306LX01WN

(brojevi ¢lanaka nalaze se u prilogu I)

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
sljede¢e Uredbe EU-a

Uredba (EU) 2016/425 o0 osobnoj
zastitnoj opremi



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pahtong,

Het Yai, Songkhla 80230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-291-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,

Hat Yai, Songkhla 90110 Thailand

Tel: (66) 74-344-663

Feoc: (B6) 74-344-677, 74-207-423, 74-237-832

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
nadisuiavii 0107562000106
dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471

wasng:  074-201-650 \ /

dntineu: 1avi 10 08 10 nUUIWSSINUL FAuamalnng GT\VFN{TRANG
dunomalnng Jundageva 90110 Ussindlng <G A7AE Y
(uaglnsAwri: 074-344-683 GLOVES THALAND

UBSIWNY:  074-344-667, 074-237-423, 074-237-832

Klasifikacija
Kategorija Il (visok rizik)

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

Vrijedi do 18. 05. 2023.

sukladno nasemu valjanom:
certifikatu norme EN 1SO 13485: 2016
broj certifikata: Q5 099188 004 Rev. 05
certifikacijsko tijelo: TUV SUD Product Service
GmbH
vrijedi do: 31. 10. 2023.

Certifikat norme ISO 9001: 2015
broj certifikata: QS5 099188 0010 Rev. 02
certifikacijsko tijelo: TUV SUD America Inc.
vrijedi do: 11. 10. 2023.

Potvrda o EU ispitivanju tipa:: 2777/10468-04/E14-01
Datum izdavanja: 06. 01. 2021.
vrijedi do: 18. 05. 2023.
Prijavljeno tijelo: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

Office:

Mo. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-201-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,
Hat Yai, Songkhla 90110 Thailand

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
naduiavi 0107562000106
dinanuliand: 1avit 110 auuntyR U Fruaw:ng Sunomalkng

duneu:

Fandnavan 90230 UssndAlng

1wasinsdwri: 074-471-471

wasng:  074-201-650

1avii 10 508 10 nuUIWESINUU Fuamalnn
dunomalnng Jundageva 90110 Ussindlng

“
SKITRANG

Tel: (66) 74-344-663 1uaginsAwr: 074-344-663 GLOVES TRAILAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 UaSING: 074-344-8667, 074-237-423, 074-237-832
Prilog |
Br. ¢lanka Naziv proizvoda Klasa Kategorija

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pehtong, fainauTknd: 1avit 110 AUUNEURUDTS Fuaw:n) SrnanAlrn
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (68) 74-471-471 wasTnsAwr: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln (= ,TRA NG
Hat Yai, Songkhla 90110 Thailand dunermalnnd Jundagvvan 80110 Us:indlng = :
Tel: (66) 74-344-663 1wasnsAwr: 074-344-863 GLOVES T /D]
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

Megfelel6ségi nyilatkozat
Mi, az

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

orvostechnikai eszk6zokrél sz6l6 2017/745/EU rendelet szerinti gyartoként

sajéat felel6sségunkre kijelentjuk,
hogy az alabbi termékek

Vasco® Powdered

Egyszer hasznélatos latex vizsgélo- és védbkesztylk.
Nem steril. Mindkét kézre.
Alapvet6 UDI-DI: 88591306LX01WN

(a cikkszamok az I. fiiggelékben talalhatok)

megfelelnek
az orvostechnikai eszkdzokrdl szol6 2017/745/EU rendelet kdvetelményeinek

Megfelel6ségértékelési eljaras
a fenti rendelet az 52. cikk (7) bekezdése
szerint

Osztalyozés
a fenti rendelet VIII. fiiggeléke
szerint
I. osztaly

Meghatalmazott képvisel6 az Eurépai
Uni6éban (11. cikk)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

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

Az egyéni védodeszko6zokrdl sz6l6 2016/425/EU
rendelet



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquarter: No. 110, Kanjanavanit Road, Pahtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng
Tel: (68) 74-471-471 wasTnsAwri: 074-471-471
Fax: (66) 74-291-650 wasiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng
Tel: (66) 74-344-663 wasinsAwri: 074-344-663
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

Osztalyozas
[ll. kategoria (magas kockazat)

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

2023. 05. 18-ig érvényes

az érvényes
EN ISO 13485: 2016 tandsitvany szerint
tanusitvany szama: Q5 099188 004 Rev. 05
tanusito szerv: TUV SUD Product Service
GmbH
érvényes: 2023. 10. 31.

ISO 9001: 2015 tandsitvany szerint
tandsitvany szama: QS5 099188 0010 Rev. 02
tanusito szerv: TUV SUD America Inc.
érvényes: 2023. 10. 11-ig

EU-tipusvizsgalati tanusitvany: 2777/10468-04/E14-01
Kiadas datuma: 2021. 01. 06.
érvényes: 2023. 05. 18-ig
Bejelentett szervezet: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

Office:

Mo. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-201-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,
Hat Yai, Songkhla 90110 Thailand

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
nadisuiavi 0107562000106
Antinaulin: 1avit 110 nuuneyRuaTs Auaw:md SunomAlrng

@udnau;

Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

1avii 10 508 10 nuUIWESINUU Fuamalnn
dunomalnng Jundageva 90110 Ussindlng

/.
SKITRANG

Tel: (66) 74-344-663 1uaginsAwr: 074-344-663 GLOVES TRAILAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 UaSING: 074-344-8667, 074-237-423, 074-237-832
. fuggelék
Cikkszam Terméknév Osztaly Kategoria

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 wasTnsAwr: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, dneiu: @i 10 309 10 nUUIWSSINGU Fuamalin (D) FTRANG
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng (L AL
Tel: (66) 74-344-663 1wasnsAwr: 074-344-863 GLOVES THANLAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

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® Powdered

Guanti protettivi da esame in lattice, monouso. Non sterili.
Ambidestri.
UDI-DI di base: 88591306LX01WN

(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



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavanit Road, Pahtong, dntinanuling: 1avit 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 iasTnsAwri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln 6%‘/'5}‘[ ;TRA NG
Hat Yai, Songkhla 90110 Thailand dunemalnn Jundaduval 90110 Ussindlne <Al
Tel: (66) 74-344-663 wasinsAwri: 074-344-663 GLOVES THAILAND
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

Classificazione
Categoria lll (rischi elevati)

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

Valido fino al 18.05.2023

in conformita con il nostro valido:
Certificato EN ISO 13485: 2016
numero di certificato: Q5 099188 004 Rev. 05
ente certificatore: TUV SUD Product Service
GmbH
valido fino al: 31.10.2023

Certificato ISO 9001: 2015
numero di certificato: QS5 099188 0010 Rev. 02
ente certificatore: TUV SUD America Inc.
valido fino al: 11.10.2023

Certificato di esame di tipo UE: 2777/10468-04/E14-01
Emesso il: 06.01.2021
valido fino al: 18.05.2023
Ente notificato: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

Office:

Mo. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-201-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,
Hat Yai, Songkhla 90110 Thailand

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
nadisuiavi 0107562000106
Antinaulin: 1avit 110 nuuneyRuaTs Auaw:md SunomAlrng

@udnau;

Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

1avii 10 508 10 nuUIWESINUU Fuamalnn
dunomalnng Jundageva 90110 Ussindlng

/.
SKITRANG

Tel: (66) 74-344-663 1uaginsAwr: 074-344-663 GLOVES TRAILAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 WBSINNG:  074-344-667, 074-237-423, 074-237-832
Allegato |
Art. n. Nome prodotto Classe Categoria

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pehtong, fainauTknd: 1avit 110 AUUNEURUDTS Fuaw:n) SrnanAlrn
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng
Tel: (66) 74-471-471 wasTnsAwri: 074-471-471
Fax: (66) 74-291-650 wasiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln
Hat Yai, Songkhla 90110 Thailand dunermalnnd Jundagvvan 80110 Us:indlng
Tel: (66) 74-344-663 uasinsAwri: 074-344-663
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

" GLOVES T

TRANG

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® Powdered

Vienkartinés latekso pirstinés, skirtos naudoti tyrimuose
ir apsaugai. Ne sterilu. Abirankés.
Bazinis UDI-DI: 88591306LX01WN

(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

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

Be to, savo paciy atsakomybe
pareiSkiame, kad anksc¢iau minéta (-0s)
medicinos priemoné(s) atitinka Sio ES

reglamento reikalavimus

Reglamentas (ES) 2016/425 dél asmens
apsaugos priemoniy



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 (oslnswri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, dneiu: @i 10 309 10 nUUIWSSINGU Fuamalin 6‘\‘, F\”TRANG
Hat Yai, Songkhla 90110 Thalland ghneralnnd Gandacvan 90110 Ussindng <Ly ™
Tel: (66) 74-344-663 1wasnsAwr: 074-344-863 GLOVES THANLAND
Fexc: (86) 74-344-677, 74-237-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832
Klasifikavimas

Il kategorija (didelé rizika)

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

Galioja iki 2023-05-18

pagal galiojangius sertifikatus:

EN ISO 13485 sertifikatg: 2016 m.
sertifikato numeris: Q5 099188 004, 05 red.
sertifikavimo jstaiga: TUV SUD Product Service
GmbH
galioja iki: 2023-10-31

ISO 9001 sertifikatg: 2015 m.
sertifikato numeris: QS5 099188 0010, 02 red.
sertifikavimo jstaiga: TUV SUD America Inc.
galioja iki: 2023-10-11

ES tipo tyrimo sertifikatg: 2777/10468-04/E14-01
ISduotas: 2021-01-06
galioja iki: 2023-05-18
Notifikuotoji jstaiga: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

No. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-291-650

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
naduiavi 0107562000106
dinanuliand: 1avit 110 auuntyR U Fruaw:ng Sunomalkng

Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

“

Office: Mo. 10 Soi 10, Phetkasem Road, Hat Yai, Anei: 1avi 10 808 10 nUUIWESINUU Fruamalhn g[ =)
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng LE H TR A N G
Tol: (66) 74-344-663 (uasTnsAwr: 074-344-663 GLOVES THANLAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 WBSINNG:  074-344-667, 074-237-423, 074-237-832
| priedas
Prek. Nr. Gaminio pavadinimas Klasé Kategorija

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquar No. 110, Kanjanavanit Road, Pahtong, finanulvng: iavt 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 1woslnsAwri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln =~
Hat Yai, Songkhla 90110 Thailand aunamalnnd Jundnaaval 80110 UssinAlne
Tel: (66) 74-344-663 uasinsAwri: 074-344-663
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 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 iericéem,

ar o, uznemoties atbildibu, apliecinam, ka
produkti -

Vasco® Powdered

Lateksa vienreizlietojami parbaudes cimdi un aizsargcimdi.
Nesterili. Der abam rokam.
Pamata UDI-DI: 88591306LX01WN

(pantu numurus skatiet | pielikuma) -

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

Atbilstibas novertéejuma procedira
saskana ar 52. panta 7. punktu
kas ieklauti ieprieks teksta minétaja Regula

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

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

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

Regula (ES) 2016/425 par individualajiem
aizsardzibas lidzekliem



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (68) 74-471-471 wasTnsAwr: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, dneiu: @i 10 309 10 nUUIWSSINGU Fuamalin >(D)f ’TRA NG
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng <)y 2,
Tel: (66) 74-344-663 1wasnsAwr: 074-344-863 GLOVES THANLAND
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832
Klasifikacija

Il kategorija (augsts risks)

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

Derigs lidz 2023.05.18

saskana ar musu derigo:

EN ISO 13485 sertifikatu: 2016
sertifikata numurs: Q5 099188 004 Rev. 05
sertifikacijas struktira: TUV SUD Product Service
GmbH
derigs Iidz: 2023.10.31

ISO 9001 sertifikats: 2015
sertifikata numurs: QS5 099188 0010 Rev. 02
sertifikacijas struktira: TUV SUD America Inc.

derigs Iidz: 2023.10.11

ES tipa eksaminacijas sertifikats: 2777/10468-04/E14-01
Izsniegts: 2021-01-06
derigs lidz: 2023.05.18
Pazinota struktira: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 nadeuiavil 0107562000106

Headquarter: No. 110, Kanjanavanit Road, Pahtong, dntinauling: 1avit 110 nAuUMIYRUSTS Fuaw:n Sunonnlkng
Hat Yai, Songkhla 90230 Thailand Fundnaavan 90230 UszinAlne ,/
Tel: (66) 74-471-471 wasinsAwri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiWing:  074-201-650

Office: Mo. 10 Soi 10, Phetkasem Road, Hat Yai, &neiu: 1avi 10 80 10 nuUIWSSINUBU Fuamalnn g@HTRANG
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng
Tel: (66) 74-344-663 1uasInsAwri: 074-344-663 GLOVES THAILAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832

| pielikums

Art. Nr. Produkta nosaukums Klase Kategorija

6066502 Vasco® Powdered I 1]
6066526 Vasco® Powdered I 1]
6066542 Vasco® Powdered I 1]
6066569 Vasco® Powdered I [l
6066581 Vasco® Powdered I 1]



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pehtong, diinauling: avit 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 90230 Thailand Fandnzuvan 00230 UsandAlng /
Tel: (66) 74-471-471 wasTnsAwri: 074-471-471 \ /
Fax: (66) 74-201-650 wasiWing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, dneiu: @i 10 309 10 nUUIWSSINGU Fuamalin <=(0)/]
Hat Yai, Songkhla 90110 Thailand dunemalnn Jundaduval 90110 Ussindlne I

Tel: (66) 74-344-663 uasinsAwri: 074-344-663
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 WaSINNG:  074-344-667, 074-237-423, 074-237-832

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® Powdered

Latex onderzoeks- en beschermende handschoenen voor
eenmalig gebruik. Niet steriel. Passend voor beide handen.
Basic UDI-DI: 88591306LX01WN

(zie bijlage I 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
overeenkomstig bijlage VIII 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



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavanit Road, Pahtong, dntinanuling: 1avit 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 iasTnsAwri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln 6%‘/'5}‘[ ;TRA NG
Hat Yai, Songkhla 90110 Thailand dunemalnn Jundaduval 90110 Ussindlne <Al
Tel: (66) 74-344-663 wasinsAwri: 074-344-663 GLOVES THAILAND
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

Classificatie
Categorie Il (hoge risico's)

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

Geldig tot 18-05-2023

volgens ons geldige:

Certificaat van EN 1SO 13485: 2016
certificaatnummer: Q5 099188 004 Rev. 05
certificeringsinstantie: TUV SUD Product Service
GmbH
geldig tot: 31-10-2023

Certificaat van ISO 9001: 2015
certificaatnummer: QS5 099188 0010 Rev. 02
certificeringsinstantie: TUV SUD America Inc.

geldig tot: 11-10-2023

Certificaat van EU-typeonderzoek: 2777/10468-04/E14-01
Uitgegeven op: 06-01-2021
geldig tot: 18-05-2023
Aangemelde instantie: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 nadeuiavil 0107562000106

Headquarter: No. 110, Kanjanavanit Road, Pahtong, dntinauling: 1avit 110 nAuUMIYRUSTS Fuaw:n Sunonnlkng
Hat Yai, Songkhla 90230 Thailand Fundnaavan 90230 UszinAlne /
Tel: (66) 74-471-471 wosinsAwri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiWing:  074-201-650

Office: No. 10 Soi 10, Phetkasem Road, Hat Yai, &neiu: 1avi 10 80 10 nuUIWSSINUBU Fuamalnn g[ ) )HTRANG
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng
Tel: (66) 74-344-663 1uasInsAwri: 074-344-663 GLOVES THAILAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832

Bijlage |
Artikelnummer Productnaam Klasse Categorie

6066502 Vasco® Powdered I
6066526 Vasco® Powdered I
6066542 Vasco® Powdered I
6066569 Vasco® Powdered I
6066581 Vasco® Powdered I



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 nubsuiavi 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (68) 74-471-471 wasTnsAwr: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, dwineu:  1avi 10 308 10 nUUIWSSINGU MuamAlnng G\“. ] TRA NG
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng <)y ™
Tel: (66) 74-344-663 1wasnsAwr: 074-344-863 VES THANLAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832
Samsvarserklaering
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® Powdered

Undersgkelseshansker og beskyttelseshansker av lateks

til engangsbruk. Usteril. Ambidekstrgs.
Basic UDI-DI: 88591306LX01WN

(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

fglgende EU-forordning:

Forordning (EU) 2016/425 om personlig
verneutstyr



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquarter: No. 110, Kanjanavanit Road, Pahtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 (oslnswri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln 6%‘/'5}‘[ ;TRA NG
Hat Yai, Songkhla 90110 Thalland ghneralnnd Gandacvan 90110 Ussindng <Ly _
Tel: (66) 74-344-663 uasinsAwri: 074-344-663 GLOVES THANLAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

Klassifisering
Kategori lll (hgy risiko)

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

Gyldig til 18.05.2023

i samsvar med var gyldige:
sertifisering i henhold til EN ISO 13485: 2016
sertifikathnummer: Q5 099188 004 Rev. 05
sertifiseringsinstans: TUV SUD Product Service
GmbH
gyldig til: 31.10.2023

sertifisering i henhold til ISO 9001: 2015
sertifikatnummer: QS5 099188 0010 Rev. 02
sertifiseringsinstans: TUV SUD America Inc.

gyldig til: 11.10.2023

Undersgkelsessertifikat av EU-type: 2777/10468-04/E14-01
Utstedt: 06.01.2021
gyldig til: 18.05.2023
Teknisk kontrollorgan: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

Office:

Mo. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-201-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,
Hat Yai, Songkhla 90110 Thailand

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
nadisuiavi 0107562000106
Antinaulin: 1avit 110 nuuneyRuaTs Auaw:md SunomAlrng

@udnau;

Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

1avii 10 508 10 nuUIWESINUU Fuamalnn
dunomalnng Jundageva 90110 Ussindlng

/.
SKITRANG

Tel: (66) 74-344-663 1uaginsAwr: 074-344-663 GLOVES TRAILAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 WBSINNG:  074-344-667, 074-237-423, 074-237-832
Vedlegg |
Art.nr. Produktnavn Klasse Kategori

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106
Headquar No. 110, Kanjanavanit Road, Pahtong, FadinanuTHnd: 1avit 110 nuunaryRuas Auaw:nd Sunarinlked

Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 wosTnsAwri: 074-471-471 \ /

Fax: (66) 74-291-650 wasiiing:  074-201-650

Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln

Hat Yai, Songkhla 90110 Thailand dunemalnn Jundaduval 90110 Ussindlne AT
Tel: (66) 74-844-663 1waglnsAwri: 074-344-863 GLOVES THAILAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832

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 odpowiedzialnoscig,
ze produkty

Vasco® Powdered

Diagnostyczne i ochronne rekawice lateksowe
jednorazowego uzytku. Niesterylne. Obureczne.
Basic UDI-DI: 88591306LX01WN

(numery artykutéw dostepne w zatgczniku I)

sg zgodne z wymogami
Rozporzgdzenia (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



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 (oslnswri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, dneiu: @i 10 309 10 nUUIWSSINGU Fuamalin 6‘\‘, F\”TRANG
Hat Yai, Songkhla 90110 Thalland ghneralnnd Gandacvan 90110 Ussindng <Ly ™
Tel: (66) 74-344-663 1wasnsAwr: 074-344-863 GLOVES THANLAND
Fexc: (86) 74-344-677, 74-237-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832

Klasyfikacja
Kategoria lll (powazne zagrozenia)

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

wazny do dnia 18.05.2023 r.

w zgodzie z naszym waznym
Certyfikatem EN ISO 13485: 2016
numer certyfikatu: Q5 099188 004 Rev. 05
organ certyfikujgcy: TUV SUD Product Service
GmbH
wazny do dnia: 31.10.2023

Certyfikat ISO 9001: 2015
numer certyfikatu: QS5 099188 0010 Rev. 02
organ certyfikujgcy: TUV SUD America Inc.
wazny do dnia: 11.10.2023.

Certyfikat badania typu UE: 2777/10468-04/E14-01
wydany dnia: 06.01.2021
wazny do dnia: 18.05.2023
Jednostka notyfikowana: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

Office:

Mo. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-201-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,
Hat Yai, Songkhla 90110 Thailand

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
naduiavi 0107562000106
dinanuliand: 1avit 110 auuntyR U Fruaw:ng Sunomalkng

duneu:

Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

1avii 10 508 10 nuUIWESINUU Fuamalnn
dunomalnng Jundageva 90110 Ussindlng

/.
SKITRANG

Tel: (66) 74-344-663 1uaginsAwr: 074-344-663 GLOVES TRAILAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 WBSINNG:  074-344-667, 074-237-423, 074-237-832
Zatacznik |
Nr art. Nazwa produktu Klasa Kategoria

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pehtong, diinauling: avit 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 90230 Thailand Fandnzuvan 00230 UsandAlng /
Tel: (66) 74-471-471 wasTnsAwri: 074-471-471 \ /
Fax: (66) 74-201-650 wasiWing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, dwineu:  1avi 10 308 10 nUUIWSSINGU MuamAlnng (= ]
Hat Yai, Songkhla 90110 Thailand dunemalnn Jundaduval 90110 Ussindlne

Tel: (66) 74-344-663 uasinsAwri: 074-344-663
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 WaSINNG:  074-344-667, 074-237-423, 074-237-832

TEANLAND

[ AR

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,
gue os produtos

Vasco® Powdered

Luvas de exame e de protec¢do em latex de uso unico.
N&o estéreis. Ambidextras.
UDI-DI basico: 88591306LX01WN

(numeros de artigo, ver Anexo )

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

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

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

Representante autorizado para a Uni&o
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 protecdo individual



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 (oslnswri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, dneiu: @i 10 309 10 nUUIWSSINGU Fuamalin 6‘\‘, F\”TRANG
Hat Yai, Songkhla 90110 Thalland ghneralnnd Gandacvan 90110 Ussindng <Ly ™
Tel: (66) 74-344-663 1wasnsAwr: 074-344-863 GLOVES THANLAND
Fexc: (86) 74-344-677, 74-237-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832

Classificacéo
Categoria lll (riscos elevados)

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

Valido até 18/05/2023

de acordo com o nosso certificado valido:
Certificado da norma EN I1SO 13485: 2016
Numero de certificado: Q5 099188 004 Rév. 05
Organismo notificado: TUV SUD Product Service
GmbH
Valido até: 31/10/2023

Certificado de acordo com a norma ISO 9001: 2015
Numero de certificado: QS5 099188 0010 Rev. 02
Organismo notificado: TUV SUD America Inc.
Valido até: 11/10/2023

Certificado de exame UE de tipo: 2777/10468-04/E14-01
Emitido em: 06/01/2021
Valido até: 18/05/2023
Organismo notificado: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

Office:

No. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-291-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
nadisuiavi 0107562000106
Antinaulin: 1avit 110 nuuneyRuaTs Auaw:md SunomAlrng

@udnau;

Hat Yai, Songkhla 90110 Thailand

Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

1avii 10 508 10 nuUIWESINUU Fuamalnn
dunomalnng Jundageva 90110 Ussindlng

/.
SKITRANG

Tel: (66) 74-344-663 1uaginsAwr: 074-344-663 GLOVES THALAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 UaSING: 074-344-8667, 074-237-423, 074-237-832
Anexo |
N.°do art. Nome do produto Classe Categoria

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 n:dsuiavil 0107562000106
Headquar No. 110, Kanjanavanit Road, Pahtong, finanulvng: iavt 110 nuunaryRuas Auaw:nd Sunarinlked

Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng

Tel: (66) 74-471-471 wasTnsAwri: 074-471-471

Fax: (66) 74-291-650 wasiiing:  074-201-650

Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln

Hat Yai, Songkhla 90110 Thailand aunamalnnd Jundnaaval 80110 UssinAlne

Tel: (66) 74-344-663 uasinsAwri: 074-344-663

Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832

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® Powdered

Manusi de examinare si de protectie din latex, pentru
o singura utilizare. Nesterile. Ambidextre.
UDI-DI de baza: 88591306LX01WN

(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 VIII 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



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 (oslnswri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, dneiu: @i 10 309 10 nUUIWSSINGU Fuamalin 6‘\‘, F\”TRANG
Hat Yai, Songkhla 90110 Thailand gunomalin Gandaziaven 80110 Ussindlng <A
Tel: (66) 74-344-663 uasinsAwri: 074-344-663 GLOVES THANLAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832
Clasificare

Categoria Ill (risc crescut)

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

Valabil pana la 18.05.2023

conform documentului nostru valabil:
Certificat EN ISO 13485: 2016
numar certificat: Q5 099188 004 Rev. 05
organism de certificare: TUV SUD Product Service
GmbH
valabil pana la data de: 31.10.2023

Certificat ISO 9001: 2015
numar certificat: QS5 099188 0010 Rev. 02
organism de certificare: TUV SUD America Inc.
valabil pana la data de: 11.10.2023

Certificat de examinare de tip UE: 2777/10468-04/E14-01
Eliberat la data de: 06.01.2021
valabil pana la data de: 18.05.2023
Organism notificat: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

Office:

No. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-291-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
nadisuiavi 0107562000106
Antinaulin: 1avit 110 nuuneyRuaTs Auaw:md SunomAlrng

@udnau;

Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

1avii 10 508 10 nuUIWESINUU Fuamalnn

Hat Yai, Songkhla 90110 Thailand

dunomalnng Jundageva 90110 Ussindlng

/.
SKITRANG

Tel: (66) 74-344-663 1uaginsAwr: 074-344-663 GLOVES TRAILAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 WBSINNG:  074-344-667, 074-237-423, 074-237-832
Anexa |
Nr. art. Denumirea produsului Clasa Categoria

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106
Headquarter: No. 110, Kanjanavenit Road, Pehtong, fainauTknd: 1avit 110 AUUNEURUDTS Fuaw:n) SrnanAlrn
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng
Tel: (66) 74-471-471 wasTnsAwri: 074-471-471
Fax: (66) 74-291-650 wasiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng
Tel: (66) 74-344-663 uasinsAwri: 074-344-663
Feoc: (66) 74-344-677, 74-237-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832

Vyhlasenie o zhode
My,

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

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

tymto na vlastnu zodpovednost’ vyhlasujeme,
Ze produkty:

Vasco® Powdered

Jednorazové latexové vySetrovacie a ochranné rukavice.
Nesterilné. Obojru¢né.
Zé&kladny UDI-DI: 88591306LX01WN

(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 vy33ie 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 spinaju poziadavky
nasledujiceho nariadenia EU:

Nariadenie (EU) 2016/425 o osobnych
ochrannych prostriedkoch



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquarter: No. 110, Kanjanavanit Road, Pahtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 (oslnswri: 074-471-471 \ /
Fax: (66) 74-291-650 wasiiing:  074-201-650
Mo. 10 Soi 10, Phetkasem Road, Hat Yai, duneiu: vl 10 308 10 nUUIWESINBU FuanAln 6%‘/'5}‘[ ;TRA NG
Hat Yai, Songkhla 90110 Thalland ghneralnnd Gandacvan 90110 Ussindng <Ly _
Tel: (66) 74-344-663 uasinsAwri: 074-344-663 GLOVES THANLAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 WoSINiNG:  074-344-867, 074-237-423, 074-237-832
Klasifikéacia

Kategoria Il (vefmi zavazné rizik&)

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

Platné do 18. 05. 2023

podla nasho platného:
certifikatu EN 1SO 13485: 2016
Cislo certifikatu: Q5 099188 004 Rev. 05
certifikacny organ: TUV SUD Product Service
GmbH
platny do: 31. 10. 2023

Certifikat 1ISO 9001: 2015
Cislo certifikatu: QS5 099188 0010 Rev. 02
certifikacny organ: TUV SUD America Inc.
platny do: 11. 10. 2023

Osvedéenie o typovej skiske EU: 2777/10468-04/E14-01
Vydané dna: 06. 01. 2021
platné do: 18. 05. 2023
Notifikovany organ: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106

Headquarter

Office:

Mo. 110, Kanjanavanit Road, Pahtong,
Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-201-650

No. 10 Soi 10, Phetkasem Road, Hat Yai,
Hat Yai, Songkhla 90110 Thailand

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
nadisuiavi 0107562000106
Antinaulin: 1avit 110 nuuneyRuaTs Auaw:md SunomAlrng

@udnau;

Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

1avii 10 508 10 nuUIWESINUU Fuamalnn
dunomalnng Jundageva 90110 Ussindlng

/.
SKITRANG

Tel: (66) 74-344-663 1wasnsAwr: 074-344-863 GLOVES THANLAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 |uas'||\ﬁmi 074-344-667, 074-237-423, 074-237-832
Priloha |
C. vyr. Nazov produktu Trieda Kategoria

6066502
6066526
6066542
6066569
6066581

Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered
Vasco® Powdered



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)

Registration number 0107562000106 n:dsuiavil 0107562000106

Headquar No. 110, Kanjanavanit Road, Pahtong, finanulvng: iavt 110 nuunaryRuas Auaw:nd Sunarinlked
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (66) 74-471-471 wosTnsAwri: 074-471-471 \ /

Fax: (66) 74-291-650 wasiiing:  074-201-650

No. 10 Soi 10, Phetkasem Road, Hat Yai, dnei: 1avi 10 30 10 nUUIWSSINUU Fuamealnn (= TR 4 NG
Hat Yai, Songkhla 90110 Thailand gunemalnng Jundaduvan 90110 Ussindlne =

; VES THANLAND
Tel: (66) 74-344-663 IuasTnsAwri: 074-344-863 Uil A SANNAD)
Fax: (66) 74-344-677, 74-237-423, 74-237-832 WUDSINING:  074-344-667, 074-237-423, 074-237-832

Uygunluk Beyani
Biz,

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

(AB) 2017/745 sayili Tibbi Cihaz Yénetmeligi uyarinca Uretici olarak

sorumlulugu bize ait olmak tzere
su drdnlerin:

Vasco® Powdered

Tek kullanimlik lateks muayene ve koruyucu eldivenler.
Steril degildir. Iki elde de kullanilabilir.
Temel UDI-DI: 88591306LX01WN

(GrGn numaralari igin bkz. ek 1)

(AB) 2017/745 sayih Tibbi Cihaz Yénetmeligi'nin
gerekliliklerine uygun oldugunu beyan ederiz.

Uygunluk Degerlendirme Prosediiri
(yukarida belirtilen Yoénetmeligin
52. maddesinin 7. boélimune gore)

Siniflandirma
(yukarida belirtilen Yoénetmeligin
VIII sayil eki uyarinca)
Sinif |

Avrupa Birligi i¢in Yetkili
Temsilci (Madde 11)
MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

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

Kisisel koruyucu donanimlarla ilgili
(AB) 2016/425 sayili Yonetmelik



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
Registration number 0107562000106 nubsuiavi 0107562000106

Headquarter: No. 110, Kanjanavenit Road, Pehtong, dntinuuiand: iavRt 110 auuninyeuoln fuawsng Sunomalkng
Hat Yai, Songkhla 80230 Thailand Fandnauvan 90230 UssinAlng //
Tel: (68) 74-471-471 wasTnsAwr: 074-471-471 \ /
Fax: (66) 74-291-650 wasiing:  074-201-650
No. 10 Sol 10, Phetkasem Road, Hat Yai, dneiu: @i 10 309 10 nUUIWSSINGU Fuamalin >(D)f ’TRA NG
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng <)y 2,
Tel: (66) 74-344-663 1wasnsAwr: 074-344-863 GLOVES THANLAND
Feoc: (B6) 74-344-677, 74-207-423, 74-237-832 esiing:  074-344-867, 074-237-423, 074-237-832
Siniflandirma

Kategori Il (yuksek risk)

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

18.05.2023 tarihine kadar gecerlidir

burada belirtilen gegerli sertifikamiz uyarinca:
EN ISO 13485:2016 sertifikasi
sertifika numarasi: Q5 099188 004 Rev. 05
sertifikasyon kurulugu: TUV SUD Product Service
GmbH
son gegerlilik tarihi: 31.10.2023

ISO 9001:2015 sertifikasi
sertifika numarasi: QS5 099188 0010 Rev. 02
sertifikasyon kurulusu: TUV SUD America Inc.
son gegerlilik tarihi: 11.10.2023

AB Tip incelemesi Sertifikasi: 2777/10468-04/E14-01
Duzenleme tarihi: 06.01.2021
son gegerlilik tarihi: 18.05.2023
Onaylanmis Kurulus: SATRA Technology Europe Ltd.

Hat Yai, 2021-05-01



SRI TRANG GLOVES (THAILAND) PUBLIC COMPANY LIMITED
Registration number 0107562000106
Headquarter: No. 110, Kanjanavanit Road, Pahtong,

Hat Yai, Songkhla 90230 Thailand

Tel: (66) 74-471-471

Fax: (66) 74-291-650

usun Asnsulnawd (Us=inAlne) 911ia (Unsu)
nadisuiavi 0107562000106
Antinaulin: 1avit 110 nuuneyRuaTs Auaw:md SunomAlrng
Fandnzuvan 00230 UsandAlng
wasTnsAwri: 074-471-471
wasng:  074-201-650

“

Office: Mo. 10 Soi 10, Phetkasem Road, Hat Yai, &neiu: 1avi 10 80 10 nuUIWSSINUBU Fuamalnn gﬁHTRA NG
Hat Yai, Songkhla 90110 Thailand dunomalnng Jundageva 90110 Ussindlng
Tol: (66) 74-344-663 (uasTnsAwr: 074-344-663 GLOVES THANLAND
Fax: (66) 74-344-677, 74-237-423, 74-237-832 WUDSINING:  074-344-667, 074-237-423, 074-237-832
Urun No. Urin adi Sinifi Kategorisi

6066502 Vasco® Powdered I
6066526 Vasco® Powdered I
6066542 Vasco® Powdered I
6066569 Vasco® Powdered I
6066581 Vasco® Powdered I
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