samparmed”®
EU DECLARATION OF CONFORMITY

MEDICAL DEVICE REGULATION (EU) 2017/745
PERSONAL PROTECTIVE EQUIPMENT REGULATION (EU) 2016/425

Legal Manufacturer Authorized representative in the EU

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstralRe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

This certificate is valid for the following product:

Sterile examination and protective glove for single use
Classification:  Class Is according to MD Regulation (EU) 2017/745
Category Il according to PPE Regulation (EU) 2016/425

Basic UDI-DI: ~ 9001570LCT-059NA-S-33E

sempercare edition IC sterile

Sizes | X-Small | Small | Medium | Large | X-Large
Ariicle codes | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

We hereby declare under sole responsibility that the CE 0123 marked product described above conforms to the
essential requirements (Annex I) of the regulation for medical devices (EU) 2017/745.

Declaration based on Annex IV. Classification according to rule 5, Annex VIII. The conformity assessment is based on Annex
IX.

Applied standards: ASTM D3577-19, ASTM F1671/F1671M-22, EN 1SO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN I1SO 10993-
1:2020, EN 1SO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN 1SO 11607-
2:2020/A11:2022, EN I1SO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN I1SO 15223-1:2021, ISO 10282:2014, ISO 2230:2002, MEDDEYV 2.7/1 revision 4,

Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, RidlerstraBe 65, 80339 Munich, Germany, ID No. 0123, EU
Certificate No.: G11 088308 023 Rev. 00

We hereby declare under sole responsibility that the CE marked product described above conforms with the
applicable provisions of Regulation (EU) 2016/425 on personal protective equipment and is identical to the personal
protective equipment which is subject to EU Type Examination Certificate No. 2777/24897-01/E00-00 issued by:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

The products are subject to the procedure set out in Annex VII (Module C2) of Regulation (EU) 2016/425 under the
supervision of

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Applied standards: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN
ISO 374-4:2019, EN I1SO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

[,

A =7

Andreas Woss
Sr Vice President Sales Released by: Christian Rohrbach

This signed document is valid for all translations attached.
Issued : Singapore, 2023-10-19 Expires: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



sa@mparmed”®
EU-KONFORMITATSERKLARUNG

MEDIZINPRODUKTEVERORDNUNG (EU) 2017/745
VERORDNUNG (EU) 2016/425 FUR PERSONLICHE SCHUTZAUSRUSTUNG

Hersteller EU-Bevollméchtigter

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Dieses Zertifikat ist guiltig fur die folgenden Produkte:

Steriler Untersuchungs- und Schutzhandschuh fiir den Einmalgebrauch
Klassifizierung: Klasse Is gemaRk Medizinprodukteverordnung (EU) 2017/745
Kategorie Ill gemalk PSA Verordnung (EU) 2016/425

Basic UDI-DI: ~ 9001570LCT-059NA-S-33E

sempercare edition IC sterile

GroBen | X-Small | Small | Medium | Large | X-Large
Artkelnummemn | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Wir bestitigen hiermit unter alleiniger Verantwortung, dass die CE 0123 gekennzeichneten Produkte mit den
grundlegenden Anforderungen (Anhang l) der Medizinprodukteverordnung (EU) 2017/745 iibereinstimmen.

Erklarung basierend auf Anhang IV. Klassifizierung gemal Regel 5, Anhang VIII. Konformitatsbewertung gemal Anhang IX.

Angewandte Normen: ASTM D3577-19, ASTM F1671/F1671M-22, EN 1SO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN 1SO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN I1SO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4, Regulation
(EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Wir bestitigen hiermit unter alleiniger Verantwortung, dass die oben genannten CE gekennzeichneten Produkte mit
den maRBgeblichen Bestimmungen der Verordnung (EU) 2016/425 fiir Personliche Schutzausriistung
libereinstimmen und Gegenstand sind der EU-Baumusterpriifbescheinigung Nr. 2777/24897-01/E00-00 ausgestellt
durch:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Die Produkte sind Gegenstand der Verfahren gemaf Annex VII (Module C2) der Verordnung (EU) 2016/425 unter Aufsicht
von

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Angewandte Normen: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

L

Andreas Woss
Sr Vice President Sales Released by: Christian Rohrbach

Ausgestellt am: Singapore, 2023-10-19 Giiltig bis: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



semparmed’
DECLARATION UE DE CONFORMITE

REGLEMENT POUR LES DISPOSITIFS MEDICAUX (UE) 2017/745
REGLEMENT (UE) 2016/425 POUR L’'EQUIPEMENT DE PROTECTION INDIVIDUELLE

Fabricant Représentant UE

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Ce certificat est valable pour les produits suivants :

Gant d’examen et de protection stérile a usage unique
Classification :  Classe Is selon la reglement pour dispositifs médicaux (UE) 2017/745
Catégorie Il selon la reglement EPI (UE) 2016/425

Basic UDI-DI: ~ 9001570LCT-059NA-S-33E

sempercare edition IC sterile

Tailles | X-Small | Small | Medium | Large | X-Large
Numéros dariicle | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Par la présente, nous déclarons sous notre propre responsabilité que les produits portant le symbole CE 0123 sont
conformes aux exigences essentielles (Annexe ) de la réeglement sur les dispositifs médicaux (EU) 2017/745.

La déclaration se fonde sur I'annexe IV. Classification selon la régle 5, annexe VIII. Evaluation de la conformité selon
'annexe IX.

Normes appliquées : ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO
10993-1:2020, EN 1SO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN I1SO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Par la présente, nous déclarons sous notre propre responsabilité que les produits portant le symbole CE
mentionnés ci-dessus sont conformes aux dispositions essentielles de la reglement (UE) 2016/425 concernant
I’équipement de protection individuelle sont identiques a I’équipement de protection individuelle faisant I’objet du
certificat d’examen de type UE numéro 2777/24897-01/E00-00 délivré par:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Les produits sont soumis aux procédures visées dans I'annexe VII (Module C2) de la réglement (UE) 2016/425 sous la
surveillance de

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Normes appliquées : EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

Délivré le : Singapore, 2023-10-19 Valable jusqu’au : 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



semparmed’
DICHIARAZIONE DI CONFORMITA UE

REGOLAMENTO SUL DISPOSITIVO MEDICO (UE) 2017/745
REGOLAMENTO (UE) 2016/425 DELL'APPARECCHIATURA DI PROTEZIONE INDIVIDUALE

Produttore Rappresentante autorizzato nellUE

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Questo certificato € valido per il seguente prodotto:

Guanto da esame monouso sterile

Clasificazione: Classe Is secondo il regolamento dispositivi medici (UE) 2017/745
Categoria lll secondo il regolamento (UE) 2016/425 del PPE

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Misure | X-Small | Small | Medium | Large | X-Large
Codici articolo | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Con la presente, dichiariamo sotto la nostra esclusiva responsabilita che il prodotto con marchio CE 0123 sopra
descritto soddisfa i requisiti essenziali (allegato 1) delil regolamento sui dispositivi medici (UE) 2017/745 .

Dichiarazione basata sull'allegato 1V. Classificazione secondo la regola 5, allegato VIII. La valutazione della conformita si
basa sull'allegato IX.

Norme applicate: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN 1SO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN I1SO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Con la presente, dichiariamo sotto la nostra esclusiva responsabilita che il prodotto con marchio CE sopra
descritto & conforme alle disposizioni applicabili del Regolamento (UE) 2016/425 sui dispositivi di protezione
individuale ed ¢ identico al dispositivo di protezione personale che & soggetto al Certificato di Esame di Tipo UE n.
2777/24897-01/E00-00 rilasciato da:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

ed e soggetto alla procedura di cui all'allegato VIl (modulo C2) del regolamento (UE) 2016/425 sotto il controllo di
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Norme applicate: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN
ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Rilasciato : Singapore, 2023-10-19 Scade: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samparmed®
EU-CONFORMITEITSVERKLARING

VERORDENING MEDISCHE PRODUCTEN (EU) 2017/745
VERORDENING (EU) 2016/425 BETREFFENDE PERSOONLIJKE BESCHERMENDE UITRUSTING

Fabrikant Gemachtigde EU

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Dit certificaat is geldig voor de volgende producten:

Steriele onderzoeks- en beschermende handschoenen voor eenmalig gebruik
Classificatie: De klasse Is volgens Verordening (EU) 2017/745 betreffende medische hulpmiddelen
Categorie Il volgens PBM-verordening (EU) 2016/425

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Maten | X-Small | Small | Medium | Large | X-Large
Artikelnummers | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Wij verklaren hierbij onder uitsluitende verantwoordelijkheid, dat de CE 0123-gemarkeerde producten voldoen aan
de essentiéle vereisten (Bijlage I) van de Verordening Medische Hulpmiddelen (EU) 2017/745.

Verklaring op basis van bijlage 1V. Classificatie volgens regel 5, bijlage VIII. De conformiteitsbeoordeling is gebaseerd op
bijlage IX.

Toegepaste normen: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO
10993-1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN 1SO 13485:2016 + AC:2018 + A11:2021,
EN ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate
No.: G11 088308 023 Rev. 00

Hierbij verklaren wij onder uitsluitende verantwoordelijkheid, dat de bovengenoemde CE-gemarkeerde producten
voldoen aan de relevante bepalingen van de Verordening (EU) 2016/425 over persoonlijke beschermingsmiddelen
en het onderworpen zijn aan het certificaat van EU-typeonderzoek nr.2777/24897-01/E00-00 uitgegeven door:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

De producten vallen onder de procedures van bijlage VII (module C2) van de verordening (EU) 2016/425 onder toezicht
van

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Toegepaste normen: EN ISO 21420:2020, EN 1SO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Uitgegeven op: Singapore, 2023-10-19 Geldig tot: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



s@mparmed’
DECLARACION UE DE CONFORMIDAD

REGLAMENTO (UE) 2017/745 DE PRODUCTOS MEDICINALES
REGLAMENTO (UE) 2016/425 PARA EQUIPAMIENTOS PERSONALES

Fabricante Representante de la UE

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

El presente certificado es valido para los siguientes productos:

Guante estéril de exploracion y proteccién para un solo uso
Clasificacion: Clase Is segun el Reglamento de Productos Medicinales (EU) 2017/745
Categoria lll segun el Reglamento EPI (UE) 2016/425

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Tamarios | X-Small | Small | Medium | Large | X-Large
Numero de articulo | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Por la presente confirmamos bajo nuestra exclusiva responsabilidad que los productos con marcado CE 0123
cumplen con los requisitos esenciales (Anexo I) de la Directiva (EU) 2017/745 sobre productos sanitarios.

Declaracion basada en el anexo V. Clasificacion segun la norma 5 del anexo VIII. La evaluacion de la conformidad se basa
en el anexo IX.

Normas aplicadas: ASTM D3577-19, ASTM F1671/F1671M-22, EN 1SO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Por la presente confirmamos, bajo nuestra exclusiva responsabilidad, que los productos arriba mencionados con la
marca CE cumplen con las disposiciones pertinentes del Reglamento (UE) 2016/425 para equipos de proteccion
personal y estan sujetos al Certificado de examen de tipo n°. 2777/24897-01/E00-00 expedido por:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Los productos estan sujetos a los procedimientos establecidos en el anexo VII (médulo C2) del Reglamento (UE) 2016/425
bajo la supervision de

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Normas aplicadas: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN
ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Expedido el: Singapore, 2023-10-19 Valido hasta: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samparmed’
DECLARAGAO DE CONFORMIDADE UE

REGULAMENTO (UE) 2017/745 SOBRE DISPOSITIVOS MEDICOS
REGULAMENTO (UE) 2016/425 SOBRE EQUIPAMENTO DE PROTEGAO INDIVIDUAL

Fabricante Representante da UE

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Este certificado € valido para os seguintes produtos:

Luva de exame e de protecao estéril para uso unico
Classificagdo:  Classe Is de acordo com o regulamento de Dispositivos Médicos (UE) 2017/745
Categoria Ill de acordo com o regulamento EPI (UE) 2016/425

Basic UDI-DI: ~ 9001570LCT-059NA-S-33E

sempercare edition IC sterile

Tamanhos | X-Small | Small | Medium | Large | X-Large
Numeros de artigo | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Declaramos desta forma, sob a nossa exclusiva responsabilidade, que os produtos com a marca CE 0123 estao em
conformidade com os requisitos essenciais (anexo l) da Diretriz de Dispositivos Médicos (EU) 2017/745 .

Declaragao baseada no Anexo IV. Classificagdo de acordo com a regra 5, Anexo VIIl. Avaliagdo da conformidade com base
no Anexo IX.

Normas aplicadas: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-
1:2020, EN I1ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN I1SO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4, Regulation
(EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Declaramos desta forma, sob a nossa exclusiva responsabilidade, que os produtos com a marca CE acima
mencionados estdo em conformidade com as disposigoes relevantes do regulamento (UE) 2016/425 para
Equipamentos de Protecao Individual e sdo objeto do certificado de exame de tipo da UE n.° 2777/24897-01/E00-00
emitido por:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Os produtos sado objeto dos procedimentos previstos no anexo VII (médulo C2) do regulamento (UE) 2016/425, sob a
supervisao de

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Normas aplicadas: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN I1SO 374-2:2019, EN 16523-1:2015+A1:2018, EN
ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Emitido em: Singapore, 2023-10-19 Valido até: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samparmed®
EU-FORSAKRAN OM OVERENSSTAMMELSE

FORORDNING (EU) 2017/745 MEDICINTEKNISKA PRODUKTER
FORORDNING (EU) 2016/425 FOR PERSONLIG SKYDDSUTRUSTNING

Tillverkare Behdrig representant hos EU

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Detta certifikat galler féljande produkt:

Steril inspektions- och skyddshandske for engangsanvandning
Klassificering:  Klass Is enligt EU-férordning for medicintek-niska produkter (MD) (EU) 2017/745
Kategori Il enligt EU-férordning for personlig skyddsutrustning (PPE) 2016/425

Basic UDI-DI: ~ 9001570LCT-059NA-S-33E

sempercare edition IC sterile

Storlekar | X-Small | Small | Medium | Large | X-Large
Artikelkoder | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Vi forklarar hdarmed under eget exklusivt ansvar att ovan beskrivna, CE 0123-markerade produkt stammer 6verens
med erforderliga krav (Bilaga ) i Uredbet for medicinska produkter (EU) 2017/745.

Forklaring pa grundval av bilaga IV. Klassificering enligt regel 5, bilaga VIIl. Beddmningen av dverensstdmmelse grundar sig
pa bilaga IX.

Tilldmpade standarder: ASTM D3577-19, ASTM F1671/F1671M-22, EN 1SO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-
1:2020, EN I1ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN 1ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN I1SO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4, Regulation
(EC) 1907/20086, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Vi forklarar harmed under eget exklusivt ansvar att ovan beskrivna, CE-markerade produkt stdmmer 6verens med
tillampliga bestammelser i EU-forordningen 2016/425 for personlig skyddsutrustning och ar identisk med den
personliga skyddsutrustning som anges i EU-certifikat for typgranskning nummer2777/24897-01/E00-00 daterad av:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

och ar féremal for den procedur som beskrivs i Bilaga VII (Modul C2) till EU-férordningen 2016/425 under the supervision of
under uppsikt av

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Tilldmpade standarder: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Daterad : Singapore, 2023-10-19 Giltig till: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samnparmed’
EU-OVERENSSTEMMELSESERKLARING

FORORDNING (EU) 2017/745 OM MEDICINSK UDSTYR
FORORDNING (EU) 2016/425 FOR PERSONLIGE VARNEMIDLER

Producent EU-befuldmaegtigede

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Dette certifikat er gyldigt for falgende produkter:

Steril undersggelseshandske til engangsbrug

Klassificering:  Klasse Is jeevnfer (EU) 2017/745 -forordningen for medicinsk udstyr
Kategori lll jeevnfgr PVM-forordningen (EU) 2016/425

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Storrelser | X-Small | Small | Medium | Large | X-Large
Artikelnumre | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Vi bekraefter hermed under fuldt ansvar, at de ovenfor navnte CE 0123-mzrkede produkter stemmer overens med
med de grundliggende krav (bilag ) i forordningen for medicinsk udstyr (EU) 2017/745.

Erkleering pa grundlag af bilag IV. Klassificering i henhold til regel 5, bilag VIIl. Overensstemmelsesvurderingen er baseret pa
bilag IX.

Anvendte standarder: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN 1SO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN I1SO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4, Regulation
(EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Vi bekraefter hermed under fuldt ansvar, at de ovenfor n@vnte CE-markede produkter stemmer overens med med
de afgerende bestemmelser i forordningen (EU) 2016/425 for personlige vaernemidler, og er genstand for EU-
certificering af typeafpravning nr.2777/24897-01/E00-00 udstedt gennem:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produkterne er genstand for procedurer jeevnfar VII (modul C2) i forordningen (EU) 2016/425 med opsyn af
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Anvendte standarder: EN ISO 21420:2020, EN I1SO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Udstedt den: Singapore, 2023-10-19 Gyldig til: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



sammparmed”®
EU KONFORMITETSERKLARING

FORORDNING FOR MEDISINSK UTSTYR (EU) 2017/745
FORORDNING (EU) 2016/425 OM PERSONLIG VERNEUTSTYR

Produsent Autorisert representant i EU

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Dette sertifikatet er gyldig for falgende produkter:

Steril undersgkelses- og beskyttelseshanske for engangsbruk
Klassifisering:  Klasse Is i henhold til forordning for medisinsk utstyr (EU) 2017/745
Kategori lll i henhold til PVU-forordningen (EU) nr. 2016/425

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Storrelser | X-Small | Small | Medium | Large | X-Large
Artikkelnumre | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Vi erklzerer herved under eneansvar at det CE 0123-merkede produktet oppfyller de grunnleggende kravene
(Vedlegg ) i Uredbet for medisinsk utstyr (EU) 2017/745 .

Erkleering basert pa vedlegg IV. Klassifisering i henhold til regel nr. 5, vedlegg VIII. Samsvarsvurderingen er basert pa
vedlegg IX.

Relevante standarder: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Vi erklzerer herved under eneansvar at det CE-merkede produktet som er nevnt ovenfor oppfyller de relevante
bestemmelsene i Forordning (EU) nr. 2016/425 om personlig verneutstyr og er gjenstand for EU-typeproavesertifikat
nr. 2777/24897-01/E00-00 utstedt av:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produktet er gjenstand for prosedyren som er beskrevet i Vedlegg VIl (Modul C2) i Forordning nr. 2016/425 under tilsyn av
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Relevante standarder: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN I1SO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Utstedt den: Singapore, 2023-10-19 Gyldig til: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



s@mparmed’
EU-VAATIMUSTENMUKAISUUSVAKUUTUS

LAAKINNALLISIA LAITTEITA KOSKEVA ASETUS (EU) 2017/745
HENKILONSUOJAIMISTA ANNETTU ASETUS (EU) 2016/425

Valmistaja EU:n valtuutettu edustaja

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Tama sertifikaatti koskee seuraavia tuotteita:

Kertakayttoinen steriili tutkimus- ja suojakasine
Luokitus: Luokka Is lagkinnallisia laitteita koskevan asetuksen (EU) 2017/745 mukaisesti
Luokka Il henkilénsuojaimista annetun asetuksen (EU) 2016/425 mukaisesti

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Koot | X-Small | Small | Medium | Large | X-Large
Tuotenumerot | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Téaten vahvistamme yksinomaisella vastuullamme, ettd CE 0123-merkityt tuotteet vastaavat ladkinnallisia laitteita
koskevan asetuksen (EU) 2017/745 mukaisia perustavanlaatuisia vaatimuksia (liite I).

Liitteeseen IV perustuva julistus. Luokitus liitteen VIII 5 sdanndn mukaisesti. Vaatimustenmukaisuuden arviointi perustuu
litteeseen IX.

Sovelletut standardit: ASTM D3577-19, ASTM F1671/F1671M-22, EN 1SO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Téaten vahvistamme yksinomaisella vastuullamme, etta ylla mainitut CE-merkityt tuotteet vastaavat
henkilonsuojaimista annetun asetuksen (EU) 2016/425 mukaisia perustavanlaatuisia vaatimuksia ja niihin
sovelletaan EU:n tyyppitarkastustodistusta nro 2777/24897-01/E00-00 laadittu :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Tuotteet ovat asetuksen (EU) 2016/425 liitteen VII (moduuli C2) mukaisen menettelyn kohteena, valvonnan suorittaa
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Sovelletut standardit: EN I1ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Laadittu : Singapore, 2023-10-19 Voimassa (asti): 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samparmed’
ES ATITIKTIES DEKLARACIJA

REGLAMENTAS DEL MEDICINOS PRIETAISY (ES) 2017/745
REGLAMENTAS (ES) 2016/425 DEL ASMENINIY APSAUGOS PRIEMONIY

Gamintojas ES jgaliotas asmuo

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Sis sertifikatas galioja toliau nurodytiems produktams:

Sterilios vienkartinio naudojimo apziuros ir apsauginés pirstinés
Klasifikacija: Is klasé pagal reglamentg dél medicinos prietaisy (ES) 2017/745
Il kategorija pagal reglamentg (ES) 2016/425 dél asmeniniy apsaugos priemoniy

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Dydziai | X-Small | Small | Medium | Large | X-Large
Prekiy numeriai | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Prisiimdami visg atsakomybe Siuo dokumentu patvirtiname, kad CE 0123 pazenklinti produktai atitinka svarbiausius
reglamentg dél medicinos prietaisy (ES) 2017/745 reikalavimus (I priedas).

Deklaracija, pagrjsta IV priedu. Klasifikavimas pagal VIlI priedo 5 taisykle. Atitikties jvertinimas pagal IX prieda.

Taikomi standartai: ASTM D3577-19, ASTM F1671/F1671M-22, EN 1SO 20417:2021, EN 455-1:2020+A1:2022, EN 455-2:2015,
EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-1:2020, EN
ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-2:2020/A11:2022, EN
ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN ISO 14971:2019 +
A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEV 2.7/1 revision 4, Regulation (EC) 1907/2006,
Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.: G11
088308 023 Rev. 00

Prisiimdami visg atsakomybe, Siuo dokumentu patvirtiname, kad anksciau paminéti CE pazenklinti produktai atitinka
svarbiausius reglamentg dél asmeniniy apsaugos priemoniy (ES) 2016/425 reikalavimus ir yra ES tipo tyrimo sertifikato
Nr. objektas. 2777/24897-01/E00-00 iSduota :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produktai yra metodo objektas pagal reglamentg (ES) 2016/425 VIl priedg (modulis C2) prizidrint
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Taikomi standartai: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN ISO
374-4:2019, EN 1SO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

ISduota : Singapore, 2023-10-19 Galioja iki: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



semparmed®
ES ATBILSTIBAS DEKLARACIJA

MEDICINAS IERICU REGULA (ES) 2017/745
REGULA (ES) 2016/425 PAR INDIVIDUALAJIEM AIZSARDZIBAS LIDZEKLIEM

Likumigais razotajs Pilnvarotais parstavis ES

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Sis sertifikats ir derigs $adam produktam:

Sterili izmekléSanas aizsargcimdi vienreizéjai lietoSanai
Klasifikacija: Is klase saskana ar medicinas iericu Regulu (ES) 2017/745
Il kategorija saskana ar IAL Regulu (ES) 2016/425

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Izméri | X-Small | Small | Medium | Large | X-Large
Artikula numurs | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Ar So més apliecinam, ka ieprieks aprakstitais produkts ar CE 0123 markéjumu atbilst medicinas iericu (ES)
2017/745 regulas pamatprasibam (I pielikums).

Deklaracija, pamatojoties uz IV pielikumu. Klasifikacija saskana ar VIII pielikuma 5. noteikumu. Atbilstibas novértéSanas
pamata ir IX pielikums.

Piemérotie standarti: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Ar So més apliecinam, ka ieprieks aprakstitais produkts ar CE markéjumu atbilst Regulas (ES) 2016/425 par
individualajiem aizsardzibas lidzekliem piemérojamajiem noteikumiem un ir identisks individualajiem aizsardzibas
lidzekliem, uz kuriem attiecas ES tipa parbaudes sertifikats Nr. 2777/24897-01/E00-00 izdots :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

un uz to attiecas Regulas (ES) 2016/425 VII pielikuma (C2 modulis) noteikta procedira
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Piemérotie standarti: EN I1ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN I1SO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Izdots : Singapore, 2023-10-19 Derigs lidz: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samparmed’
ELI VASTAVUSDEKLARATSIOON

MEDITSIINITOODETE MAARUS (EL) 2017/745
ISIKUKAITSEVAHENDITE MAARUS (EL) 2016/425

Tootja Volitatud esindaja EL-is

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

See sertifikaat kehtib jargmistele toodetele:

Steriilne labivaatus- ja kaitsekinnas lihekordseks kasutuseks
Klassifikatsioon: |s klass kooskdlas meditsiinitoodete maarusega (EU) 2017/745
Il kategooria kooskdlas isikukaitsevahendite maarusega (EL) 2016/425

Basic UDI-DI: ~ 9001570LCT-059NA-S-33E

sempercare edition IC sterile

Suurused | X-Small | Small | Medium | Large | X-Large
Tootenumbrid | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Kinnitame oma ainuvastutusel, et CE 0123-margisega tooted on kooskdlas meditsiinitoodete maaruse (EU) 2017/745
peamiste nouetega (I lisa).

Deklaratsioon pdhineb IV lisal. Klassifikatsioon kooskdlas VIl lisa 5. reegliga. Vastavushindamine pdhineb IX lisal.

Kohaldatud normid: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN I1SO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4, Regulation
(EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Kinnitame oma ainuvastutusel, et eespool nimetatud CE-margistusega tooted on kooskdlas isikukaitsevahendite
maéiruse (EL) 2016/425 pohisitetega ning on identsed isikukaitsevahenditega, mille kohta on vilja antud EU
tiilibihindamistéend nr2777/24897-01/E00-00 valja :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Toodetele kohaldub maaruse (EL) 2016/425 VIl lisa (moodul C2) menetlus, mille lle teostab jarelevalvet
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Kohaldatud normid: EN ISO 21420:2020, EN I1SO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN
ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Vilja andmise aeg : Singapore, 2023-10-19 Kehtivusaeg: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samnparmed’
EU PROHLASENi O SHODE

NARIZEN| O ZDRAVOTNICKYCH PROSTREDCICH (EU) 2017/745
NARIZENI (EU) 2016/425 PRO OSOBNi OCHRANNE PROSTREDKY

Vyrobce EU zplnomocnény zastupce

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Tento certifikat je platny pro nasledujici produkty:

Sterilni vySetrovaci a ochranné rukavice pro jednorazové pouziti
Klasifikace TFida Is podle nafizeni o zdravotnickych prostfedcich (EU) 2017/745
Kategorie lll podle nafizeni o OOP (EU) 2016/425

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Velikosti | X-Small | Small | Medium | Large | X-Large
Gislo produktu | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Timto potvrzujeme s vyluénou odpovédnosti, ze produkty oznacené CE 0123 souhlasi se zakladnimi pozadavky
(pfiloha I) nafizeni o zdravotnickych prostredcich (EU) 2017/745.

Prohlaseni na zakladé pfilohy V. Klasifikace podle pravidla 5 pfilohy VIIl. Posouzeni shody je zalozeno na pfiloze IX.

Pouzité normy: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-2:2015,
EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Timto potvrzujeme s vyluénou odpovédnosti, ze vySe uvedené produkty oznacené jako CE souhlasi s prislusnymi
ustanovenimi nafizeni (EU) 2016/425 pro Osobni ochranné prostredky a jsou predmétem prezkouseni EU
€.2777/24897-01/E00-00 vystaveno :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produkty jsou predmétem procesu podle dodatku VII (moduly, C2) nafizeni (EU) 2016/425 pod dohledem
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Pouzité normy: EN ISO 21420:2020, EN 1SO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN
ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Vystaveno dne: Singapore, 2023-10-19 Platné do: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samparmed’
EU VYHLASENIE O ZHODE

NARIADENIE (EU) 2017/745 O ZDRAVOTNICKYCH POMOCKACH
NARIADENIE (EU) 2016/425 O OSOBNYCH OCHRANNYCH PROSTRIEDKOCH

Vyrobca Splnomocnenec pre EU

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Tento certifikat je platny pre nasledujuce body:

Sterilné vySetrovacie a ochranné rukavice na jedno pouzitie
Klasifikacia: Trieda Is podla Nariadenia (EU) 2017/745 o zdravotnickych pombckach
Kategoria Ill podla Nariadenia o osobnych ochrannych poméckach (EU) 2016/425

Basic UDI-DI: ~ 9001570LCT-059NA-S-33E

sempercare edition IC sterile

Velkosti | X-Small | Small | Medium | Large | X-Large
Vyrobné Gisla | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Tymto vo svojej vyhradnej zodpovednosti potvrdzujeme, ze vyrobky oznacené symbolom CE 0123 su v sulade so
zakladnymi poziadavkami (Priloha I) Nariadenia (EU) 2017/745 o zdravotnickych poméckach.

Vyhlasenie na zaklade prilohy IV. Klasifikacia podla pravidla 5 prilohy VIII. Posudzovanie zhody je zaloZzené na prilohe IX.

Suvisiace normy: ASTM D3577-19, ASTM F1671/F1671M-22, EN I1SO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993
1:2020, EN I1SO 11137-1:2015 + A2:2019, EN I1SO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Tymto vo svojej vyhradnej zodpovednosti potvrdzujeme, ze vyrobky oznacené symbolom CE su v sulade so
smerodajnymi ustanoveniami Nariadenia (EU) 2016/425 o osobnych ochrannych prostriedkoch a st predmetom EU -
Osvedcenia o typovej skuske €. 2777/24897-01/E00-00 vyhotovené :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Vyrobky st predmetom konania podra dodatku VIl (moduly C2) Nariadenia (EU) 2016/425 pod dohfadom
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Suvisiace normy: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN
ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Vyhotovené dia: Singapore, 2023-10-19 Platné do: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



semparmed’
EU-MEGFELELOSEGI NYILATKOZAT

ORVOSTECHNIKAI ESZKOZOKROL SZOLO (EU) 2017/745 RENDELET
EGYENI VEDOESZKOZOKROL SZOLO (EU) 2016/425 RENDELET

Gyartd EU-meghatalmazott

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Ez a tanusitvany a kdvetkezd termékekre érvényes:

Egyszer hasznalatos, nem steril vizsgalo- és védokesztyii

Osztalyozas: Is. osztaly az orvostechnikai eszk6zokrél sz6l6 (EU) 2017/745 rendelet szerint
lll. kategéria az egyéni védbeszkozokrél szolé (EU) 2016/425 rendelet szerint

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Méretek | X-Small | Small | Medium | Large | X-Large
Cikkszamok | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Ezennel kizarélagos felelésséglink mellett kijelentjiik, hogy a CE 0123 jelzésii termékek megfelelnek az
orvostechnikai eszk6zokrol szo6l6 (EU) 2017/745 rendelet alapvet6 el6irasainak.

Nyilatkozat a IV. mellékleten alapszik. Osztalyozas a VIII. melléklet, 5. szabalya szerint. Megfelel6sségi értékelés a IX.
mellékleten alapul.

Alkalmazott szabvanyok: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN
455-2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO
10993-1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Ezennel kizarélagos felelésséglink mellett kijelentjiik, hogy a fent emlitett CE jelzésii termékek megfelelnek az
egyéni védoeszkozokre iranyulé 2016/425/EU rendelet vonatkozo6 elbirasainak és vonatkozik rajuk a megfelel6
szamu EU-tipusvizsgalati tanusitvany 2777/24897-01/E00-00 kelt :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

A termékekre az (EU) 2016/425 rendelet VII. melléklete (C2 modul) szerinti eljaras vonatkozik a kdvetkezdk felligyelete alatt:
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Alkalmazott szabvanyok: EN ISO 21420:2020, EN I1SO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-
1:2015+A1:2018, EN ISO 374-4:2019, EN I1SO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

Kelt : Singapore, 2023-10-19 Ervényes: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



sermparmed®
IZJAVA EU O SKLADNOSTI

UREDBA O MEDICINSKIH PRIPOMOCKIH (EU) 2017/745/EGS
UREDBA (EU) 2016/425 ZA OSEBNO VAROVALNO OPREMO

Proizvajalec Pooblasc¢en zastopnik EU

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

To potrdilo velja za naslednje izdelke:

Sterilne zasc¢itne rokavice in rokavice za preglede za enkratno uporabo
Klasifikacija: Razred Is v skladu z Uredbo o medicinskih pripomockih (EU) 2017/745/EGS
Kategorija Il v skladu z Uredbo OVO (EU) 2016/425

Basic UDI-DI: 9001570LCT-059NA-S-33E
sempercare edition IC sterile

Velikosti | X-Small | Small | Medium | Large |  x-Large
Stevilke izdelkov | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

S to izkljuéno odgovornostjo izjavljamo, da so izdelki z oznako CE 0123 v skladu z bistvenimi zahtevami (Priloga 1)
Uredbe za medicinske pripomocke (EU) 2017/745/EGS.

Izjava na podlagi Priloge IV. Razvrstitev v skladu s Prilogo VIII k Pravilniku 5. Ocenjevanje skladnosti temelji na Prilogi IX.

Uporabljeni standardi: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993
1:2020, EN I1SO 11137-1:2015 + A2:2019, EN I1SO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

S to izkljuéno odgovornostjo izjavljamo, da so zgoraj navedeni izdelki z oznako CE v skladu z bistvenimi zahtevami
Uredbe (EU) 2016/425 za osebno varovalno opremo in so predmet certifikata ES o pregledu tipa st. 2777/24897-
01/E00-00 izdano :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Izdelki so predmet postopka v skladu s Prilogo VII (modul C2) uredbe (EU) 2016/425 pod nadzorom
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Uporabljeni standardi: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

Izdano dne: Singapore, 2023-10-19 Veljavno do:  2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samparmed”®
EU IZJAVA O SUKLADNOSTI

UREDBA O MEDICINSKIM PROIZVODIMA (EU) 2017/745
UREDBA (EU) 2016/425 O OSOBNOJ ZASTITNOJ OPREMI

Proizvodad Ovlasteni predstavnik u EU

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Ovaj certifikat vrijedi za sljedece proizvode:

Sterilne zastitne rukavice za pregled za jednokratnu uporabu
Klasifikacija: Klasa I.s prema Direktivi o medicinskim proizvodima (EU) 2017/745
Kategorija lll. prema Uredbi o osobnoj zastitnoj opremi (EU) 2016/425

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Veli¢ine | X-Small | Small | Medium | Large | X-Large
Br. artikla | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Ovim putem izjavljujemo pod punom odgovornoséu da su proizvodi s CE 0123 oznakom sukladni s bitnim
zahtjevima (Prilog 1) Uredbe o medicinskim proizvodima (EU) 2017/745.

Izjava se temelji na Prilogu IV. Klasifikacija prema pravilu 5, Prilog VIII. Ocjenjivanje sukladnosti prema Prilogu IX.

Primijenjene norme: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Ovim putem izjavljujemo pod punom odgovornoséu da su prethodno navedeni proizvodi s CE oznakom sukladni s
mjerodavnim odredbama Uredbe (EU) 2016/425 o osobnoj zastitnoj opremi i da su predmet EU certifikata o
ispitivanju tipa br.2777/24897-01/E00-00 izdano :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Proizvodi podlijezu postupku iz Dodatka VII. (modul C2) Uredbe (EU) 2016/425 pod nadzorom
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Primijenjene norme: EN I1SO 21420:2020, EN I1SO 374-1:2016+A1:2018, EN I1SO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Izdano dana: Singapore, 2023-10-19 Vrijedi do: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



sammparmed-®
DEKLARACJA ZGODNOSCI UE

ROZPORZADZENIE W SPRAWIE WYROBOW MEDYCZNYCH (UE) 2017/745
ROZPORZADZENIE W SPRAWIE SRODKOW OCHRONY INDYWIDUALNEJ (UE) 2016/425

Producent Autoryzowany przedstawiciel w UE

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Niniejszy certyfikat obowigzuje w odniesieniu do nastepujgcego produktu:

Sterylne rekawice medyczne i ochronne jednorazowego uzytku

Klasyfikacja: Klasa Is zgodnie z rozporzadzeniem (UE) 2017/745 w sprawie wyrobéw medycznych
Kategoria Il zgodnie z rozporzadzeniem (UE) 2016/425 w sprawie $rodkéw ochrony indywidualnej

Basic UDI-DI: ~ 9001570LCT-059NA-S-33E

sempercare edition IC sterile

Rozmiary | X-Small | Small | Medium | Large | X-Large
Numery artykutow | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Na wiasng odpowiedzialnos¢ oswiadczamy niniejszym, ze opisany powyzej produkt z oznakowaniem CE 0123
spetnia zasadnicze wymagania (zatacznik 1) dyrektywy w sprawie wyrobéw medycznych (EU) 2017/745 .

Deklaracja na podstawie zatgcznika V. Klasyfikacja jest zgodna z zasadg 5, zatgcznik VIll. Ocene zgodnosci przeprowadza
sie na podstawie zatgcznika IX.

Zastosowane normy: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4, Regulation
(EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Na wiasng odpowiedzialnosé oswiadczamy niniejszym, ze opisany powyzej produkt z oznakowaniem CE jest zgodny
z obowigzujacymi przepisami rozporzadzenia (UE) 2016/425 w sprawie srodkéw ochrony indywidualnej i jest
identyczny ze srodkami ochrony indywidualnej, ktérych dotyczy certyfikat badania typu UE nr 2777/24897-01/E00-00
data przez:

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produkty podlegajg procedurze okreslonej w zatgczniku VII (modut C2) rozporzadzenia (UE) 2016/425 pod nadzorem
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Zastosowane normy: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018,
EN ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

Data wydania: Singapore, 2023-10-19 Data waznosci: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



semparmed®
DECLARATIA DE CONFORMITATE UE

REGULAMENTULUI PRIVIND PRODUSELE MEDICALE (EU) 2017/745
REGULAMENTULUI (EU) 2016/425 PENTRU ECHIPAMENTUL PERSONAL DE PROTECTIE

Producator Persoana imputernicita EU

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Acest certificat este valabil pentru urmatoarele produse:

Manusa de consult si de protectie sterila de unica folosinta
clasificare: Clasa Is conform réglementi privind produsele medicale (EU) 2017/745
Categoria Il conform ordonantei EPP (EU) 2016/425

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

marimi | X-Small | Small | Medium | Large | X-Large
Numerele de articole | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Prin prezenta confirmam preluand toata responsabilitatea ca produsele marcate CE 0123 corespund cerintelor de baza
(anexa l) din directiva privind produsele medicale (EU) 2017/745 .

Declaratie bazata pe anexa IV. Clasificare in conformitate cu regula 5, anexa VIII. Evaluarea conformitatii se bazeaza pe anexa
IX.

Normele aplicate: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-2:2015,
EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-1:2020,
EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-2:2020/A11:2022,
EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN ISO 14971:2019 +
A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEV 2.7/1 revision 4, Regulation (EC) 1907/2006,
Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Prin prezenta confirmam preluand toata responsabilitatea ca produsele marcate CE indicate mai sus corespund
cerintelor de baza (EU) 2016/425 pentru echipamente personale de protectie si acestea sunt obiectul certificarii de tip
CE nr. 2777/24897-01/E00-00 eliberat prin:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Produsele fac obiectul procedurii prevazute in anexa VII (modulul C2) la Regulamentul (UE) 2016/425, sub supravegherea

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Normele aplicate: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-1:2015+A1:2018, EN ISO
374-4:2019, EN 1SO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

Eliberat la data de: Singapore, 2023-10-19 Valabil pana in: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samparmed’
AHAQZH YMMOP®QIHE EE

KANONIZMOX (EE) 2017/745 MEPI IATPOTEXNOAOTIKQN MPOIONTQN
KANONIZMOZX (EE) 2016/425 MNMEPI MEZQN ATOMIKHX MPOXTAZIAZ

KataokeuaoTAg E¢ouaiodoTtnuévog avtimrpéowTrog atnv EE

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

To mapdv moToTToINTIKG I0XUEl YIa Ta ak6AouBa TTpoidvTa:

ATtrooTeIpwHEVO YAVTI €E£TAONG KAI TIPOCTATEUTIKO YAVTI HIOG XPRONG

Tagivéunon: Karnyopia Is oUpgwva pe Tnv Kavoviopod (EU) 2017/745 Trepi 1aTpoTEXVOAOYIKWV TTPOIOVTWY
Kartnyopia Il cuppwva pe Tov Kavoviouod (EE) 2016/425 trepi MAT

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Meyéon | X-Small | Small | Medium | Large | X-Large
ApIBLIO] TTPOIOVTOC | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Ala Tou TTapoévrog BeBaiwvoupe utrelBuva 6T Ta TPOoiIdVTa PE ofpavon CE 0123 ikavoTtrolouv Tig Bacikég
amaitioeig (Mapdaptnua ) Tng Kavoviopog (EU) 2017/745 trepi 1IaTpOTEXVOAOYIKWYV TIPOIOVTWV.

AnAwaon pe Baon 1o Tapaptnua V. Tagivéunon ocuyewva ye Tov kavova 5, mapaptnua VI H agiloAdynon tng
ouppopYwong BaaiceTal aTo TTAPAPTNUA IX.

E@appogépeva potutta: ASTM D3577-19, ASTM F1671/F1671M-22, EN 1SO 20417:2021, EN 455-1:2020+A1:2022, EN
455-2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO
10993-1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN I1SO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Ala Tou TTapoévTog BeBaiwvoupe UTTEUBUVA OTI TO AVWTEPW TIPOIOVTA pE Ofpavon CE IKavoTrolouv TIG EQOPUOCTEEG
Siara&eig Tou Kavoviopou (EE) 2016/425 mrepi p€owV ATOUIKAG TTPOCTACIOG KOl ATTOTEAOUV AVTIKEIMEVO TOU
TIOTOTrOINTIKOU £§€Ta0oNG TUTTOU EE pe ap. 2777/24897-01/E00-00 £kd560NnKe :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Ta mpoidvTa atroteAoUV avTiKeEipevo TG peBddou Tou opiletal ato MapdpTtnua VIl (evétnta C2) Tou Kavoviopou (EE)
2016/425 utté TNV €MITAPNON

SATRA Technology Europe Ltd, ID No. 2777

Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Epappoléueva mpoétutra: EN 1ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-
1:2015+A1:2018, EN ISO 374-4:2019, EN I1SO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

Ek&60nke : Singapore, 2023-10-19 loxuel éwg: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



samparmed®
EC NEKNAPALMS 3A CbOTBETCTBUE

PEMMAMEHT 3A MEANLIMHCKUTE MPOOYKTU (EU) 2017/745
PEFMAMEHT (EU) 2016/425 3A NNYHUTE NPEOMNA3HW CPEOCTBA

Mponssoguten YnbnHomouleH npeactasuten B EC

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

HacToawumsT cepTudmkaTt Baxu 3a CriegHUTe nNpoayKTu:

CTepunHa pbKaBuua 3a npernea v npeanasHa pbkaBuua 3a eqHOKpaTHa ynoTpeba
Knacudmkauus: Knac Is cbrn. PernameHT 3a megnumHckute npogyktu (EU) 2017/745
Kateropus Ill cbrn. Pernament 3a JINC (EU) 2016/425

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Pasmepu | X-Small | Small | Medium | Large | X-Large
Homepa Ha apTukynuTe | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

C HacTosiLWeTo NOTBbLPXAABaMe NpU cCaMOCTOAATeNTHa OTTOBOPHOCT, Ye NpoAayKTuTe ¢ mapkupoBka CE 0123
CBbOTBETCTBAT Ha CbliecTBeHUTe nanckBaHus (AHekc l) ot PernameHT 3a meguuuHckute npoayktu (EU) 2017/745.

Heknapaums Bb3 ocHoBa Ha npunoxeHue V. Knacudukaumsa cernacHo npasuno 5, npunoxenue VIII. OueHkata Ha
CbOTBETCTBMETO CE OCHOBaBa Ha npunoxenue IX.

Mpunoxumn Hopmn: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993-
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, ISO 2230:2002, MEDDEYV 2.7/1 revision 4, Regulation
(EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

C HacTosILeTO NOTBbPXAABaMe NpU CaMOCTOATENTHA OTFTOBOPHOCT, Ye ropenoco4YeHnTe NpoayKT! ¢ mapkmposka CE
CBbOTBETCTBAT Ha CblUecTBeHUTe pasnopeanbu Ha PernameHT (EU) 2016/425 3a nuyHMUTe Nnpeana3Hy cpeacTBa v ca
npeaMeT Ha cepTudumkara Ha EC 3a uscneasaHe Ha Tuna Nr. 2777/24897-01/E00-00 usganeHo upes:

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

MpopykTuTe ca npegMeT Ha npoueaypata cbrn. AHekc VIl (Mogyn C2) ot Pernamenta (EU) 2016/425 nog Hag3opa Ha
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Mpunoxumun Hopmm: EN 1SO 21420:2020, EN I1ISO 374-1:2016+A1:2018, EN I1SO 374-2:2019, EN 16523-1:2015+A1:2018, EN
ISO 374-4:2019, EN ISO 374-5:2016, ISO 2859-1:1999 AMD 1:2011

U3papeHo Ha: Singapore, 2023-10-19 Baxwu po: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N



s@mparmed’
UYGUNLUK BEYANI

TIBBI CIHAZLAR HAKKINDA 2017/745 TUZUGU (AB)
KiSISEL KORUYUCU EKIPMANLAR iGiN (AB) 2016/425 NOLU TUZUK

Uretici AB’de yetkili temsilci

Semperit Investments Asia Pte. Ltd. Semperit Technische Produkte Gesellschaft m.b.H.
8 Jurong Town Hall Road, Triester BundesstraBBe 26, 2632 Wimpassing, Austria
#29-03 to 06 The JTC Summit, sempermed@harpsglobal.com

Singapore 609434, Singapore SRN: AT-AR-000000735

sempermed@harpsglobal.com
SRN: SG-MF-000001645

Bu sertifika agagidaki Uriin igin gegerlidir:

Tek kullanimlik steril muayene ve koruyucu eldiven
Siniflandirma: ~ Tibbi cihazlarla ilgili 2017/745 (AB) sayili Tlizik uyarinca Sinif Is
KKE Yonetmeligi (AB) 2016/425 uyarinca Kategori Ill

Basic UDI-DI:  9001570LCT-059NA-S-33E

sempercare edition IC sterile

Boyutlar | X-Small | Small | Medium | Large | X-Large
Uriin numaralari | 3000007307 | 3000002061 | 3000002062 | 3000002063 | 3000007308

Yukarida agiklanan CE 0123 igaretli iiriiniin (EU) 2017/745/AET sayih tibbi cihazlara iligkin direktifin esas kosullarina
(Ek 1) uygun oldugunu tek sorumlulugumuzda beyan ederiz.

Ek IV'e dayal beyan. Kural 5, Ek Vlll'e gore siniflandirma. Uygunluk degerlendirmesi Ek IX'a dayanmaktadir.

Uygulamali standartlar: ASTM D3577-19, ASTM F1671/F1671M-22, EN ISO 20417:2021, EN 455-1:2020+A1:2022, EN 455-
2:2015, EN 455-3:2015, EN 455-4:2009, EN 556-1:2001 + AC:2006, EN 62366-1:2015 + AC:2016 + A1:2020, EN ISO 10993
1:2020, EN ISO 11137-1:2015 + A2:2019, EN ISO 11137-2:2015, EN ISO 11607-1:2020/A11:2022, EN ISO 11607-
2:2020/A11:2022, EN ISO 11737-1:2018 + A1:2021, EN ISO 11737-2:2020, EN ISO 13485:2016 + AC:2018 + A11:2021, EN
ISO 14971:2019 + A11:2021, EN ISO 15223-1:2021, ISO 10282:2014, 1ISO 2230:2002, MEDDEYV 2.7/1 revision 4,
Regulation (EC) 1907/2006, Directive 2008/98/EC

Notified Body: TUV SUD Product Service GmbH, Ridlerstrale 65, 80339 Munich, Germany, ID No. 0123, EU Certificate No.:
G11 088308 023 Rev. 00

Yukarida agiklanan CE igaretli iiriiniin, (AB) 2016/425 sayili Kigisel Koruyucu Ekipman Tiziigiiniin belirleyici
hikiumlerine uygun oldugunu ve AB Tipi Muayene Sertifika Numarasina tabi oldugunu beyan ederiz. 2777/24897-
01/E00-00 verilis :

SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Uriinler, asagidakilerin gézetimi altinda 2016/425 sayil Tiizigiin (AB) Ek VII'sinde (Modiil C2) belirtilen prosediire tabidir
SATRA Technology Europe Ltd, ID No. 2777
Bracetown Business Park, Clonee, Dublin D15 YN2P Ireland

Uygulamali standartlar: EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018, EN ISO 374-2:2019, EN 16523-
1:2015+A1:2018, EN ISO 374-4:2019, EN I1SO 374-5:2016, 1ISO 2859-1:1999 AMD 1:2011

Verilig tarihi: Singapore, 2023-10-19 Son gegerlilik tarihi: 2025-10-18 Version: 001

Semperit Investments Asia Pte Ltd
8 Jurong Town Hall Road « #29-03/04/05/06 The JTC Summit « Singapore 609434
Tel.: +65 6274 4861 « Fax: +65 6274 6977 « Registration No. (UEN): 201221964N « GST Registration No.: 201221964N
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