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Asunto/assumpte: Deteccién en el mercado europeo de certificados de marcado CE falsos de
productos sanitarios

Ref.: NI89/20

Se adjunta informacién sobre la deteccion de certificados de marcado CE falsos
correspondientes a las alertas PS482, PS483, PS484, PSA485, PS486, PS487, PS488, PS489, PS490 i
PS493

Asimismo se recuerda que pueden consultar la informaciéon sobre productos sanitarios
especialmente utilizados durante la COVID-19 que han sido detectados en el mercado y no
cumplen la regulacién en el siguiente enlace:

https://www.aemps.gob.es/la-aemps/ultima-informacion-de-la-aemps-acerca-delcovid

%e2%80%9119/informacion-sobre-productos-sanitarios-especialmente-utilizados-durante-lacovid-
19-que-han-sido-detectados-en-el-mercado-y-no-cumplen-la-regulacion/

Palma, 18 d'agost de 2020

El director general de Prestacions i Farmacia
Atanasio Garcia Pineda
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Servei de Control de Medicaments i Productes Sanitaris
Carrer de Jesus, 38 a, 07010, Palma
Tel.: 971 17 73 83 Fax.: 971 17 63 94

farmacia@dgfarmacia.caib.es
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E C C (o r’t i fi cate Product Service

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, b or I11)

Manufacturer:

EC-Representative: Barki BV Groothandelsmarkt 00098
3044hc Rotterdam, Netherlands

Product Category(ies): Nitrile Gloves & Latex Gloves
Vinyl Gloves

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Il devices an additional Annex I1 (4) certificate is mandatory. See
also notes overleaf.

Report No.: SH19810EXTO01
Valid from: 2019-05-16
Valid until: 2024-05-15

Date, 2019-03-08 / W

Stefan PreiR
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Product Service

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lia, IIb or 111
Facility(ies): Samiay

Groothandelsmarkt 00098

3044hc Rotterdam, Netherlands
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC onMedical Devices (MDD), AnnexV
(Devices in Class lla, lIb or 1ll)

No. G2 055729 0008 Rev. 01

Manufacturer: Premier Flex Sdn. Bhd.

Lot 396, Jalan Mekanikal 2
Nilai 7, Nilai, 71800
Negeri Sembilan

MALAYSIA
Product Latex and Nitrile Surgical Powderfree
Category(ies): Glove, Sterile

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer hasimplemented a quality assurance system formanufacture andfinalinspection ofthe
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class lib and lll devices an additional Annex lll certificate is mandatory. See also notes
overleaf.

Report No.: MYQMHO0319070Rev2-721423225
Valid from: 2020-02-19

Valid until: 2024-05-26

Date, 2020-02-19

C)@:‘-\/

Christoph Dicks
Head of Certification/Notified Body
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Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lib or Ill)

No. G2 055729 0008 Rev. 01

Facility(ies): Premier Flex Sdn. Bhd.
Lot 396, Jalan Mekanikal 2 Nilai 7, Nilai Negeri Sembilan,
71800, Malaysia

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ RidlerstraOe 65 * 80339 Munich *+ Germany
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