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Circular Informativa

N.° 065/CD/550.20.001
Data: 13/03/2020
Assunto: Certificado falso — Fabricante Baumer Team S.R.O
Para: Divulgacdo geral

Contacto: Centro de Informagao do Medicamento e dos Produtos de Saude (CIMI); Tel. 21 798 7373;
Fax: 21 111 7552; E-mail: cimi@infarmed.pt; Linha do Medicamento: 800 222 444

O organismo notificado DQS Medizinprodukte GmbH (0297) identificou um certificado falso (em
anexo) relativo aos dispositivos e acessorios para humidificacdo respiratéria (circuitos

descartaveis para pacientes, unidade de transferéncia), do fabricante Baumer Team S.R.O.

Em Portugal, ndo foram identificados registos da comercializacdo de dispositivos médicos deste
fabricante, mas, atendendo a que existe livre circulacdo de produtos no Espaco Econdmico Europeu,
o Infarmed recomenda que os dispositivos associados ao certificado supramencionado nao sejam

adquiridos nem utilizados, uma vez que apresentam aposta marcagdao CE 0297 falsa.

A detecdo, em Portugal, destes dispositivos e deste certificado deve ser reportada a Direcdo de
Produtos de Saude do Infarmed através dos contactos: tel.: +351 21 798 72 35; e-mail:

daps@infarmed.pt.

O Conselho Diretivo

Ani Assinado de forma
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Anexo - Certificado falso

EC-CERTIFICATE L
(Full quality assurance system ”'w\
This is 50 cartily that $he COmpany —eeraar
Baumer Team SR.O

Cindonnsky tad 118414

Komarmno 948 01

Repubivc of siovaka

ICO. 4T 477 440

DIC: 2023944870

Has implemented and mantans 2 full Guality assurance system which aogles 10 the products
Bt every stage Fom deson 10 Rnal controds

Trwough an audit, documented in a report performes by DOS Medamnprodulkte GabiM,
1 was verfied st that e ManaQement system FUERS the requirements of

Annex Il excluding Section 4 of Council Directives 93/42/EEC
Concerning medical devices

With respect 10 the following medcal devices:

Respuratocy humichiication devices and accessores Class lla
[Dsposable Pationt Circasts, Transfor Unit)

The manufaciurer is subyect 10 survelance according 10 Annex I, Secton 5. the CE marking
with the Notifed Body ientiication Number (0297) may be affxed on the devices isted in e
corvficate. An EC Design Examnaton Centiicale accordng 1o Annex i, Secton 4 & requined ko
435S Il Cevices Ccovars Dy this cornficate. The conificate s in the casor of cass Ks) devices
(M) = class | products placed on the madvet n sterie condiions ) mied 10 the aspects of
MESABCANr CONSHMSd With SSCUING and Maintaining sterle CONGtoNs, The Carificals s in
The case of class §m) devices (m) » cass | devioes with a measuring funclon) imaed 10 the
BSpOcts of manufachuo CONCeMed with he conformity of the products with the metrologienl
requrements

Ceniicate Roguraton no. 291656 M2

Certificate Unigue 1D 170724386
Effective date 2019-02-02
Expiry date 2024-02-02
Beatislava 2019-02-02
DQS Medizinprodukte GmbH
/ /(66 f(I-w e — % %\_
S4g7a LGN Or. Thomas Feldmann
Managng Deector Mood of Corticaton Body

Augus)-Schang-Swafie 21 60430 Bratvava
Tet 49 (0) 09 95427-30, medcH devorsfldos-med te

DA% Meduinprodukte Gm is 3 Notifies Body accordng 1o Councll Directves SMMAEEC
concerning medcal devices with the identilication Numder 0297
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