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Assunto:

Para:

N.© 139/CD/550.20.001
Data: 29/07/2020

Retirada do mercado dos termometros de infravermelhos do fabricante Hunan

Haiyuan Medical Technology Co., Ltd.

Divulgacgdo 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

Foi identificada a colocacdo no mercado nacional de termémetros de infravermelhos do fabricante

Hunan Haiyuan Medical Technology Co., Ltd. os quais nao ostentam marcacao CE.

Deste modo, ndo ha evidéncia de cumprimento dos requisitos legais aplicaveis pelo que ndo esta

salvaguardada a seguranga e o adequado desempenho do dispositivo.

=
0
2=
O
=2
O
>
Y
T
,
o)
Q
Q
O
oz
o
r
b
o
X0
",
;:.
i}
=
o)
Q
o)
(&7
3
Q2
>
[0}
o

Form QGAT_10-M04, version 00, effective snce March éth, 2020

C( € Documentation Review

No. 3F200323 HHMUN&S

Holder:

Review goal:

Product:
Model(s):

Voltage:

Classification:

Review output:

Via Cd Bello, 243 - 40053 Valsamoggio L
41 4

| +39.0516705

Hunan Haiyuan Medical Technology

Co., Lid.
Floor 57, Buiding 3, Haiping Industrial Park, No. 229
Guyuan Rood, Yuelu District, Changsha, Hunan
P.R.China

Verification of the presence of Technical
Documentation compatible with the Medical
Devices Directive 93/42/EEC Annex VII

Infrared Thermometer (Not Steriie)
HY-TO1, HY-TO2, HY-TO3, HY-T04, HY-T05, HY-T06

DC 3.0V (2 x1.5V AAA size alkaline batteries)

Class | (Not Sterile)

[OCCTITINGY 10 1198 MOnUISCIUNSr's gsckranon)

This document has been issued on a voluntary bass and
upon reguest of the manufacturer. It is our opinion that the
Technicad Documentation shored with us by the
manufacturer is compatible with the Ewropean Standard for
Medical Devices.

Technicad documentation idenfified with the no
MTST20030128

The manulacturer nsible for the CE Marking process,

and not exempted fo camy out gl necessary co
activifies. This document has bean ssued of
reguiation on ECM Voluntary Mark for the
products. RGO1_ECM rev.3 available at: ww

Ente Certificozione Macchine

+39.0516705156 °J info

Os termdmetros estavam acompanhados de um
certificado alegadamente emitido pelo Organismo
Notificado N.°© 1282 - ECM (Ente Certificazione
Macchine), o qual confirmou tratar-se de um

documento falso.
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Assim, o Infarmed determinou a imediata retirada do mercado nacional dos referidos dispositivos.

As entidades que eventualmente disponham de unidades deste dispositivo médico ndao as devem
utilizar e devem reportar o facto a Direcao de Produtos de Saude do Infarmed através dos contactos:
tel.: +351 21 798 72 35; e-mail: daps@infarmed.pt.
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