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Product Service

CERTIFICATE

No. Q1N 17 09 11858 060

Holder of Certificate:

(2

Certification Mark:

Scope of Certificate:

PAUL HARTMANN AG
Paul-Hartmann-Strasse 12
89522 Heidenheim

GERMANY

EN1S0 13485 /8

tuv-sud.com/ps-cert

Design and development, production and
distribution of sterile and non-sterile medical
devices for general and special wound treatment,
operating theatre products, bandages and tapes,
patient care products for use on the ward and in
general practice.

Design, development and distribution of

medical devices with measuring function.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overieaf.

Report No.:

Valid from:
Valid until:

Date, 2017-09-19

Page 1 of 2

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraBe 65 - 80339 Miinchen - Germany

713103507

2017-11-01
2020-10-31
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&

Product Service

CERTIFICATE
No. Q1N 17 09 11858 060

Applied Standard(s): EN ISO 13485:2012 + AC:2012

Medical devices - Quality management systems -
Requirements for regulatory purposes .

(ISO 13485:2003 + Cor. 1:2009)

DIN EN ISO 13485:2012

Facility(ies): PAUL HARTMANN AG
Paul-Hartmann-Strasse 12
89522 Heidenheim
GERMANY

PAUL HARTMANN (Shanghai) Trade Co., Ltd.
Branch of Central Laboratory in Shanghai
New Caoheijing Int. Business Center

391 Gui Ping Road, Rm 1001-1003, Block A
200233 Shanghai

PEOPLE’S REPUBLIC OF CHINA

PAUL HARTMANN AG Facility Herbrechtingen
Robert-Bosch-Str. 5

89542 Herbrechtingen

GERMANY

PAUL HARTMANN AG Facility Bruck
Gregor-von-Briick-Ring 13

14822 Bruck

GERMANY
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ZERTIFIKAT @ CERTIFICATE ¢

2

Product Service

CERTIFICADO

No. Q1N 17 09 11858 060

Titular del Certificado: PAUL HARTMANN AG
Paui-Hartmann-Strasse 12
89522 Heidenheim

GERMANY

©

Certificado de Marca:

ENISO 13485 /&8

tuv-sud com/ps-cert

Alcance del certificado: Disefio y desarrollo, produccion y distribucion de
dispositivos médicos estériles y no estériles para el
tratamiento general y especial de heridas, productos
de quiréfano, vendajes y cintas, productos de
cuidado del paciente para uso en sala y en la
practica general.

Disefio, desarrollo y distribucion de dispositivos
médicos con funcion de medicion.

El organismo de certificacion de TUV SUD Product Service GmbH certifica que la empresa
mencionada anteriormente ha establecido y mantiene un sistema de gestién de calidad que
cumple con los requisitos de la (s) norma (s) enumerada (s). Ver también notas al dorso.

Numero de 713103507
reporte.:

2017-11-01
Valido 2020-10-31
desde:
Valido
hasta:

1T

Stefan Preir..

Fecha, 2017-09-19 (( DAstte
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ZERTIFIKAT @ CERTIFICATE &
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Product Service

CERTIFICATE
No. Q1IN 17 09 11858 060

Estandares Aplicados: EN ISO 13485:2012 + AC:2012
Medical devices - Quality management systems -
Requirements for regulatory purposes
(ISO 13485:2003 + Cor. 1:2009)
DIN EN ISO 13485:2012

Facilidades: PAUL HARTMANN AG
Paui-Hartmann-Strasse 12
89522 Heidenheim
GERMANY

PAUL HARTMANN (Shanghai) Trade Co., Ud.
Branch of Central Laboratory in Shanghai
New Caoheijing Int. Business Center

391 Gui Ping Road, Rm 1001-1003, Block A
200233 Shanghai

PEOPLE'S REPUBLIC OF CHINA

PAUL HARTMANN AG Facility Herbrechtingen
Robert-Bosch-Str. 5

89542 Herbrechtingen

GERMANY

PAUL HARTMANN AG Facility Briick
Gregor-von-Brick-Ring 13

14822 Briick

GERMANY
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