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ZERTIFIKAT @ CERTIFICATE o

Product Service

EC Certificate
Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
{Devices in Class Ha, llb or lil)
No. G2 16 09 78476 005
Manufacturer: Xiamen Wint i
4F, No.98 uli Indlistrial,Park
Mai Xi Dad . %
TongAn ﬁu] s oy 6]
i e
‘%l.“ “::“ A ot
EC-Representative:  Shanghai Interriational Holding
Corp. GmbH (Europe)
Eiffestraie 80
20537 Hamburg
GERMANY
Product Silicone/SEBS/PVC Manual Resuscitators
Category(ies): (Masks, Positive End Expiratory Pressure Valve,

Oxygen Tube, Reservoir), Resuscitation Mask,
Continuous Positive Airway Pressure
Mask/Nen-Invasive Ventilation Mask,
Nebulizer, Oxygen Mask

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implementied a quality assurance system for manufacture and final inspection
of the respective devices / device categories in accordance with MDD Annex V. This quality
assurance system conformas to the requirements of this Directive and is subject to pericdical
surveillance. For marketing of class lib and lll devices an additional Annex Il certificate is
mandatory. See also notes overleaf.

Report No.: SH1BTATEXTO1
Valid from: 2016-12-13
Valid until; 2021-12-12
Date, 2018-10-17 M
Stefan Preil

TOV SUD Product Service GmbH is Netified Body with identification no. 0123
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