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ZERTIFIKAT « CERTIFICATE & 3E:Q

Digitally signed by Chitic Vlad
Date: 2021.05.04 21:01:11 EEST
Reason: MoldSign Signature
Location: Moldova

EC Certlflcate

Production Quality Assurance System
Directive 9342'EEC on Medical Devices (MDD), Annex ¥V
(Devices in Class lla, b or W)

No. G2 1609 78476 005

Produsc Sanmns

Manufacturer: Xiamen Winner Medical Co., Ltd.
4F. Mo.58 Huli ndusirial Park
Mai Xi Dao
Tongdn
SE1100 Xiamen
PEQOPLE'S REFLBLIC OF CHIMA

EC-Representative:  Shanghai International Holding
Corp. GmbH (Europe)

Eifesirala B0

20537 Hamburg

GERMAMNY
Product Silicone/SEBS/PVC Manual Resuscitators
Category(ies): (Masks, Positive End Expiratory Pressure Valve,

Oxygen Tube, Reservoir), Resuscitation Mask,
Continuous Positive Alrway Pressure
Mask/Non-Invasive Ventilation Mask,
Mebulizer, Oxygen Mask

The Cerification Body of TUW S0D Product Service GmbH declanes that the aforemenfioned
menufaciurer has implementad & quality assurance sysiem for manufaciure and final nspeciion
of the respeciive devices | devioe categonies in accordance with MDD Annex Y, This qualiy
assurance system conforms o the equirements of this Direcltive and i subject 1o periodical
sunnaillance, For marketing of class lib and Il devices an additional Annex [l cerifcate (s
mandabory, See also noles overeal

Repart Ma,: SH16T1TEXTO
Valid from: 2016-12-13
Walld until: 2021-12-12
Date, 2Z016-10-17 ;
Sledan Pradl

TUA SUD Product Servica GmbH (s Malified Body wilh identification na, 0123
Paga 1 of 2
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