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EC Certificate

Production Cuality Assurancs Syilem
Direcirve SAMZEEC on Medical Devices (MDD}, Anngx W
(Devvices in class | in stenle conditiony, sterdaed systems of prossdure packs)

No. G2S 068194 0008 Rev, 00

Manufacturer Zhangjiagang Zhiyi Medical Health
Products Co., Ltd.

Ranrmin Road, Leyu Toen
215802 Inangilagang City, Jungsu Provinte
PEOPLE'S REPUBLIC OF CHIMNA

C-Representative: Shanghai intemational Hoiding Cop. GmibH (Europe)
. pres Effeatrale B0, 20537 Hamburg GERMANY

Product Surgical Drape, Surgical Gown,
Category(ies): Sterile Surgical Kit, Face Mask.

The Cartification Body of TUV 50D Product Service GmbH declares that The aforemeniionsd
rmanufacturer had rmplermaniod a qualty assurance system for manufacture in accordancs with MOD
Anngu V. Thes gualify assurance §yitem covers those aapects of manufacture concamed with
seCunng and mantaning stenls condibons of the respectine devices | deovice calegores and conforms
10 thiy recuaremants of thes Directneg. 11 B subpoct to pariodical surveilance 586 alo notes overisal

Report No.: SH1BS24EXTO
Valid from: JO18-01-23
Valid wntil: 2024-01-22

Date, 2018-11.29 f /-,\ 7

Stefan Pred



