& TOVRheinland
Certificate

% Tha Certification Body of
TUV Rheinland LGA Products GmbH

heraby certifies thal the organization

Huaian Helen Medical Instrument
Co., Ltd.

Group 3, Zhengtai Village
Matou Town, Huaiyin District
Huaian
223345 Jiangsu
China

has established and applies a quality management system for medical devices
for tha folowing Scope

Manufacture and Distribution of Sterile Blood Lancets,
Disposable Surgical Blades & Scalpels with Plastic Handle

Proof has been furnished that the requirements specified in

EN I1SO 13485:2016

are fulfiled. The quatily management sysiem is subject to yearly surveillance,

Effective Date: 20181221
Certificale Registration Mo.; S 60134640 0001
An audit was performed, Report No.: 15086311 002

This Certificate is vald until; 2021-0%-28
Digitally signed by lonascu Andrei
{{ DM{RS Date: 2021.05.11 11:13:07 EEST

m i ﬂ iorungist _{RIL(easo_n: MoldSign Signature
p-2r-1s169-01-0¢ Location: Moldova

Date 2018-12-31
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