Certificate CN25/00005189

The management system of

Suzhou Shenyun Medical
Equipment Co., Ltd.

Building 11, No. 666, Yinzang Road, Linhu Town, Wuzhong District, Suzhou City, Jiangsu
Province, P.R. China

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN I1SO 13485:2016

For the following activities

Manufacture of sterile single use gastric tube, non-sterile single use gastric tube, sterile single use
drainage tube, sterile single use urinary catheter, non-sterile single use suction tube, non-sterile single
use self-adhesive urine sheaths, sterile single use negative pressure drain kit, non-sterile single use
negative pressure drain kit, non-sterile single use gastric calibration tube, sterile single use gastric
calibration tube, non-sterile single use fecal incontinence management kit, sterile single use intragastric
balloon

This certificate is valid from 30 July 2025 until 30 July 2028 and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 30 July 2025

(. Moran

Authorised by

Liz Moran
Business Manager

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CH65 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com
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a copy. This document is issued by the Company subject to SGS General Conditions of certification services available on Terms and Conditions | SGS. Attention is drawn to
the limitation of liability, indemnification and jurisdictional clauses contained therein. This document is copyright protected and any unauthorized alteration, forgery or
falsification of the content or appearance of this document is unlawful.
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