EC Certificate Production Quality Assurance System: Certificate CN18/41070 -

The management system of

Transmed (China) Co., Ltd.

Room 408, Building 3, Phase 2 Accelerator, No.11 Yaogu Avenue,
Jiangbei New Area, Nanjing, Jiangsu Province, 210032, P.R. China

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex V

For the following products

Sterile Single-Use Biopsy Forceps,

Sterile repositionable hemostasis clipping device

Where the above scope includes class Ib or class lll medical device(s), a valid EC Type Examination
Certificate according to Annex Il is a mandatory requirement for each device in addition to this certificate
to place that device on the market.

This certificate is valid from 12 November 2020 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
2543a505655¢ Issue 2. Certified since 14 February 2014
. and first certified by SGS Belgium NV since 16 December 2019

Certification is based on reports numbered CN/SZH/  8431MDD
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SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.595.com

LPMD5008 - Gertificate CE 1638 AnnexV_EN rav. 01
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MedLeader tukasz Kruck
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mail: medleader@medieader.pl
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Certificate CN14/21139

The management system of

Transmed (China) Co., Ltd.

Room 406, Building 3, Phase 2 Accelerator, No,11 Yaogu Avenue,
Jiangbei New Area, Nanjing, Jiangsu Province, 210032, P.R. China

has been assessed and certified as meeting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

For the following activities

Manufa(:ture of sterile single-use biopsy forceps,
sterile repositionable hemostasis clipping devices

This certificate is valid from 12 November 2020 until 14 February 2023
and remains valid subject to satisfactory surveillance audits.

“ - Re certification audit due before 07 January 2023

G50 ~Issue 6. Certified since 14 February 2014

Authorised by m

MANAGEMENT
: SYSTEMS
SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CH85 3EN UK 0005

t +44 (0)151 350-6666 f+44 (0)151 350-6600 www.sas.com
HC SGS 13485 2016 0118
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