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Jiangsu Changfeng Medical

Industry Co., Ltd.

Tougiao Town, Guangling District
Yane

225108 JIANGSU

P.R. CHINA

Application for : QMS

Certificate No. : §X 80133280 Sheet 0001

Device : Only for QM-Systermn audit

Test requirement : EN ISO 13485:2018

DearMadameor Sir,

Enclosed please find the
new certificate No. SX 80133280 0001

replacing the previous certificate.

Kind regards

Test sample: no, documentation available
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TUVRheinland *

Business Stream Products LGA
Certification Department Precisely Right.

TU Ahgnisrd LGA Procusts Jimbd © $0431 Nimbarg Contact

Jiangsu Changfeng Medical Tet o

Industry Co., Ltd.
a

Tougiao Town, Guangling District Date May 29. 2020

Yangzhou
225108 JIANGSU

P.R. CHINA

Application for : QMS Produktion, Anhang V MDD

Certificate No. DD 650133272 Sheet 0001

Device Only for QM-System audit

Test requirement © Richtlinie 83/42/EWG

Dear Madame or Sir,

Enclosed please find the new certificate No. DD 60133279 0001 replacing
the previous certificate

With effective date of the new certificate, the previous certificate

(number see new certificate) becomes invalid

TUV Rneaniand

LGA Products Gm

Tillystrale 2

S043 Numer

Test sample: no, documentation available
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TUVRheinland

Certificate

The Certification Body of

TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Jiangsu Changfeng Medical

Industry Co., Ltd.

Tougiao nyGuangling District
Yangzhou

225109 Jiangsu
P.R. China

has established and applies a quality management system for medical devices

for the following scope

Manufacture and Distribution of Disposable Swabs

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-03-11

Certificate Registration No.: SX 60133280 oO

An auditwas performed. Report No: 15095048004

This Certificate is valid until 2021-12-03

vy Certification Body

(pas=“

Akkreditierungsstelle
D-2M-14169-01-02

Date 2020-03-11

TOV Rheinland LGA Products GmbH- TillystraBe 2 - 90431 Niirnberg
ro
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Manufacturer:

Products:

Expiry Date:

Effective Date:

Date: 2020-03-11

EC Certificate TUVRheinland
Directive 93/42/EEC Annex V

Production Quality Assurance

Medical Devices

Registration No.: DD 60133279 0001

Report No.: 15096049 004

Jiangsu Changfeng Medical

Industry Co., Ltd.

Tougiao Town, Guangling District

Yangzhou
225109 Jiangsu
P.R. China

Aspects of manufacture concerned with securing and

maintaining sterile conditions:

- Disposable Swabs

Replaces Approval, Registration No.: HD 0115102 0001

2023-12-03

The Notified Body hereby declares that the requirements of Annax V of the directive 93/42/EEC have

been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the

aforementioned directive. For placing on the market of class llb and class Ill devices covered by this

certificate an EC type-examination certificate according to Annex lil is required.
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TOV Rheinland LGA Products GmbH - TillystraBe 2 - 9043 Ndrnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive’ 93/42/EEC

concerning medical devices with the identification number 0197.

1280177
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