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MNM Certficate Numbér | 42327

Managing Director Al
Date: = 28 July 2016
4 Reissue Date: 06 November 2018
(o Valid Until: 06 November 2021
EAC Code: 04/14
fas

AS

MANAGEMENT
SYSTEMS.

Cer

ficate of Registration

This is to certify that the Quality Management System of

Hubei Weikang Protective products Co., Ltd.

Unified Social Credit Code : 91429004757013938H

Operation Address : Gongging Chuangye Industrial Zone, Yewang Road, Xiantao City, Hubei
Province, China

Registered Address : Gongging Chuangye Industrial Zone, Yewang Road, Xiantao City, Hubei
Province, China

applicable to

Non-sterile:P and sales of di: ble medical mask(within the scope of
license qualification); production and sales of di ble medical

products (clothes, sleeve covers, shoe covers, ha's)(exported to Europe and
America)

has been assessed and registered by NQA against the provisions of

| ISO 13485: 2016

| This registration is subject to the company maintaining a quah!y mmgement system, to the

| above standard, which will be monitored by NQA.

| Certified Clients shall accept regular i

| maintained for the positive result of: nudlt

| The information of ths certificate can be checked on CNCA‘s website (www cncagov.en)
SNQA s website : WwW.snqa.com.cn

; the validi ly of certi shall be
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[\/NM Certificate Num‘ber ] 2327
Managing Director J {
Date: —_— 28 July 2016
Reissue Date: 06 November 2018
Valid Until: 06 November 2021

EAC Code: 04/14

C € Documentation
Review Report

No. 30170626.HWPUN33

Holder: HUBEI WEIKANG PROTECTIVE
PRODUCTS CO., LTD.

GongQing ChuangYe Garden, YewangRd.
Xiantao Hubei, China

Review of the Technical Documentation in
regards of the requirements of the
Medical Devices Directive 93/42/EEC
Annex VIl

Review goal:

Product: (see the following annex )

Classification: Class |
(accordingly to the Manufacturer's declaration)

The output of the Review of the Technical
File identified with the no. CE/MDD-HBWK-
2017 dated 07.06.2017 is that no Not-
Conformity in regards to the requirements
of Directive 93/42/EEC Annex VIl has been
detected

Review output:

Date of issue 26 June 2017 Expiry date 25 June 2022

Chie Manager
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Ente Certificazione Macchine
Via Ca Bella, 243 - 40053 Valsamoggia Loc. Castello di Serravalle (Bo) Italy
‘B +39.0516705141 £ +39.0516705156 &4 info@entecerma.it @ www.entecerma.it
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Annex |

No. 30170626.HWPUN33

Name
Face Mask
Isolation Gown

17.5cm*9.5cm, 14.5cm*9cm, 12.5cm*8.5cm

$:110*130cm, M:115*137cm, L:120*140cm, XL:125*145cm,
XXL:130*150cm, XXXL:135*160cm or according to customer
$:110*130cm, M:115*137cm, L:120*140cm, XL:125*145¢cm,
XXL:130*150cm, XXXL:135*160cm or according to customer

Surgical Gown

Lab Coat $:110*130cm, M:115*137cm, L:120*140cm, XL:125*145cm,
XXL:130*150cm, XXXL:135*160cm or according to customer

Coveralls $:110*130cm, M:115*137cm, L:120*140cm, XL:125*145cm,
XXL:130*150cm, XXXL:135*160cm or according to customer requirements

Apron 95*56cm, 60*80cm, 70*100cm, 80*120cm

or according to customer requirements

150*360mm, 150°390mm, 150*410mm

or according to custom

20cm*40cm, 20cm*46cm, 22cm*®40cm, 22cm*46cm

or according fo customer requirements

Caps 18", 19", 20", 21", 22", 23", 24" or accoding fo customer

Shoe Cover

Sleeve Cover

Bed Sheets 80x200cm, 140x200cm or according to customer
Pillow Cases 50*70cm, 60*60cm, 50*60cm or according to customer
Bags According to customer requirements

Beard Covers 10g. 18" or according fo customer i s
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