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DECLARATION OF CONFORMITY

Regarding Medical Device Directive(93/42/EEC)
including Directive 2007/47/EC

Manufacturer: Guangdong Winsun Pergonal Care Products Co. Ltd
Addross: NO 1 Guangxing Road Xiglso Sci-Ter Industnal  Park Xiglao

Town,Nanhai District Fashan City Guangdong Provines DR China

EC Representative: SUNGO Europe B V

Address: Otympisch Stadion 24 1076DE Amstardam Netherands
Product Name Disposable Medical Face Masi

Specification: 17 5cm®8 5em. 14 5emQ B

Classification; Class | (MDD Arnex 1X)

Conformity Assessment

Procedure: Annex Vi) of Medical Device Die Hve(QVI2FEC

We herowith deciars that the above-mentioned products mest the requirements of
Medical Device Directive (SVAZEEC) nduding Directave 2007/47 ‘EC and the following
harmonized standards

ENISO 48712012 EMN IS0 15223 1 #
EN 1041 2008+A1 2013 180 10293-1 2010
ENISD 108493 5 2004 EM 1SO 10002 11) 21113

EN 14803.2015

O beherl! uf SUNGO Ewope office. | confirmed we
FL! REP of the cospxany who isswe this document.
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Certificate CN20/42094

The management system of

Guangdong Winsun Personal
Care Products Co., Ltd.

NO. 1 Guangxing Road, Xigiao Sci-Tec Industrial Zone, Xigiao Town,
Nanhai District, Foshan City, Guangdong Province, 528211, P.R. China

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN SO 13485:2016

For the following activities

Design and manufacture of single use non-sterile medical face mask

This certificate is valid from 17 June 2020 until 16 June 2023
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 2 June 2023

Issue 1. Certified since 17 June 2020

Authorised by

SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CHB5 3EN UK
t+44 (0)151 350-6666 f +44 (0)151 350-6600 WWW.Sgs.com

HC SGS 13485 2016 0118

Page 10f 1

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at Www.sgs.comiterms_and_conditions. htm.
Attention is drawn to the limitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at
hun.‘mvww.sqs.com.’enfcer&ﬁed-clienu-and-pruducrs.‘cerﬁﬁed—client—direclory.
Any unauthorized alteration, forgery or falsification of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
extent of the law.
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Certificate No.: USAI 90Q42833RIM

This is to certify that the Quality Management System of

GUANGDONG YUSHENG PERSONAL
NURSING SUPPLIES CO., LTD.

Unified Social Credit Code: 914406007820115710

Registered/Office Address: No. | Guangxing Road, Xigiao Technology Industry Park,
Xiqiao Town, Nanhai District, Foshan, Guangdong
Production Address: Workshop 1, No. | Guangxing Road, Xigiao Technology Industry Park,
Xiqiao Town, Nanhai District, Foshan, Guangdong

Has been audited to conform to the following Quality Management System standard

ISO 9001:2015

This Quality Management System is valid for the

Production of diapers and diapers
(within the scope of the company's license)

Date of initial issuance: Apr. 22, 2010
Date of issuance: Jul. 17,2019
Date of expiry: Jul. 16, 2122

Issued by: M W’“

Beijing East Allrdg
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Test Report SL52025258060201TX Date:June 19,2020 Page 1 of 4

3 TESTING
> \' CNAS L0599

GUANGDONG WINSUN PERSONAL CARE PRODUCTS CO., LTD
NO 1 GUANGXING ROAD, XIQIAQ SCI-TEC INDUSTRIAL PARK XIQIAD TOWN, NANHA! DISTRICT,
FOSHAN CITY, GUANGDONG PROVINCE

The fdlowing sample(s) was/were submitled and identfied on behall of the client as

Sample Description  (A)Disposable Medca! Face Mask(CQlamed Type IIR)

Composition © {(A)Spunbond nonwoven, meitbiown nonwoven elshc earoop nose strp el
Sample Color . (A)BlueMWhie

Lot No /Batch No. : Nol provided

Proposed Care Instruction .

Sample Recening Date May 28, 2020

Testing Penod o May 28, 2020 - Jun 19, 2020

Test Resul(s) Unless olherwise stated the results shown in this tes! report refer only lo the

sample(s) lesled, for further detads, gease refer Lo the folowing page(s).
Test Performed - Selected tesi(s) as requested by applicant
Comment
+ Fa (A)

Methods

Clause 5.2 Performance Requirement

Clause 5 2.2 Bactenal litration efficiency (BFE) M
Clause 5 2.3 Breathabikly M
Clause 5 2 4 Splash Resslance M
Clause 5 2.5 Microtial Cleanliness M
Clause 5 2 6 Blocompalitiidy EXCLUDED

Remark: M=Meet EN 146832019+AC 2019 Performance Requirement (Type IIR)
F=Below EN 14683 2019+AC 2019 Performance Requirtement (Type IIR)

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co. Lid Testing Center

(ot (Ran e o

Sara Guo (Account Executive) Dongjing Lk / Halian Xuan (Authonzed Signatory)
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Test Report SL52025258960201TX Date:June 19,2020 Page 2 of 4
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Test Result

Clause 5.2 2 Bacterial filtration effidency (BFE)
(EN 14683 2019+AC 2019 Annex B)

Sample A
Condtioning Parametsrs - Minimum of 4 hours al 21£5°C and B5¢5% R H.
Oimensions of test specimen . =172mmx 152mm
Test Area - ~80 cm?
Test Sida © Inside
Flow Rate ;2823 ¥min
Positive Control Average 2914 5 CFU
Negalive Montar Count - <1 CFU
18 2% KE R 54
(BFE), % 9499 ga 9 ag g 99 999

Remark' Performance Requirement Type!=95% Type I1--98% Type IIR —Q8%

(EN 14883 2019+AC 2019 Annex C)

Sample. A
Tes! number and cation 5 random areas for each specimen (face mask)
Condtioning Parameters : Minimum of 4 houws at 21:5°C and 85:5% R H
Test Area . 489en
Flow Rate 8 UYmin

14 2% 34 4= 54
Differential pressure 19 31 32 3 2

AP (Palem?®)

Remark. Performance Requirement Type 1<40 Pa'am?. Type <40 Pajem?, Type IR<60 Palem?
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Test Report SL62026256960201TX Date:June 19,2020 Page 3 of 4

Clause 6.2.4 Splash Resistance
(IS0 22609 2004, Pressure 16.0 kPa)

Sample: A
| Penetration on inside surface
1§ 28 3 4 54 68 T# BY
Pass | Pass | Pass | Pass | Pass | Pass __Pass |  Pass
OM 1 Of 114 128 134 148 154 16#
Pass Pass Pass Pass Pass Pass Pass Pass
178 18% 194 20¢ 21 224 23 248
Pass Pass Pass Pass Pass Pass Pass Pass
_ 25¢ | 26 | 27" | B¢ 208 | 30¢ | 3w | 32
Pass Pass Pass Pass Pass Pass Pass Pass
Number of Pass: 32
Overall result Acceptable
Remark

1) Performance Requiremen! Type |: N/A, Type Il N/A, Type IR 216 OkPa
2) Dislance of the medical face mask largel area surface 1o the tip of cannula is 300z 10mm
3) Condition and Tes! temperature (2125)° C, relative humidity (852 10)%

4) An acceptable quality imit of 4 0% is met for a single sampling plan when 28 or more of the 32 tested
specmens show pass results

|
(EN 14683:2019+AC 2018 Annex D and EN ISO 11737-1:2018)

Sample A
18 2% s &8 52
CFivg 1 1 1 <1 1

Remark: Performance Requrement Type 130 CFU/g Type 11$30 CFU/g. Type IIRS30 CFU/g
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