CERTIFICATE

With EU Directive of Medical Device Directive (MDD 93/42EEC)

Certificate No.: CE-20-0303-01

Holder: Sichuan Heng Ming Technology Development Co., Lid.

No. 3 Jinggixi Road, Tianpeng Town, Pengzhou Industrial
Development Zone, Sichuan Province (Postecode: 611930)

Disposable Isolation Clothes

] bt o
Product Medical Disposable Face Masks
Surgical Mask
Medical Glove
" EN ISO 13485: 2016/AC: 2016,EN 1SO 14971: 201 2L.EN ISO
Standards:

15223-1:2016,EN 1041: 2008 EN IS0 10993-1: 2000/AC: 2010,
EN 14683: 2019, EN 455-1: 2000,EN 455-2:20094A2:2013

Based upon the voluntary assessment of the product sample and Technical
Construction File, the apparatus is deemed to meet the requirements of the
above standards and EC directives.

The manufacturer has the responsibility for ensuring that all serial manufacture
of the products are in compliance with the specification of the sample
submitted for assessment and detailed in the technical file.

~  Certification Body
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Date: Mar 03,2020 . /
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Euroscene Business Solutions

The CE marking may be used if all relevant and effective EC directives are
complied with.

Euroscene Business Solutions Limited
Flat 3, The picture house,195 darkes Lane,Potters Bar.Herts, EN6 1BP




Maska antibakteriilna s gumickou
Popis :
Trojvrstvova antibakteridina maska
4102

- Vysoka filtraéna schopnost’ 8 "584156"00
* Hypoalergénna
- UmoZnuje vyborna anatomickd tvarovatePnost’ vdaka integrovane) vystuzi
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EN 149:2001+A 1:2009 ( € Y %

Typ H ./ type Il
REF 702510016 ZIPP OFFICE PARK s.r.0.
LOT 20190220 Stara Vajnorska 17, Bratislava iil

X 2024-02
ﬂ Itangying Jiey1 Electronic Co., Lid.
555 Qinfeng Road, Huashui Zhen Cina



Dodavatel;”

Faktura ¢.:D20200036 Dod.List £.:203/20/00

Datum vystavenia;, - 06.07.2020
f}uﬂiﬁs S.1.0. (2&tum dodania 06.07.2020
Slavidie tdolie 10 Variabilny symbol, 220200036
811 02 Bratislava Ratum splainosti,  18,07.2020
Slovak Republic Odberatef:
1€0:51791226
DIC:2120783093 _
IC DPH:SK2120783093 Diafit d.o.o.
Spodnji Slemen 6,
Banka:Tatra 2352 Selnica ob Dravi
Ucet:SK83 1100 0000 0029 4507 9642 Slovenia
Tel.:
Pak] IGO:  DIG:SI25646460
O.register:s.r.o. AN
Viozka ¢.:129456/8 IC DPH:
p&. kod Pomenovanie Nézov Cena(bex DPH) Potet Celkom
1 8584156004102 ruska 50pc 0.18 500000  9000.00
Zaklad pre DPH: 9000.00€
Suma DPH; 0 % 0.00€
Sf:;(:vé faktirovana 9000.00€
VystavilBOSS
Dria:
Poznamka: DO ZAHRANIGIA!
Oulline s, v, o,
SBlavidie Gdolis 10, 811 02 Bratistava
10O 51791 226
DIC: 2120783093
_{"
{
'D2020003  Dod.List 8:20320000  Intorné sisto stboru10gs.poR1 T stranacannt




Wuxi Yushou Medical Appliances Co., Ltd
©.115, Nongxinho Road, Xishan District 214191 Wauxi

City,Jiangsu Province, PEOPLE'S REPUBLIC OF GHINA
- Shanghai International Holding Corp. GmbH (Europoa)
Eiffestrasse 80, 20537 Hamburg, Garmany

Face Mask for Single Uso

Typs |, Typell. Typs HR
12447

DE/CAOS/IMP-238321-2762-00

~ Classification (MDD, Annex 1X) | rule

Conformity Assessment Roule.  Annex Vil of MDDS3/I42EEC

We herewith deciare that the at
provisions of the following EC Council Directives and St
retained under the premises of the manufacturer We are
conformity

DIRECTIVES

General applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE DBAVEEC

The product complies with the follow ing harmonized standard: ~ EN14683:2019
EN ISO 13485-2016 Certification No.: Q60450840037 Revitid

Expire date of the Certificate: 2023-4-30

Place, Date of lssue: £ Wuxi, 2020-05-14

%

}030'{'[%.

Position: General Manager

CE Tochnical File of Face Mask for Single Use

Yove mentioned products meet the ttansposition into national law. the
andards Al supporting documentations are
exclusively responsible for the declaration of
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TEST Re PORY
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Face Masks For &
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Summary of Test Results
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— titem u, Test Standard

E) Test | EN 14683:2019+AC 2019(E) Annex B

Judgemant

| EN 14683:2019+AC 2019(E) Annex C | p:

ISO 22609:2004

—— oTest | EN14683.2019+AC2019(E) AnnexD | Pass
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Prepared By

Be lla X

{Bella Xu)
Report Drafter

b Products Testing (Shanghai) Co., Ltd
B-3/4, No.1999 Du Hui Road.
 Shanghai 201108, PR China

Minhang District.

Wuxi Yushou Medical Appliances Co., Lid

xinhe Road, Xishan District 2

No 115, Nong.
UBLIC OF CHINA

PEOPLE'S REP

TEST PERIOD 01-Apr-2020~10-Apr-2020
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Phone 485 (21) 6637 6375
R cheniiuy s ¢

Reglonal Head Office:

TOVSUD Certiication and Testing

Ui ]

14191 Wuxi City Jiangsu Province,

Authorized By

leo 'liﬁr‘:"

{Leo Liu)
Authorized Signatory
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