Verify the validity with the Qﬁ code

UNIVERSAL

CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-1278/01

Respiratory protective devices, filtering half masks to protect against particles manufactured by

Zhejiang Shaohua Medical Equipment Co., Ltd.
Floor 1, Building 6, Block A, No. E22, Xinke Road, Choujiang Street, Yiwu City, Zhejiang
Province, China
Continues to fulfil the requirements of

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the evaluation of test reports and internal quality control audit reports according to EN
149+A1:2009 and Personal Protective Equipment Regulation (EU) 2016/425 Annex VII (Module
C2). This certificate implies that the manufactured products show below are in conformance with
the approved EU Type Examination model and meets the requirements of the regulation.

Product Definition
EU Type Examination Certificate
Model fiaa Serial No Date Issuing NB No
YWSH / SH-ZK12 FFP2 NR 2163-PPE-1278 | 15.08.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category III product models given above, with;
¢  Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
e  Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the

type described in the EU type examination certificate.
This certificate is issued on 15/08/2020 and will be valid for one year, until 14/08/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement.

C€

2163
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UNIVERZALNI OSVEDCENI
__ NB 2163
OSVEDCENi O KONFORMANCI

Cislo certifikatu: 2163-PPE-1278/01
Ochranné prostiedky dychacich organd, filtracni polomasky na ochranu pfed
Casticemi vyrobenymi spole¢nosti
Zhejiang Shaohua Medical Equipment Co., Ltd.
Patro 1, budova 6, blok A, ¢. E22, Xinke Road, ulice Choujiang, Yiwu City, Zhejiang
Provincie, Cina
Nadale plni poZzadavky

EN 149: 2001 + A1: 2009 Ochranné prostiedky dychacich organt - Filtrovani
polomasek na ochranu proti €asticim - Pozadavky, testovani, znac¢eni

Na zakladé vyhodnoceni protokoll o zkouskach a internich zprav o auditu kontroly
kvality podle EN 149 + A1: 2009 a nafizeni o osobnich ochrannych prostfedcich
(EU) 2016/425, pfiloha VII (modul C2). Toto osvédCeni znamena, Ze nize uvedené
vyrabéné vyrobky jsou ve shodé se schvalenym modelem EU pfezkouSeni typu a
splfiuji pozadavky nafizeni.

Definice produktu

- Certifikat EU prezkouseni typu

Modelka THda  ISgriové &islo  |datum ___ [Vydani Pozn
YWSH / SH-ZK12  |FFP2 NR [2163-PPE-1278 [15.08.2020 [2163

Zde muze vyrobce pouzit €islo oznameného subjektu (2163) a mize na vySe

uvedenych modelech produktd kategorie Il opravit znacku CE, jak je uvedeno nize,

pomoci;

» Vydani pfislusného EU prohlaseni o shodé podle nafizeni o osobnich ochrannych
prostfedcich (EU) 2016/425, pfiloha 9.

» Pfijmout veSkera nezbytna opatfeni, aby vyrobni proces a jeho sledovani
zajistovaly homogenitu vyroby a shodu vyrabénych OOP s typem popsanym v
certifikatu EU pfezkouseni typu.

Toto osvédceni je vydano 15. 8. 2020 a bude platné po dobu jednoho roku do 14. 8.
2021, pokud vyrobce neprovede zasadni zmény v konstrukcich a vyrobnich
procesech produktu, které maji vliv na vykonnost vyrobku z hlediska zakladnich
pozadavku na ochranu zdravi a bezpecnost.
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Ovérte platnost pomoci QR kédu



