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CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-950/01

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

Zhejiang Gen Yuan Tang Medical Technology Co., Ltd.
No.1278-1308 Wanxiang Road, Wanquan Town, Pingyang County, Wenzhou City, Zhejiang,
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
v Class Serial No Date Issuing NB No
FQ66 FFP2 NR 2163-PPE-950 06.07.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with;
e  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 06/07/2020 and will be valid for one year, until 05/07/2021 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

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director
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Uplny pieklad do ¢eského jazyka / Full translation into Czech

UNIVERSAL Verifikujte platnost pomoci QR kdédu / QR kod
UNIVERSAL CERTIFIKACE
NB 2163

OSVEDCENI O SHODE

Cislo osvéd&ent: 2163-PPE-950/01

Respiracni ochranné prosttedky, filtracni polovi¢ni rousky na ochranu proti ¢asticim,
vyrobenych

Zhejiang Gen Yuan Tang Medical Technology Co., Ltd.

C. 1278-1308 Wanxiang Road, Wanquan Town, Pingyang County, Wenzhou City, Zhejiang,
Cina

Nadale spliiuje pozadavky

EN 149:2001 + A1:2009 Respiraé¢ni ochranné prostiedky — filtra¢ni polovi¢ni rousky na
ochranu proti ¢asticim — Pozadavky, testovani, znaceni

Na zéklad¢ hodnoceni zprav o testovani a zprav interniho auditu kontroly kvality v souladu s
EN 149:2001 + A1:2009 a natfizenim o vybavenim na osobni ochranu (EU) 2016/425, ptiloha
7 (modul C2). Toto osvédceni potvrzuje, Ze nize popsané vyrabéné produkty jsou v souladu

s modelem testovani typu EU a spliluje pozadavky nafizeni.

Definice produktu

Model Trida Osvédceni o zkousce EU typu
Sériové &. Datum C. vydavajici NB
FQ66 FFP2 NR 2163-PPE-950 | 06.07.2020 2163

Vyrobci se timto povoluje pouzivat ¢islo oznameného subjektu (2163) a miize nalepit znamku
CE, jak je uvedeno nizZe na vySe uvedené produktové modely kategorie I11, s:

e Vydanim piislusného potvrzeni o shodé EU v souladu s NaFizenim o vybaveni na
osobni ochranu (EU) 2016/425, priloha 9



e Piijetim vSech nezbytnych opatieni tak, aby chod vyroby a jeho monitorovani zajistilo
homogenitu vyroby a soulad vyrabéného PPE s typem popsanym na osvédceni o
tentovani typu EU.

Toto osvédceni je vydano dne 06/07/2020 a jeho platnost je jeden rok, do 05/07/2021; pokud
vyrobce neprovede zadnou zdsadni zménu projektovani produktu a vyrobniho postupu, které
by mély vliv na kvalitu produktu a pozadavky na zdravi a bezpe¢nost.

CE 2163
Suat KACMAZ

Reditel Certifikace Universal
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PREKLADATELSKA DOLOZKA

Ji, Lenka Bienova, 10 03848728, soudni tumoénice a prekladatelka jazyka
anglického, zapsana v seznamu soudnich tlumodnikia a soudnich prekladateln
vedeném Ministerstvem spravedlnosti CR. timio stvrzuji, ke jsem osobné provedla
picklad piipojend listiny, a e tenio preklad souhlast s textem predméme lisuny,
Jde o aplny pieklad porvezeni o shodé z anglického do éeského jazvka.
Pl providéni prekladu neby] pribein konzuleant.
Tento akon je zapsan v evidenct akonu pod islem polozky: 08/2022
V knové dne I7.02.20022
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Megr. Lenka Blenova
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