The management system of

ZHEJIANG HONGYU MEDICAL
COMMODITY CO.,LTD.

No.668 Chanhua Road, Fotang Town Industrial Functional Area,
322002 Yiwu City, Zhejiang Province, PEOPLE'S REPUBLIC OF CHINA

has been assessed and certified as meeting the requirements of

Regulation (EU) 2016/425

Module C2

For the following activities

Manufacture of HONGYU (_single use

article filtering half mask.

(Note: All products marked C ust have a valid EU type-
examination certificate issued under Module B or a valid EC type-
examination certificate issued under Article 10 of Directive
89/686/EEC.)

This certificate is valid from 24 October 2020
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 24 October 2020

Authorised by

Finnish Accreditation ger:rTEe
-
SGS FIMKO Y, Notified Bod) Il

Takomotie 8, FI1-00380 Helsinki, Finfand
WWW.50s.com
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This document is issued by the Company subject 1o its Ganeral Conditions of
Cartification Services accessible at www.sgs.comAenms_and_condions,im.,
Aftention is drawn to the i of and jurisdi |
IBBUES d therain, The ty of this d may be verifiad at
it /www.sgs. frenits-and-prod; tified-chent-directory
Any unauthorized aberation. forgery or falsification of the content or appearance
of this document is unlawtul and offenders may be prosecutsd o the fullest
extont of the faw.




Cemﬁcate_

ZHEJIANG HONGYU MEDICAL
COMMODITY CO.,LTD

No. 668 ChanHua Road Fotang Town Industrial Functional Area
322002 Yiwu City, Zhejiang Province
PEOPLE'S REPUBLIC OFCHINA

Itis certified that the manufacturer's tectinical file and the PPE product detailed on
page 2 have been assessed and found te be in accardance with

Regulation (EU) 2016/425

Modute B, EU fype-examination

This certificate is valid from 29 September 2020 until 29 September 2025
1. Certified since 29 September 2020

Authorised by

SGS FIMKO QY, Notified Bodylllll

Isinki, Fintand
WWW.Sg8.com

Page 1 of 2

This document is issued by the Company subject to its Ganeral Conditions of
Cerlification Servicas accassible at wiw.sgs.cemierms, and_eanditions,him.
Adtanfion is-drawn 1o #he limitations of jiabily. Indemnification and jurisaicional
Tssues established therain. The authenficity of this d miay ba yerfied at

“

http:fwww.sgs. com/enfcertified-clients-and-products/certiied-client-directory.
Any unauthorized akeration, forgery or falsification of tha conten or appearance
of this dacument is unlawful and offenders may he prosecuted to the fuliest
extent of the law.



Certificate -continued

ZHEJIANG HONGYU MEDICAL
COMMODITY CO.,LTD

Regulation (EU) 2016/425

Module B, EU type-examination

[ssue 1

PPE Product

_single use particle filtering half mask.

It is certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found to meet the applicable Essential Health
and Safety Requirements in Annex Il of Regulation (EU) 2016/425 Personal

Protective Equipment

The following have been applied:

EN 149:2001 + A1:2009 (Respiratory protective devices — Filtering half
masks to protect against particles) for a performance classification FFP2
NR.

This certificate is issued on the strict condition that appropriate checks on
manufactured PPE, as detailed in Article 19 (c) of the Regulation are
implemented and maintained while the model is in production

Finnish Accreditation Service

I
Certification is based on technical file reference NN

dated 2020/08/07

3GS Reference Number U-

This certificate remains the property of SGS Fimko Oy to whom it must be retumed on request
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EU DECLARATION OF CONFORMITY

Manufacturer

Name: ZHEJIANG HONGYU MEDICAL COMMODITY CO.LTD
Address: No. 668 ChanHua Road Fotang Town Industrial Functional Area
322002 Yiwu City, Zhejiang Province PEQPLE'S REFPUBLIC OF CHINA

Declares that the new PPE described hereafter

is in conformity with the provisions of regulation (EU) 2016/425 of the European
parliament and of the council of 9 March 2016 on Personal protective equipment, and
Conformity with the requirements of above regulation is testified by complete
adherence to the following technical specifications:

EN 149: 2001+A1:2009

Is identical to the PPE which is the subject of EU type-examination for Regulation (EU)
2016/425 issued by SGS Fimko Oy, Takomotie 8, FI-00380 Helsinki, Finland, Netified Body
umbe

Is identical to the PPE which is subject to the procedure set out in module C2 of
Regulation(EU)2016/425 Personal Protective Equipment under the supervision of the
notified body SGS Fimko Oy, Takomotie 8,FI-00380 Helsinki, Finland, Notified Body
number:0598

The product(s) of the declaration described above is in conformity with the requirement
of following test reports:

report No. GG

Place : Yiwu |
DATE :August 07 2020 /

| -
w073+ o@pfehal{of Company










Hlavné mesto SR Bratislava
] Primacidlne nam. 1

mmmm 51499 Bratislava

Dynamicky nidkupny systém
Vyzva &.25

.-Respirator FFP2 bez vydychového
ventilu®

Priloha ¢. 2 - Navrh na plnenie kritéria na vyhodnotenie
ponuk a identifikacné Udaje uchadzaca

Obchodné meno uchadzaca: MTC SLOVAKIA, a.s.

Sidlo uchadzaca: Kuzmanyho 940/11, 031 01 Liptovsky Mikulas
1ICO: 36013749

Meno a priezvisko §tatutdrneho zastupcu  Tatiana Svitkova, &len predstavenstva

IC DPH: 2020125734

Nézov banky: Tatra banka, a.s.

Cislo uétu (IBAN):

Telefonne Eislo:

E-mailova adresa: tatiana.svitkova@magic.sk

Predmet zakazky: ,Respirator FFP2 bez vydychoveho ventilu”

Kritérium na vyhodnotenie ponik: najnizsia cena za cely predmet zdkazky v EUR s DPH.

Ndzov

Celkovd cena v EUR 5 DPH

Respirdtor FFP2 bez vydychového ventilu v celkovom mnoZstve 25 000 ks
v stilade s opisom predmetu zédkazky tejto vyzvy & 25

11 212,50

Cena uvedend uchadzatom obsahuje vietky ndklady, ktoré uchadzaovi vznikni v suvislosti
s plnenim predmetnej zdkazky. Verejny obstardvatel’ upozoriuje, Ze novelou 67/2020 Z. z. i¢innou
od 12.02.2021 sa na respiratory FFP3 a FFP2 zaviedla 0 (nulova) DPH. Na zaklade uvedeného bude
celkovi cena s DPH totoZn4 s celkovou cenou bez DPH a to bez ohl’adu na to, ¢i uchadzac je

alebo nie platitel'om DPH.

V Liptovskom Mikulasi, diia 02.03.2021




STATNI USTAV
PRO KONTROLU LECIV

Srobarova 48
100 41 Praha 10

E-mail: posta@sukl.cz

Web: www.sukl.cz

r
' ® SU KL ADRESAT ZASTOUPEN ADRESA
\J Havlitkova 1680/13
umbrellaline 2010 s.r.o. Porta Medica s.r.o. av lc oya /
Nové Mésto
Eduard Rojicek Praha
11000
Cislo jednaci Spisova znacka Vyftizuje / e-mail Datum
Ing. Monika Slesingerova 21.01. 2021
sukl18853/2021 sukls125/2021

monika.slesingerova@sukl.cz

POTVRZENI SPLNENi OHLASOVACIi POVINNOSTI

Statni Ustav pro kontrolu lé¢iv, se sidlem v Praze 10, Srobarova 48, jako spravni organ pfisludny na zakladé
§ 9 pism. b) zadkona ¢. 268/2014 Sb., o zdravotnickych prostfedcich a o0 zméné zakona ¢. 634/2004 Sb., o spravnich
poplatcich, ve znéni pozdéjsich predpist, potvrzuje timto splnéni ohlasovaci povinnosti nize uvedené osoby.

Platnost registrace osoby pro vyse uvedené ¢innosti ¢ini pét let ode dne vydani tohoto potvrzeni.

Ing. Petr Vykypél

’

Toto potvrzeni nezahrnuje detailni prehled vsech Udajt, které byly predmétem dfive potvrzenych ohlaseni.

vedouci Oddéleni registraci a notifikaci
Odbor zdravotnickych prostredki

Statni Ustav pro kontrolu léciv
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