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FENG CHUN YUAN MEDICAL EQUIPMENT(SHENZHEN)CO.,LTD
ROOM.1304, TECHNOLOGY INNOVATION PARK, SHAJING DAHONG(XINQIAO), BAOAN DISTRICT,

SHENZHEN, CHINA

Nasledujuce vzorky boli predlozené a boli identifikované v mene klienta ako:

Popis vzorky : (A)Polomaska na filtrovanie ¢astic

Farba vzorky . (A)Biela

Styl &. : FCY-001A

Vyrobca . FENG CHUN YUAN MEDICAL EQUIPMENT(SHENZHEN)CO.,LTD

Cielova krajina . EUR

Vykonavany Test . Vybrané testy podla poziadaviek uchadzaca

Vzorka prijata dfia : 23 Oktober, 2020

Obdobie testovania . 23 Oktoéber, 2020 - 10 November , 2020

Vysledok testu : Pokial nie je uvedené inak, vysledky uvedené v tomto protokole o teste sa
tykaju iba testovanych vzoriek, dalSie podrobnosti najdete na nasledujucich
stranach.

Vzorka éislo | Uroveii odportéania
A FEP2 NR

Podpisané za a v mene pouZzivatela
Testovacie centrum SGS-CSTC Standards Technical Services (Shanghai)

i (e

Sara Guo (Account Executive)




Protokol o skuske SL52045300997801TX Datum: 10 November,2020 Strana 2 z 10

Vysledok testu
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***Koniec protokolu o skuske***



Certifikat CN20/42627

Systém riadenia

Feng Chun Yuan Medical
Equipment (ShenZhen) Co., Ltd

Room. 1304, Technology Innovation Park,
Shajing Dahong(xingiao),

Baoan District,

Shenzhen, China.

bof postideny a certifikovany ako vyhovujtici poziadavkam

Nariadenia (EU) 2016/425

Modul C2

Pre nasiedujtice Ginnosti

Vyroba polomasky na filtrovanie ¢astic DVOT (logo)
FCY-001A. (Poznamka: Produkty AH ozna¢ené CE0598
musia mat’ platny typ EU

osvedcenie o preskusani vydané podla modulu B
alebo platné osvedcéenie o typovej skuske ES vydané
podla ¢lanku 10 smernice

89/686 / EHS.)

Toto osvedcenie je platné od 6. decembra 2020

a zostava v platnosti po vykonani uspokojivych dozomych
auditov. vydanie 1. Certifikované od 6. decembra 2020

Autorizovany

SGS FIMKO QY, Notified Body 0598

Takomotie 8, FI-00380 Helsinki, Finland
t +358 9 696 361 f+358 9692 5474 www.sgs.com

strana 1 z1

FINAS

Finnish Accreditation Service
S003 (EN ISO/IEC 17065)

Tento dokument vydava Spotocnost s vyhradou jej VVSeobecnych podmit

- certifikacnych stuzieb pristupnych na adrese
www.sgs.com/terms_and_conditions.htm. Upozoriiujeme na obmedzenia
dnosti, odskodnenia a jurisdikcie, kioré st v nich stanovené. Pravost tohto

4

3 dokumentu je mozné
overithttp/iwww.sgs.com/en/certified-clients-and-products/certified-client-directory.
Akakolvek neopravnend zmena, falSovanie atebo

fatSovanie obsahu atebo vzhfadu tohto dokumentu je nezakonné a pachatefov moze
stihat v ptnom rozsahu

rozsah zakona.




Certificate CN20/42627

The management system of

Feng Chun Yuan Medical
Equipment (ShenZhen) Co., Ltd

Room. 1304, Technology Innovation Park,
Shajing Dahong(xingiao),

Baoan District,

Shenzhen, China.

has been assessed and certified as meeting the requirements of

Regulation (EU) 2016/425

Module C2

For the following activities

Manufacture of DVOT (logo) FCY-001A particle filtering half mask.
(Note: All products marked CE0598 must 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 6 December 2020
and remains valid subject to satisfactory surveillance audits.

Issue 1. Certified since 6 December 2020
Authorised by FINAS

Finnish Accreditation Service

$003 (EN ISO/IEC 17065)
: (R

Uno OCAane
SGS FIMKO QY, Notified Body 0598

Takomotie 8, FI-00380 Helsinki, Finland
t+358 9696 361 f+358 96925474 www.sgs.com

Page 1 of 1

Thmdownwntlsmuedbyﬁaemmpmymhpawﬁs&mwmdlﬂmsaf
Certification Services accessible at www.sgs.com/terms_and,

Aftention s drawn fo the limitations of labilty, mdamnlﬁmuonnndjmsdlchnnai

issues established therein. Theauhenﬂdtyufﬂmdmnenmwbeveﬂﬁeﬂat

hitp:/www.sgs.com/en/certified

unauthorized alteration, mrgwnrl‘alslﬁneﬁmafheammarappumce

of this document is unlawful and offenders may be prosecuted to the fullest

extent of the law.




PARTICLE FILTERING

HALF MASK -P2NR







MATERIAL ANALYSIS

User Instructions:










Certificate F120/967416

Feng Chun Yuan Medical
Equipment (ShenZhen) Co., Ltd

Room. 1304, Technology Innovation Park,
Shajing Dahong(xingiao),

Baoan District,

Shenzhen, China.

ltis certified that the manufacturer's technical file and the PPE product detailed on
page 2 have been assessed and found to be in accordance with

Regulation (EU) 2016/425

Module B, EU type-examination

This certificate is valid from 27 November 2020 until 27 November 2025
1. Certified since 27 November 2020

Authorised by

L\ (&=
Un. 07 P
SGS FIMKO OY, Notified Body 0598

Takomotie 8, FI-00380, Helsinki, Finland
t +358 9696 361 f+358 9692 5474 www.sgs.com

Page 1 of 2

This document is issued by the Company subject o its General Conditions of
Certification Services accessible at www.sgs.com/terms_: and mndmons,Mm

Attention is drawn to the limitations of kability, i i andj
issues established therein. The authenticity of this document may be verified at
hitp: p d-clients-and-p rified-client-diectory.

Any unaulhonzed alteration, forgery or falslﬁcahon of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
extent of the [aw.

FINAS

Finnish Accreditation Service
S$003 (EN ISO/IEC 17065)




Certificate FI20/9674186, continued

Feng Chun Yuan Medical
Equipment (ShenZhen) Co., Ltd

Regulation (EU) 2016/425

Module B, EU type-examination

fssue 1

PPE Product

DVOT (logo) FCY-001A particle filtering half mask, consisting of a white five
layer (polypropylene/ polypropylene/ polypropylene / polyester&polyethylene
/ polypropylene) disposable face mask, with nose clip, polyester
fpolyurethane ear loop and buckle.

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) device 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

Certification is based on technical file reference:
FCY-001A, dated: 2020/11/16.

SGS Reference Number UK/CRS 242634,

This certificate remains the property of SGS Fimko Oy to whom it must be returned on request.

Page 2 of 2

FINAS

Finnish Accreditation Service
$003 (EN ISO/IEC 17065)



ELRONN....

Spolo¢nost zapisana v Obchodnom registri Okresného stidu PreSov, oddiel Sro, viozka ¢. 18882/P
ICO 36 807 478 IC DPH: SK2022417859 Bankové spojenie: Tatrabanka, a. s. pob. Poprad,

Miadeze 2354/32, 058 01 POPRAD tel. :052/788 46 41, fax: 052/7884642, mobil |, c-mail: elron@elron.eu.sk, www.elron.eu.sk

Dodavatef: Odberatel”

ELRONN....

Ul. MiadeZe 2354/32, Poprad, 058 01
ICO: 36 807 478
IC DPH: SK2022417859

I

Poprad 24.11.2020
Navod na pouzitie:

Tvarové rasko

Stranalz1




Hlavné mesto SR Bratislava Dynamicky nakupny systém
m Primacialne namestie ¢. 1 Vyzva €. 1 - Respirator FFP2 bez vydychového ventilu

EEEE 814 99 Bratislava

Priloha €. 2 - Navrh na plnenie kritérii

ldentifikacné Udaje:

Nazov zakazky: ,,Vyzva €. 1 - Respirator FFP2 bez vydychového ventilu*

Obchodné meno uchadzaca: ................ ELRON S.I.0uuuuvviiiiiiiiiiiiiieieeeeeeeeas
Sidlo uchadzaéa:  ............. Mladeze 32, 05801, Poprad..................

ICO: s 36807 478 oo,

Meno a priezvisko sStatutarneho zastupcu ............... Ing. Jozef Hucko
ICDPH: e, SK2022417859....uueeeeeeieiiieiieeen,
Nazov banky:

Cislo uétu (IBAN):

Telefonne ¢Eislo:
E-mailova adresa:

Ponukova cena v sulade s opisom predmetu zakazky:

Nazov Celkova cena v eur s DPH

Respirator FFP2 bez vydychového ventilu v celkovom mnoZstve 60 000 ks | 7790,-€

Cena uvedena uchadzaCom obsahuje vSetky naklady, ktoré uchadzacovi vznikni v stvislosti
s plnenim predmetnej zékazky. Verejny obstaravatel’ upozoriiuje, ze novelou 67/2020 Z. z. t€innou
od 12.02.2021 sa na respiratory FFP3 a FFP2 zaviedla 0 (nulov4d) DPH. Na zaklade uvedeného bude
celkova cena s DPH totoZna s celkovou cenou bez DPH a to bez ohl’adu na to, ¢i uchadzac je
alebo nie platitePom DPH.

Cestné vyhlasenie: Predlozenim tejto ponuky zaroveii €estne vyhlasujem, Ze postupujem v stlade
s etickym kédexom uchadzaca vydanym Uradom pre verejné obstardvanie:

https://www.uvo.gov.sk/zaujemcauchadzac/eticky-kodex-zaujemcu-uchadzaca-54b.html

V ..Poprade........... dna ...13.4.2021............

peciatka a podpis osoby opravnene;j
konat’ za uchadzaca


https://www.uvo.gov.sk/zaujemcauchadzac/eticky-kodex-zaujemcu-uchadzaca-54b.html

ELRON....

Spolocnost zapisana v Obchodnom registri Okresného sudu PreSov, oddiel Sro, viozka ¢. 18882/P
1CO: 36 807 478 IC DPH: SK2022417859 Bankové spojenie: Tatrabanka, a. s. pob. Poprad, €.0.: _

e et
Mladeze 2354/32, 058 01 POPRAD tel. :052/788 46 41, fax: 052/7884642, mo|j I c-~ai!: elron@elron.eu.sk, www.elron.eu.sk

Dodavatel” Odberatel:

ELmn S.r.0.

Ul. Mladeze 2354/32, Poprad, 058 01
ICO: 36 807 478
IC DPH: SK2022417859

Bankové sioienie: Tatrabanka, a. s. pob. Poprad

Poprad 24.11.2020

Technické parametre:

Respirator FFP2 a FFP2 s ventilom
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