D DEKRA

Bewertung der Konformitat von Corona SARS-Cov-2 Pandemie Atemschutz (CPA) nach
dem Prifgrundsatz fiir Corona SARS-Cov-2 Pandemie Atemschutzmasken Revision 1
Evaluation of the conformity of corona sars-cov-2 pandemic respiratory protection
(CPA) according to the testing principle for corona sars-cov-2 pandemic respiratory
protection masks revision 1

Berichtsnummer Report number 3418059.10-CPA
Prifgegenstand Test subject Corona SARS-CoV-2 Atemschutzmaske
Corona SARS-CoV-2 respiratory protective mask
Modell Type YH/KN95-1
Hersteller Manufacturer Baoding Yinhong Yuhe Medical Device

Manufacturing Co., Ltd.
Nanlongshan Village, Dawangdian Industrial Park,
Xushui District, Baoding City, CHINA

Importeur Importer Baoding Yinhong Yuhe.Medical Device
Manufacturing Co., Ltd. il
Nanlongshan Village, Dawangdian Industrial Park,
Xushui District, Baoding City, CHINA i,

Die Anforderungen des Prifgrundsatzes 7y
sind N
The requirements of the test principle are Erfalit Fulfilled T

Die technische Wirksamkeit des oben genannten Produkts ist im’ Rahmen’ der /Empfehlung, (EU)
2020/403 der Europaischen Kommission vom 13. Marz 2020 uber Konformitatsbewertungs- 'und
Marktiiberwachungsverfahren im ~ Kontext - der // COVID-19'// Bedrohung'// /zu/ /. vermutén.
The technical efficiency of the above-mentioned product is to be presumed within the framework of the
European Commission Recommendation (EU) 2020/403 of 13" March,2020 on'conformity assessments
and market surveillance procedures in the context of the COVID-19 risk. 11/}

Der Prufgrundsatz kann unter der Website der ZL.S eingesehen werden.
The test principle can be accessed under the ZLS website.

Diese Bewertung ist glltig vom 19.06.2020 bis 19.06.2021.
This evaluation of conformity is valid from 2020-06-19 until 2021-06-19.

DEKRA Testing and Certification GmbH
Bochum, 2020-06-19

/

Jorg-Timm Kilisch
Geschéaftsfihrer Managing Director
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Diese Bewertung darf nur vollstandig und unverandert weiterverbreitet werden.
This evaluation of conformity may only be published in its entirety and without any change.

DEKRA Testing and Certification GmbH, HandwerkstraBe 15, 70565 Stuttgart
Zertifizierungsstelle: Dinnendahlstrae 9, 44809 Bochum,
Telefon +49.234.3696-400, Fax +49.234.3696-401, DTC-Certification-body@dekra.com




£ N
UNIVERSAL

CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-706/01

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

Baoding Yinhong Yuhe Medical Device Manufacturing Co., Ltd.

Nanlongshan village, Dawangdian Industrial Park, Xushui District, Baoding City, Hebei
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
g v Serial No Date Issuing NB No
YINHONG / YH/KN95-1 | FFP2 NR | 2163-PPE-706 | 04.06.2020 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

0,5 R SRR, ensure the homogeneity of production and conformity of the manufactured PPE with the
PR Sl fehd ; type described in the EU type examination certificate.

This certificate is issued on 21/06/2020 and will be valid for one year, until 20/06/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirements.

Ce

2163

Suat KACM
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR code

Necip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yukar: Dudullu Umraniye - ISTANBUL - TURKEY  T:+90 216 455 80 80

UNIVERSALCERT.COM



Navod na pouzitie




Hlavné mesto SR Bratislava Dynamicky nakupny systém
- Primacialne namestie €. 1 Vyzva €. 2 - Respirator FFP2 bez vydychového ventilu

EEEE 814 99 Bratislava

Priloha €. 2 - Navrh na plnenie kritérii

s/ 7

|dentifikacné Udaje:

Nazov zakazKky: ,,Vyzva €. 2 - Respirator FFP2 bez vydychového ventilu*

Uchadzaé: IGLOBAL GROUP SLOVAKIA s.r.o.
Adresa sidla: Hviezdoslavovo Nam. 14, 811 01 Bratislava
1CO: 52 015 025

cisto ien apaN): |
reteronne sso: |

E-mailova adresa: iglobal@iglobal.sk

Ponukova cena v sulade s opisom predmetu zakazky:

Nazov Celkova cena v eur s DPH

Respirator FFP2 bez vydychového ventilu v celkovom mnoZstve 120 000 ks 24.000,00 EUR

Cena uvedend uchidzaCom obsahuje vSetky nédklady, ktoré uchadzaCovi vzniknu 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 (nulovd) DPH. Na zéklade uveden¢ho bude
celkova cena s DPH totoZna s celkovou cenou bez DPH a to bez ohPadu na to, ¢i uchadzac je
alebo nie platite’om DPH.

Cestné vyhlasenie: Predlozenim tejto ponuky zéroveii €estne vyhlasujem, Ze postupujem v stlade
s etickym kddexom uchadzaca vydanym Uradom pre verejné obstaravanie:

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

V Bratislava dna 27.05.2021

/‘

peciatka a podpis osoby opravnene;j
konat’ za uchadzaca



I'echnical Assessment of EN 149: 2001 + Al: 2009 Standard and other Standards it refers to, Clauses Corresponding to the

(EU) 2016/425 Directive
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