EC Declaration of Conformity

Manufacturer’s Name * "Redacted for public use"
Manufacturer’s Address ! "Redacted for public use"
Conformity Route : Self Declaration

Product Commercial Brand : OnePlus

We here declare that we are exclusively responsible for the above-mentioned product(s) with CE Mark is full
compliance with Essential Requirement of the EC Council Directive 93/42/EEC 14th June 1993 concerning medical
devices, amended by Council Directive 2007/ 47/ EC. Also, it complies with PPE Regulation (EU) 2016/425 as a
Category Il1.

Description Of The Product: Latex Examination Glove

Product Type : POWDERED AND POWDER FREE

UMDNS Code 1 11882

Conformity Assessment Procedure : ANNEX VII

Applicable EC Directives : MEDICAL DEVICES DIRECTIVE 93/42/EEC

Applicable Harmonised Standards : TS EN 455-1, TS EN 455-2, TS EN 455-3, TS EN 455-4
TS EN 374-2, TS EN 374-3, TS EN 374-4, TS EN 374-5
1SO 9001, EN 420:2003 + A1:2009, EN 1SO 374-1, EN 16253-1:2015
EN ISO 374-5:2016, EN 374-4:2013

Applicable National Technical Standards and Specifications

Classifications : CLASS-1/NON STERILE
Certificate Number 1 19121002

Certificate Code - "Redacted for public use"
Certificate Issue Date : 28.10.2020

Certificate Validity Date 1 28.10.2021

Company Official

(Authorized Signature and Title)
Precurement Manger
DR. MAJED ALHARIRI

"Redacted for public use"
declares that the Medical

Devices Directive 93/42/EEC has fulfilled the applicable requirements and responsibility has been taken for the above-described product
groups.The product groups described above have been controlled depending on internal production controls.



NILTEXSs. r. 0., KoSutska 72, 925 21 Sladkovi€ovo

NAVOD NA POUZITIE

Jednorazové latexové rukavice OnePlusl




Hlavné mesto SR Bratislava Vyzva €. 3 — Jednorazové latexové rukavice
m Primacialne namestie €. 1
EEEHR 814 99 Bratislava

Priloha C. 2 - Navrh na plnenie kriterii

Identifikacné Udaje:

Nazov zakazky: ,,Vyzva €. 3 — Jednorazové latexové rukavice*

Uchadzac: NILTEX s.r.o.
Adresa sidla: Kosutska 72, 925 21 Sladkovicovo
1CO: 51873885

Cislo uctu (1IBAN): [
Telefonne ¢islo: _

E-mailova adresa: niltex@niltex.sk

Ponukova cena v sulade s opisom predmetu zakazky:

Nazov polozky: Cena v eur bez DPH | Cena v eur s DPH
Jednorazové latexové rukavice v mnozstve 120 000ks | 8880,00 10656,00
(velkost’' S)

Jednorazové latexové rukavice v mnozstve 90 000ks | 6660,00 7992,00

(velkost M)

Jednorazové latexové rukavice v mnozstve 110 000ks | 8140,00 9768,00

(velkost’ L)

Vsetky ostatné sluzby (ako napr. dovoz, manipulacia,
atd’.)

Cena spolu: 23680,00 28416,00

Platca DPH

Cestné vyhlasenie: Predlozenim tejto ponuky zaroveii €estne vyhlasujem, Ze postupujem v stlade
s etickym kédexom uchadza¢a vydanym Uradom pre verejné obstaravanie:

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

V Sladkovicove dna 09.06.2021

Rastislav Lindak — Konatel’


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

NILTEXSs. r. 0., KoSutska 72, 925 21 Sladkovi€ovo

TECHNICKY LIST

Jednorazové latexové rukavice OnePlusl

ulad s:
Tento produkt vyhovuje poziadavkam normy:

TS EN 455-1, TS EN 455-2, TS EN 455-3, TS EN 455-4, TS EN 374-2, TSEN 374-3, TSEN
374-4, TS EN 374-5, 1SO 9001, EN 420:2003 + A1:2009, EN ISO 374-1, EN 16253-1:2015,
EN ISO 374-5:2016, EN 374-4:2013

Certifikat €. 19121002

V Sladkovicove, dia 09. 06. 2021 Rastislav Lindak





