s2steurotesting c €

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Uretici / Manufacturer

ATOS SAGLIK URUNLERI TEKSTIL SANAYI VE TICARET LIMITED SIRKETI

Adres /| Adress

YESILOBA MAH. 46265 SOK. NO: 12 SEYHAN / ADANA / TURKIYE

Telefon / Phone

+90 322 428 48 28

E-mail / Web

info@atossaglik.com

Beyan / Declaration

Teslim edilen versiyonumuzda asagida tanimlanan trtntin 93/42/EEC Tibbi Cihaz Y6netmeligi
tasarim ve tipine goére tarafimizca dolagima sokulan uygun temel guvenlik ve saglik sartlarina uygun
oldugunu beyan ederiz. Uriiniin degistiriimesi durumunda, tarafimizdan tzerinde anlagsmaya
varilamayan bu beyan gecerliligini kaybedecektir.

That the following described product in our delivered version complies with appropriale basic safety
and health requirements of 93/42/EEC Medical Device Directive on its design and type, as brought
info circulation by us, in case of alteration of the product, not agreed upon by us, this declaration will
lose its validity.

Uriin ismi- Product Name

CERRAHI MASKE / SURGICAL MASK

Modeller / Models

Ug Katmanli, Bagcikli / Three-layer, with Ties

Ug Katmanli, Lastikli / Three-layer, with Earloops

Iki Katmanli, Bagcikli / Two-layer, with Ties

Iki Katmanli, Lastikli / Two-layer, with Earloops

Tek Katmanli, Bagcikl / One-layer, with Ties

Tek Katmanli, Lastikli / One-layer, with Earloops

Uriin Tipi- Product Type

TEK KULLANIMLIK / SINGLE USE

Uriiniin Markasi / Product Brand

Direktif ve Yonetmelikler / Directives And Requlations

93/42/EEC Tibbi cihaz yénetmeligi Sinif | -Diger (Steril ve 6lcme fonksiyonu olmayan) /
93/42/EEC Medical device directive Class | - Other (Sterile and without measuring function)
Harmonize Standartlar/ Harmonised Standards:

TS EN ISO 9001:2015, TS EN ISO 13485:2016, TS EN 14683+AC:2019, TS EN 149:2001+A1,
TS EN 15223-1, TS EN ISO 14971, TS EN ISO 10993-10

CERTIFICATE NUMBER: PC-EU-2020-11283

Sertifika Bitis Tarihi / Certificate Expiration Date: 11.05.2021

Accredited System Certification Approval

Seal and Date
11.05.2020

Eurotesting Product Testing & Analysis And Laboratory Services
Plot No 157, First Floor, Udyog Vihar, Phase 1, Gurugram Haryana India
www.eurotesting.in  info@eurotesting.in




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

NAVOD NA POUZITIE A UDRZBU




Hlavné mesto SR Bratislava Vyzva €. 10 — Ochranné jednorazové ruska
m Primacialne namestie €. 1
EEEHR 814 99 Bratislava

Priloha C. 2 - Navrh na plnenie kriterii

Identifikacné Udaje:

Nazov zakazky: ,,Vyzva €. 10 — Ochranné jednorazové raska“

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

Cislo uctu 1BAN): NN
Telefénne cislo: _

E-mailova adresa: niltex@niltex.sk

Ponukova cena v sulade s opisom predmetu zakazky:

Nazov polozky: Cenav eur bez DPH | Cenav eur s DPH

Ochranné jednorazové ruska trojvrstvové v celkovom | 580,00 696,00
mnozstve 20 000ks

VSetky ostatné sluzby (ako napr. dovoz, manipulacia, | - -
atd’.)

Cena spolu: 580,00 696,00

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 dina 22.11.2021 EEET—
NILTEX S.I.0.

peciatka a podpis osoby opravnene;j
konat’ za uchadzaca


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

NILTEXSs. r. 0., KoSutska 72, 925 21 Sladkovicovo

TECHNICKY LIST

[ NILTEXsro.

V Sladkovicove, dia 10. 11. 2021 Rastislav Lindak





