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EU DECLARATION OF CONFORMITY

B manufacturer:  ZARYS International Group sp. z 0.0. sp.k.
address: ul. Pod Borem 18, 41-808 Zabrze, Poland
contact: tel. +48 32 271 69 91, fax +48 32 274 72 84,

Q e-mail: zarys@zarys.pl, website: www.zarys.com
Z RYS SBN: PL-MF-000000410

We declare under our sole responsibility that a medical device:

-

BETAtex
Medical mask
models®: Medical mask, disposable, with earloops

Medical mask, disposable, with ties

(*detailed list of products covered by this declaration is availalsie in document TD-304.1.1 b-3- dentification — Annex 1, batch code - release
document DZDO-01- Annex 2)

o
classification:
s class |, rute 1 (in accordance with Annex Vi of Regulation (EU) 2017/745)

Basic UDI-DI: 59079968T020601HL

intended purpose: Disposable device covering the mouth and nose providing a barrier 10 minimize the direct
transmission of infective agents between staff and patient.

is in conformity with Regulation (EU) 201 77745 of the European Parliament and of the Council of 5 April 2017 on medical
devices.

The device described above meets all applicabie provisions of the Annex | of Regulation (EU) 2017/745. Conformity
assessment procedure has been performed in accordance with Article 52 (7).

ﬁ The medical device covered by the present declaration of conformity complies with european standards:

EN 14683:2019+AC:2019, EN 150 13485:2016, EN 15C 14971:2019, EN 62366-1:2015/A1:2020, EN 1SO 15223-1:2016,
EN 1041:2008+A1:2013, EN I1SO 10993-1:2009, EN 1SO 10993-5:2009, EN 15O 10993-10:2013, EN SO 11737-1:2018.

place and date of issue: Zabrze, 26052021
name: Aneta Kotazinska

posttion: Product Manager

signature
{on hehalf of the President of the General Partner's
Management Board)

S



EU VYHLASENIE O ZHODE

[ogo: Zarys]  vyrobea: ZARYS International Group sp. z 0.0. sp.k.
adresa: ul. Pod Borem 18, 41-808 Zabrze, Pol’sko
kontakt: tel. +48 32 271 69 91, fax +48 32 274 71 84,
email: zarys@zarys.com.pl, www.zarys.com
¢islo SRN: PL-MF-000000410

Vyhlasujeme na nasu vyhradni zodpovednost, Ze zdravotnicka pomécka:

BETAtex
zdravotnicka tvarova maska

modely*: zdravotnicka tvarova maska, jednorazové, s uskami
zdravomnicka tvarova maska, jednorazovd, s tvizkami

(*podrobny zoznam vyrobkov, na ktoré sa vztahuje toto vyhldsenie, je k dispozicii v dokumentdcii TD-30-
1.1.1.b-3 — Identifikacia — Priloha 1, kod Sarze — dokument DZDO-01 — Priloha 2)
klasifikacia:

e trieda 1, pravidlo 1 (v stlade s Prilohou VIl nariadenia EU 2017/745)

Zakladné UDI-DI: 59079968T02060 HL

zamyslany afel: jednorazovéa zdravotnicka pomdcka urtend na zakrytie tist a nosa pre vytvorenie bariéry s
ciel'om minimalizovat’ prenos infekénych latok medzi persondlom a pacientom.

je v stlade s nariadenim EU 2017/745 Eurépskeho parlamentu a Rady z 5. aprila 2017 o zdravotnickych
pomdckach.

Pomécka opisana vys§ie splita vietky ustanovenia Prilohy I nariadenia EU 2017/745. Postup posudenia zhody
bol vykonany v sulade s ¢lankom 52 ods. 7.

Zdravotnicka pomdcka, na ktori sa vzt'ahuje toto vyhldsenie o zhode, je v stilade s nasledovnymi eurépskymi
normami:

EN 14683:2019+AC:2019, EN ISO 13485:2016, EN ISO 14971:2019, EN 62366-1:2015/A1:2020, EN ISO
15223-1:2016, EN 1041:2008+A1:2013, EN ISO 10993-1:2009, EN 1SO 10993-5:2009, EN ISO 10993~
10:2013, EN 1SO 11737-1:2018.

Déatum a miesto vydania: Zabrze, 26.05.2021 [odtlacok peciatky: Aneta Kolazifiska,
meno: Aneta Kolazinska produktovy manazér ZARYS International
funkcia: produktovy manazér Group sp. z 0.0. sp.k.]

[necitatelny podpis]

C € (za predsedu predstavenstva generdlneho partnera)



%

Prekladatel'skd doloika:

Preklad som vypracoval ako prekladatel
zapisany v zozname znalcov, tlmocénikov a
prekiadatelov, krory vedie Ministerstvo
spravodlivosti Slovenskej republiky v odbore
slovensky a anglicky jazvk, evidencné Cislo
prekladatela 971098 .

Prekladarelsky vikon je zapisany v denniku
pod poradovym cCislom 129/2].

Prekiad suhlasi s prekladanou listinou.

Som si vedomd ndasledkov vedome
nepravdivého prekladu.

Zilina, 4.6.2021 [ 50

Translator’s clause:

[ produced the attached translation as a
iranslaior lisied in the Register of Experis,
Interpreters and Translators maintained by
the Ministry of Justice of the Slovak
Republic, discipline Slovak and English
languages, (ranslator’s regisiration number
971098.

This translation is registered in the
translator’s diary under no. 129/21.

The translation fully corresponds to
translated document.

I am aware of consequences of false
translation made knowingly.

I £
x /‘t’fé‘w\wn' / L”f})’v”\

Mgr. Ivana Krekdrovad
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EU DECLARATION OF CONFORMITY

manufacturer:  ZARYS International Group sp. Z 0.0. sp.k.
— address: ul. Pod Borem 18, 41-808 Zabrze, Poland
contact: tel. +48 32 271 69 91, fax +48 32 274 72 84,

Q RYS e-mail: zarys@zarys.pl, website: www.zarys.com
Z SRN: PL-MF-000000410

We declare under our sole responsibility that a medical device:

BETAtex
‘Medical mask

models*: Medical mask, disposable, with earloops
Medical mask, disposable, with ties

(*detailed list of products covered by this declaration is available in document TD=30-.1.1.0-3~ Identification — Annex 1, batch code - release
document DZDO-01- Annex 2)

)
classification:
= class | rule 1 (in accordance with Annex Vil of Regulation (EU) 2017/745)
Rasic UDI-DI: 59079968T020601HL

intended purpose: Disposable device covering the mouth and nose providing a barrier t0 minimize the direct
reansmission of infective agents between staff and patient.

is in conformity with Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical
devices.

The device described above meets all applicable provisions of the Annex | of Regulation (EU) 2017/745. Conformity
assessment procedure has been performed in accordance with Article 52 (7).

The medical device covered by the present declaration of conformity complies with european standards:

" EN 14683:2019+AC:2019, EN 1SO 13485:2016, EN IS0 14971:2019, EN 62366-1:2015/A1:2020, EN ISO 15223-1:2016,
EN 1041:2008+A1:2013, EN 15O 10993-1:2009, EN ISO 10993-5:2009, EN 1SO 10993-10:2013, EN 150 11737-1:2018.

_ S
place and date of issue: Zabrze, 26.05.2021 PR E 2L ,x;°
name: Aneta Kotazifiska A G
position: Product Manager '

signature
(on behalf of the President of the General Partner's
Management Board)

Ce



EU VYHLASENIE O ZHODE

[logo: Zarys] vyrobca: ZARYS Iuternational Group sp. z 0.0. sp.k.
adresa: ul. Pod Borem 18, 41-808 Zabrze, Pol'sko
kontakt: tel. +48 32 271 69 91, fax +48 32 274 72 84,
email: zarys@zarys.com.pl, www.zarys.com
¢islo SRN: PL-MF-000000410

Vyhlasujeme na nasu vyhradni zodpovednost, Ze zdravotnicka pombcka:

BETAtex
zdravotnicka tvarova maska

modely™*: zdravotnicka tvarova maska, jednorazova, s uskami
zdravotnicka tvarova maska, jednorazovd, s uvidzkami

(*podrobny zoznam vyrobkov, na ktoré sa vztahuje toto vyhlasenie, je k dispozicii v dokumentacii TD-30-
1.1.1.b-3 — Identifikacia — Priloha 1, kod 3arze — dokument DZDO-01 — Priloha 2)

klasifikdcia:
e trieda 1, pravidlo 1 (v silade s Prilohou VIII nariadenia EU 2017/745)

Zakladné UDI-DI: 59079968T020601HL

zamy$lany u&el: jednorazovi zdravotnicka pomdcka uréend na zakrytie Ust a nosa pre vytvorenie bariéry s
cielom minimalizovat prenos infekénych latok medzi persondlom a pacientom.

je v stlade s nariadenim EU 2017/745 Eurépskeho parlamentu a Rady z 5. aprila 2017 o zdravotnickych
pomdckach.

Pomécka opisana vysiie spiﬁa vietky ustanovenia Prilohy I nariadenia EU 2017/745. Postup postdenia zhody
bol vykonany v siilade s ¢lankom 52 ods. 7.

Zdravotnicka pomdcka, na ktort sa vztahuje toto vyhlasenie o zhode, je v stlade s nasledovnymi eurépskymi
normami:

EN 14683:2019+AC:2019, EN ISO 13485:2016, EN 1SO 14971:2019, EN 62366-1:2015/A1:2020, EN 1SO
15223-1:2016, EN 1041:2008+A1:2013, EN ISO 10993-1:2009, EN ISO 10993-5:2009, EN 1SO 10993-
10:2013, EN ISO 11737-1:2018.

Datum a miesto vydania: Zabrze, 26.05.2021 [odtlacok peciatky: Aneta Kolaziviska,
meno: Aneta Kolazinska produktovy manazér ZARYS International
funkcia: produktovy manaZér Group sp. z o.0. sp.k.}

[necitatelny podpis]

podpis

C E (za predsedu predstavenstva generdlneho partnera)



Prekladatelskd doloZka:

Preklad som vypracoval ako prekladatel
zapisany v zozname znalcov, Hmocnikov a
prekladatelov, ktory vedie Ministerstvo
spravodlivosti Slovenskej republiky v odbore
slovensky a anglicky jazyk, evidencné cislo
prekladatela 971098 .

Prekladatelsky iikon je zapisany v denniku
pod poradovym cislom 129/21.

Preklad suthlasi s prekladanou listinou.

Som si vedomd nasledkov vedome
nepravdivého prekladu.

Zilina, 4.6.2021

Translator’s clause:

I produced the attached translation as a
transiator listed in the Register of Experts,
Interpreters and Translators maintained by
the Ministry of Justice of the Slovak
Republic, discipline Slovak and English
languages, translator’s registration number
971098,

This translation is registered in the
translator’s diary under no. 129/21.

The translation fully corresponds to
translated document.

[ am aware of consequences of false
translation made knowingly.

T A o R 2 Sl e

Mer. Ivana Krekdrnovda






Priloha €. 2 - Navrh na plnenie kritérii

|dentifikacné udaje:

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

Uchadzaé: VIDRA a spol. s.r.o.
Adresa sidla: Strkova 8, 011 96 Zilina
1CO: 31589561

Cislo a¢tu (IBAN): [ <UBAskBX
Telefonne éislo: _
E-mailova adresa: vidra.sk

Ponukova cena v sulade s opisom predmetu zakazky:

Nazov poloZzky: Cena v eur bez DPH | Cena v eur s DPH

Ochranné jednorazové riska trojvrstvové v celkovom 550,00 660,00
mnozstve 20 000ks

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

Cena spolu: 550,00 660,00

Platca/neplateaDPH (nehodiace sa predkrtnite)

Cestné vyhlasenie: Predlozenim tejto ponuky zaroven Eestne vyhlasujem, Ze postupujem v sulade
s etickym kédexom uchadzaca vydanym Uradom pre verejné obstaravanie:

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

V Ziline, dfia 24.11.2021

Zuzana Malikova
Osoba splnomocnena

konatel'om spolo¢nosti



Mgr. Katarina Vylupok Simko, —ﬂﬂfﬂ@

prekladatelka zapisana v zozname prekladatelov, ktory vedie Ministerstvo spravodiivosti Slovenskej republiky pre
jazyk anglicky, evidenéné gislo prekladatela 970290 /
Translator listed in the Register of Translators of the Ministry of Justice of the Slovak Republic,
for English language, Translator's Registration no. 970290

Zadavatel/

Customer. ARIANA - jazykové centrum, s.r.o.
Cesta na Stadion 7
974 04 Banska Bystrica

Predmet prekiadu/
Subject of Translation: Technicky list

PREKLAD ¢. / TRANSLATION No.
1712021

z jazyka anglického do jazyka slovenského I from English Language to Slovak Language

Pocet stran prekladane;j listiny/
Number of pages of Qriginal Document. 3

Pocet stran prelozenej listiny /
Number of pages of Translated Document: 3

Pocet vyhotoveni /
Number of Copies: 1

Banska Bystrica, 18.01.2021



\ | Medical mask
|  BETAte l disposable, with earloops

MEDICAL DEVICE DATA:

Prepared by: Aneta Kolazirska— Product Manager ZARYS International Group sp.z 0.0. sp/!



rechnical data sheet

I ) el |

| TD-30 |

| | Medical mask | I
BETA E disposable, with earloops ' age s |

TECHNICAL{

A

pared by: Aneta Kolaziriska- Product Manager ZARYS International Group sp. 20.0. 5pk



technical data sheet - narmative require

. | Medical mask
| B BETA ! disposable, with earloops

| l
|

| MEDICALD

Prepared by: Aneta Kofazinska - Product Manager ZARYS International Group sp. z00. spk



I T ~ TD-30

| - ¥ , v

| Jednorazové zdravotnicke raska l
| suSnymitchytmi , Strana 1/2

Pripravil/a: Aneta Kolazinska — produktovy manazér spol. ZARYS International Group sp. z
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T Technicky list ) |
—TD-30

Jednorazové zdravotnicke riaska
s usnymi uchytmi

TECHNICKY NAKRES |

I
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Pripravil/a: Aneta Kolazinska - produktovy manazér spol ZARYS International Group sp. z 0.0. sp.k.

|
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Technicky list
| TD-30

! Jednorazové zdravotnicke ruska f
i s usnymi uchytmi

Strana 1/1 J|

-
|
|

BETA

| UDAJE O ZDRAVOTNICKYCH POMOCKACH: _____

Pripravil/a: Aneta Kolazinska — produktovy manazér spol. ZARYS International Group sp. z 0.0. sp.k.
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PREKLADATELSKA DOLOZKA
Preklad som vypracovala ako prekladateika zapisand vzozname znalcov, timocnikov
a prekladatelov, ktory vedie Ministerstvo spravodiivosti Slovenskej republiky v odbore anglicky
jazyk, evidenéné cislo prekladatela 970290,
Preklad je zapisany pod &islom /¥ /2021

Preklad suhlasi s prekladanou listinou.

TRANSLATION CLAUSE
| executed the translation as a translator registered in the Register of Experts, Interpreters and
Translators of the Ministry of Justice of the Slovak Republic, for English language, Translator's
Registration no. 970290.

/1
The translation is recorded under the serial no. / ¥ [2021.

The translation agrees with the document translated.

Mgr. Katarina Xfylupok Simko
g

i
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ZARYS International Group
spotka z ograniczong odpowiedzialnoscia spotka komandytowa

ul. Pod Borem 18, 41-808 Zabirze, Poland
Export Department: phone +48 32 376 07 00-02, 06; fax +48 32 370 38 08
e-mail: export@zarys.pl

STATEMENT
concerning the instructions for use
for a medical device in accordance with the requirements of Regulation (EU) 2017/745

We, ZARYS International Group sp. z 0.0. spk. hereby declare that the low risk medical device identified below can be
safely used without instructions for use - in accordance with to Annex | of the Regulation (EU) 2017/745 of the European
Parliament and of the Council of 5 April 2017 on medical devices, Chapter lll point 23.1 (d),

Therefore, the instructions for use will not be supplied with the device:

name of the medical device: BETAtex Medical mask, disposable, with ties
catalogue number: BT-046-32x
classification: medical device of Class | Rule 1 according to Annex VIl of Regulation (EU) 2017/745

name of the medical device: BETAtex Medical mask, disposable, with earloops
catalogue number: BT-046-31x
classification: medical device of Class | Rule 1 according to Annex VIIl of Regulation (EU) 2017/745

Place and date of issue: Signed on behalf of the Manufacturer:

Zabrze, 17.08.2021

QUALITY MANAGER
ZARYS International Group sp. 2 0.0. sp.k.

Page 1 of 1




Preklad do slovenského jazyka

ZARYS International Group
spolka z ograniczona odpowiedzialnoscia spolka komandytowa

ul. Pod Borem 18, 41-808 Zabrze, Polsko
Exportné oddelenie: tel. +48 32 376 07 00-02, 06, fax +48 32 370 38 08
e-mail: export@zarys.pl

PREHLASENIE
tykajlce sa navodu na pouiitie
pre zdravotnicke pomdcky v sulade s poZiadavkami Nariadenie (EU) 2017/745

My, ZARYS International Group sp. z 0.0. sp.k. tymto prehlasujeme, Ze niZsie uvedené nizkorizikové
zdravotnicke pomaécky je moiné bezpecne pouZivat bez ndvodu na pouZitie — v salade s Prilohou 1
Nariadenie (EU) 2017/745 Eurdpskeho Parlamentu a Rady z 5. aprila 2017 o zdravotnickych
pomdckach, Kapitola Il bod 23.1 (d),

Z toho ddévodu navody na pouZitie nebudu dodavané s pomockami:

nazov zdravotnickej pomdcky: BETAtex maska tvarova, jednorazova, s ivazkami
katalégové Cislo: BT-046-32x
klasifikacia: zdravotnicka pomocka triedy |, Pravidlo 1 podla Prilohy VIl k Nariadeniu (EU) 2017/745

nazov zdravotnickej pomdcky: BETAtex maska tvdrova, jednorazova, s gumickami
katalogové Cislo: BT-046-31x
klasifikdcia: zdravotnicka pomécka triedy |, Pravidlo 1 podfa Prilohy VIII k Nariadeniu (EU) 2017/745

Miesto a datum vystavenia: Za vyrobcu:

Zabrze, 17.08.2021 Manazér kvality
ZARYS International Group sp. z 0.0. sp.k.
Iwona Gocyla





