)

\}\ T T, N

Prekladatel: Megr, Jana Mitterova

Zadavatel: MTC SLOVAKIA, as.
Kuzméanyho 940/11
031 01 Liptovsky Mikulas

Cislo objednavky: 352021

Preklad ¢.: 35/2021
z Jazyka anglického do slovenského jazyka

Predmet prekladu: EU Osvedéenie skiigky typu (OPTIVIZYON OPT002-4)
Pocet stran prekladane; listiny/ poéet strén prekladu: 3
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Notified Bty Murmber 1841

AB Tip Inceleme Sertifikas)

EU Type-Examination Certificate

Belge No/Certificate No :36-20-01-R03
Belgelendirme Tarihi- Bir Sonraki Belge Tarihi/

Certification Date/ Certificate Validity Date: 05.01.2021-01.09.2025
Belge Gegerlilik Tarihi/ Document Validity Peried: 5 yil / 5 years

Firma Unvam ve Adresi /

Company Name and Adress : OPTIVIZYON Medikal Sagik Malzemeleri San,
Dis Ticaret Lid. Sti.
Atatirk Mah. 3. Cad. No 1-1 Atagehir / ISTANBUL

Oriin Adt | Modeller | Product Name/ Models : QPT0024

Direktifi/ Diretive : 2016/425 REGULATION
Modiil(vKategori /| Module/ Category : B MODOL U/ KATEGCRI Il
MODULE B/ CATEGORY Il

Test Rapor Nol/lan / Test Report No

Urlin Tipl / Product Type:
- EN 149:2001+A1:2009 Solunumia ilgili koruyucu cihazlar- Pargaciklara karsi koruma amach fitrel

yarnm maskeler/ Respiratory protective devices- Filtering half mask to protect again's panicles

Uriiniin Malzema Bilgisi/ Product Material Information: OPT002-4 model Grinleri kumasg, elastik kayis,
Burun kiipsi ve filtre katman kullanilarak imal edilmistir. / OPT002-4 model products are manufactured

Using fabric, elastic strap, nose clip, fitler layer.

Vealkan AKIN Ohkan AKEL
@s.e1.2021 85.01.2021
Karar Vericl / Approver Yirket Madird / General manager

BAMA Labor atwarlons San Tie Uid 304
Adres Augubhabbsliery Mahalleou Yomdodar Cad fin 71 Maets [ htantul
T OZIGSTROTOE sl 21 O 2 wo'wr mnialadh g
- Foren {107 fRes 04712 00 O



S1anlale

MNatified Body Number; 2841

ATTACHMENTS {35-20-05)

Ta certify the PPE product at Category Il Level, C2 or D modu®e & actompanied by applying one of
the conformiy assassmenl mehods aiong wilth the EU Type Examination (Moduls B)

MNA LABORATORIES SAN, TIC. LTD. ST, deciares that the above-mentioned product meals the
requitements of the directive aczording fo the EU Directive 201614125, the salety of the products is covered by the
condilions and yse spechied in this certficats and in the techinal fie

MNA Laboratuvarfan San. Tic. Lid. Sti
Adres: Kiiglikbakkalkdy Mahallesi Yenidogan Cad. No:21 Atagehir/lstanbul
Tel: G216 574 07 08 FPaks: 0218 575 13 31 www mnalab.com
\-Form-002/Rev.04/12.01.2021
Sayfa 1/2



Saalale

MNotified Body Mumber: 2841

OPT002-4

| DOCUMENTS IN THE TECHINAL B ‘ ——
- Basic Health Safety Requirements
- Risk Assassment

- TastRepars
Tachnizal Rang

jif

MNA Leboratuvarlan San, Tic. Lid. §t ‘
Adrue: Kiigikbakkalkiy Mahallesi Yenidogan Cad, No:21 Atagehiristanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 wun mnatab com
U-Form-002/Rev.04/12.01.2021

Sayta 2/2



Logo mna

LABORATUVARLARI
Cislo notifikovaného organu: 2841

text v tureftine

EU OSVEDCENIE SKUSKY TYPU

text v tureétine/ Certifikat ¢.:

text v tureétine/

Datum vydania osvedéenia /dédtum platnosti
osvedéenia

Doba platnosti dokumentu

text v turectine

Nédzov spolocnosti a adresa

text v tureétine/ Nazov produktu / Modely:
text v turectine/Smernica:

text v tureétine/ text v tureétine/Modul/ Kategéria:

text v tureétine/ Protokol o skiske &,
text v turectine/ Typ produktu
-EN 149:2001+A1: 2009 text v turectine/

text v turectine

Volkan AKIN
05.01.2021
text v turectine : Karar Verici / Schvalovatel

36-20-01-R03

05.01.2021-01.09.2025
text v tureétine /5 rokov

OPTIVIZYON Medical Saglik Malzemeleri San. Dis
Ticaret Ltd. 5ti
Atatlirk Mah.:3. Cad. No. 1-1 Atasehir/ ISTANBUL

QPTO02-4

2016/425 Nariadenie
text v turettine/

MODUL B /KATEGORIA 11l

Ochranné prostriedky dychacich organov -
filtracna polomaska na ochranu proti £asticiam
OPT002-4 modelové vyrobky st vyrabané z textilie,
elastického remienka, spony na nos, filtracnej
vrstvy

Okan AKEL
05.01.2021
text v turectine / Sirker

Midirii/Generalny riaditel

Neéitatefny vlastnoruény podpis

Necitatelny vlastnoruény podpis

znak mna

MMNA Laboratuvarlari San. Tie. Ltd. Sti
Adresa: Kiiciikbalkkalkdy Mahallesi Yenidogan Cad. Na. 21 Atasehir / Istanbul
Tel.: 0216 574 07 08/ fax: 0216 575 13 31 www. mnalab.com

U = Form 002/Rev. 04/12.03.2020



Logo mna
LABORATUVARLARI
Cislo notifikovaného orgdnu: 2841

PRILOHY ( 35-20-05)

Certifikovanie vyrobku OOP na trovni lll. kategérie, modul C2 alebo D je sprevadzany uplatnenim
jedného z postideni zhody spolu s EU skiikou typu (modul B).

NBE L0541

alebo podmienky skladovania

MNA LABORATORIES SAN. TIC. STI. prehlasuje fe vyiéie uvedeny produkt spifia poziadavky
Nariadenia Eurdpskeho parlamentu a Rady (EU) 2016/425, na bezpeénost vyrobku sa vztahuju
podmienky a pouiitie uvedené v tomto osvedéeni a v technickej dokumentdcii.

MNA Laboratuvarlari 5an. Tic. Ltd. 5ti
Adresa: Kiiciikbalkkalkdy Mahallesi Yenidogan Cad. No. 21 Atasehir / Istanbul
Tel.: 0216 574 07 08/ fax; 0216 575 13 31 www. mnalab.com
U =Form 002/Rev. 12/01.2021

Strana 1/2



Logo mna
LABORATUVARLAR!
Cislo notifikovaného organu: 2841

OBRAZKY PRODUKTU

Obrdzok ochrannej masky 1 “Obrazok ochrannej masky 2

OPTOD2-4

DOKUMENTY V TECHNICKOM

- Zakladné poZiadavky na zdravotnui bezpeénost
- Hodnotenie rizika
- Protokol o skudke
- Technickd sprava

MMNA Laboratuvarlari San. Tie, Ltd. Sti
Adresa: Kiiciikbalkkalkéy Mahallesi Yenidogan Cad. No. 21 Atasehir / Istanbul
Tel.: 0216 574 07 08/ fax: 0216 575 13 31 www. mnalab.com
U= Form 002/Rev. 12/01.2021

Strana 1/2



PREKLADATELSKA DOLOZKA

Prekladatel'sky ukon som vypracovala ako prekladatel’ka zapisana v zozname
znalcov, tlmocnikov a prekladatelov, ktory vedie Ministerstvo spravodlivosti
Slovenskej republiky v odbore anglicky jazyk, evidenéné ¢. prekladatel'a 970297.
Preklad je v denniku zapisany pod &islom ... fJ . wf/ i

Prekladana listina suhlasi s predlozenou listinou.

Zaroven vyhlasujem, Ze som si vedomd nasledkov vedome nepravdivého
prekladu/prekladatel'ského ukonu..

Liptovsky Mikulag L€ LoJ7

Megr. Jana Mitterova







Sicherheitsausrustung

Safety Equipment
FFP2 NR ~
FACE SCHUTZMASKE / MASK Made in Turkey
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L oo







MTC SLOVAKIA, a.s.
Kuzmanyho 940/11

031 01 Liptovsky Mikulas
Slovak Republic

Tel: +421 44 5526419

Navod na pouzitie — Jednorazovy respirator:

MTC SLOVAKIA, a.s., Registered Office: Kuzmanyho 940/11, 031 01 Liptovsky Mikulas, Slovak Republic, www.magic.sk
Registered at the Companies register of the District Court Zilina, Section: Sa, Insert No.: 20380/L

Authorization to trade in defense industry products No: P024/2013-1050

ICO (Co. Reg. No.): 36 013 749, IC DPH (tax ID No.): SK 2020125734

1S0 9001

1S0 14001

OHSAS 18001
BUREAU VERITAS
Certification




MTC SLOVAKIA, a.s.
Kuzmanyho 940/11
031 01 Liptovsky Mikulas
Slovak Republic
Tel: +

MTC SLOVAKIA, a.s., Registered Office: Kuzmanyho 940/11, 031 01 Liptovsky Mikulas, Slovak Republic, www.magic.sk
Registered at the Companies register of the District Court Zilina, Section: Sa, Insert No.: 20380/L

Authorization to trade in defense industry products No: P024/2013-1050

ICO (Co. Reg. No.): 36 013 749, IC DPH (tax ID No.): SK 2020125734 BUREAU VERITAS

Certification

OHSAS 18001




Hlavné mesto SR Bratislava Dynamicky ndkupny systém
0 Primacidlne namestie €. 1 Vyzva €. 2 - Respirator FFP2 bez vydychového ventilu

EEEE 814 99 Bratislava

M

Priloha €. 2 - Navrh na plnenie kriterii

ldentifikacné udaje:

Nazov zakazky: ,,Vyzva &. 2 - Respirator FFP2 bez vydychového ventilu®

Uchadzac: MTC SLOVAKIA, a.s.
Adresa sidla: Kuzmanyho 940/11, 031 01 Liptovsky Mikula§
1CO: 36013749

E-mailova adresa: _@magic.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 10 800,00€

Cena uvedend uchadzadom obsahuje vietky ndklady, ktoré uchddzacovi vznikni v suvislosti
s plnenim predmetnej zakazky. Verejny obstardvatel’ upozoriiuje, Ze novelou 67/2020 Z. z. i¢innou
od 12.02.2021 sa narespiratory FFP3 a FFP2 zaviedla 0 (nulovd) DPH. Na zéklade 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 vyhlisenie: PredloZenim tejto ponuky zarovei €estne vyhlasujem, Ze postupujem v stilade
s etickym kédexom uchidza¢a vydanym Uradom pre verejné obstardvanie:

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

V Liptovskom Mikulasi diia 27.5.2021

Tat
petiatka a
ko
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Prekladatel: Mgr. Jana Mitterova

Zadavatel: MTC SLOVAKIA . as,
Kuzméanyho 940/11
031 01 Liptovsky Mikulas

Cislo objednavky: 362021

Preklad ¢.. 36/2021
z jazyka anglického do slovenského jazyka

Predmet prekladu: Osvedéenie o registrdcii a o zhode (Maska)
PoCet stran prekladanej listiny/ po&et stran prekladu; 1
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CE ATTESTATION OF CONFORMITY

Relared Directives
MEDICAL DEVICES 23M42/EEC TiBsl CIHAZLAR DIREKTIFI 93/42/EEC

Class / Sunf: CLASS 1/SINIF 1, NON STERILE
Description of Product : MASK / MASKE

Product Model / Uriin Modeli: FFP2, FFP3
TFrade Mark / Ticari Marka:

DPTIVIEYON
Sy b M

Regulations Applied acc. To Harmonized Standards:
EN 149:2001+A1:2009

Manufactured by

OPTIVIZYON SAGLIK MADENCILIK SANAY! VE TICARET LIMITED SIRKET]
MERKEZEFENDI MAH. MEVLANA CAD TERCUMAN SIT. A-10 BLOK K:2 D 12
ZEYTINBURNU / ISTANBUL / TURKIYVE

Certificate No.: SISTURCEQS20201447
Issue Date (Original): 07.08.2020
Issue Date(Latest): 07.08.2020

Expiry Date; 06.08.2021

This Certificate is ssued under the fallowing condldens:

|1t applies anly io the ahave olizrenced minlels of the medicat devices

2.1t does not imply that the §18 has perforned any surveillance or control of thesr manulacture.
1 The msstiufactore 18 oblugited to asure conformity of all i medical devices of

the respective model w wpe assessed by the mean of this cemificale.

4 ‘The cernificate remains vahid antil fhe manufetmunng condition, the quality s3stem or relevant
{egislation are changed

5. After Falfilling of the relevani L fegalation requirements, the manufscture bl offix to cach
medical device, of e dbose referenced misdels, the CF-marketing seconling o this example

— "y
X2/
i
F i rs

%qﬂi’ fﬂ&mf r

Note: This cortificate o vabiad anly il produced with the
comtiuation bettor after the sorsetilanse b carried oui s ossfilly,

The Organiaation’s documentation and lmplementation hes been reviewsd snd found o
comply with tha ralevan! sandars rules This cenificata ol Registralion is based on s
sualuation of ine menlioned scops given abova Orgarzation & responsible for maintaining
the reaporsbilties of the relevant slondard rules Any significant changes o The stope of
the carifigation ar atandard refacred above randar ihis sertilicats invalig

Corparate  offce(S15).- Pilpt No. 1538, 2ad  Flooe, Sectorsd Gurgaon-122001, Haryana, india
inermational office(S123) - URE Sarus Ana Cal Garman Ssheriebar 275 San lsidra, Lima, Pery 15047
Emaill us -suppori@@siscerifications com.  mla@aiscertificalions co.in. Call- =91-58847 2168486
Wab - hitp /iwww. siscertilications co 10, wWaw siscarlificat:ans . com
The stalus  of this cerdloate can be verifiad on Bitp Jwww sisceriifications <o in’

fasue N 01




()SVF‘.D&ENIF: O RE(‘.‘PISTIUKC[l’(vl’:wn zvisle) )
SYNDIKAT MEDZINARODNEHO SYSTEMU CERTIFIKACIE
CE
CE OSVEDRCENIE O ZHODE
Suvisiace smernice:
Smernica Rady €. 93/42 EHS - TIBBI CTHAZLAR DIREKTIFT 93/42/EEC — text v turetine

Trieda/ text v tureétine: TRIEDA 1/ text v tureétine NESTERILNE
Popis vyrobku: MASKA /text v turectine:
Model v¥robku/ text v tureétine: FFP2, FFP3

Ochranna znacka/ text v tureétine:
Obrizok ochrannej znaéky OPTIVIZYON
Saglik Hizmetien

Predpisy uplatiiované podl'a harmonizovanyeh noriem;
EN 149:2001+A1:2009

Vyrobea:
OPTIVIZYON SAGLIK MADENCILIK SANAYi VE TICARET LIMITED SiRKETI
MERKEZEFENDI MAH. MEVLANA CAD. TERCUMAN SIT. A-10 BLOK K:2 D:12
ZEYTINBURNU/ ISTANBUL /TURKIYE

Osvedéenie &.: SISTURCEN820201447 CE znak
Datum vydania (pévodny): 07.08.2020

Datum vydania (najnovsi): 07.08.2020

Ditum konca platnosti: 06.08.2021

SYNDIKAT MEDZINARODNEHO SYSTEMU CERTIFIKACIE
Toto Osvedéenie sa vyddva za nasledujicich podmienok:

1. Plati iba pre vyssic uvedené maodely zdravotnickych pomocok.

2, To neznamend, z¢ SIS vykondval dohlad alebo kontrolu nad ich vyrobou,

3. Vyroba je povinni zabezpedit stlad vietkych zdravotnickyveh pamacok prislusného modelu s typom posudzovanym
prostrednictvom tohto osvedéenia,

4, Certifikit zostava v platnosti. kym sa nezmenia vyrobné podmicnky. systém kvality alebo prisludné privie predpisy.

5. o splneni prislugnych legislativiych poziadaviek EU musi vyrobea pripevnit’ na kazda zdravotnicku pomécku. 2 vy e
uvedenveh modelov, oznacenie CE podla tohto prikladu:

Necilalelny podpis
Gienerdlny riaditel znak pecale
PozndimKka: Toto Osvedé&enie je platng, iba ak sa predloZi s listom o pokratovani po Gspefnom vykonani dohladu.

Dokumenticia a implementiaeia organizicie boli skontrolovane a bolo zistend. 7e st v sulude s prislusnymi Standardnymi
pravidlami. Toto osvedéenic o registricii viehidza z vvhodnoteni uvedeného rozsahu uvedeného vyasie. Organizicia jo
zodpovednd zu udrzanie codpovednosti za prislusné Slandardne pravidla. Akckolvek vyznamne zmeny v rozsahu osvedéenia
alebo standardu uvedené vyasic budi mar’ #n ndsledok neplanost” iohto osvedéenia,

Kanceldria spoloénosti (315): parcela & 1539 2. poschodic . Scklor-4 . Guargaon-122001. Harvana. India,
Medndrodna kancelaria(SIS)-URB. Santa Ana Cal.German, Scherieber 276, San [sidre Lima, Peru 13047,
[-mail: = supportiesiscertifications.com, infoasiscertification.co.in. Volajte na ¢islo: ~+91-963472 16406
Weh: - hip:/www, siscerlilications.co.in. www.siseertilications.com

Status 1ohto Osvedéenia je mozné overil na stranke Lhitip: /www, siscerfilications,co,in®,
Vydanie ¢.:1



PREKLADATELSKA DOLOZKA

Prekladatel'sky tkon som vypracovala ako prekladatelka zapisana v zozname
znalcov, timo¢nikov  a prekladatelov, ktory vedie Ministerstvo spravodlivosti
Slovenskej republiky v odbore anglicky jazyk, evidenéné ¢. prekladatel'a 970297.

Preklad je v denniku zapisany pod &islom .../ 5.0 2850

Prekladana listina sahlasi s predlozenou listinou.
Zaroven vyhlasujem, Ze som si vedoma nasledkov vedome nepravdiveho
prekladu/prekladatel’skeho tkonu..

Liptovsky Mikulag -+ 7

Mgr. Jana Mitterova



MTC SLOVAKIA, a.s. g /)
Kuzmanyho 940/11 N :;f‘gg,,
031 01 Liptovsky Mikulas %_;}*;,_.y
Slovak Republic (¥

Tel: +421 905 439 035 MTC

Produktovy list

Tatiana Svitkova

Clen predstavenstva

MTC SLOVAKIA, a.5,, so sidlom Kuzmanyho 940/11, 031 01 Liptovsky Mikulas, Slovenska republika, www.magic.sk
Zapisana v abchodnom registri okresného sadu v Ziline, Oddiel; Sa, Vieika &islo : 10380/L

Povolenie obchodovat s virobkami obranného priemysiu &islo Po36/2018-1050

ICO: 36 013 749, IC DPH: SK 2020125734





