1 NNQ

Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

EU Type-Examination Certificate

Belge No / Certificate No : 36-20-01-R0O3
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi/
Certification Date / Certificate Validity Date  : 05.01,2021-01.09.2025
Belge Gegerlilik Tarihi / Document Validity Period : 5 vil | 5 years
Firma Unvam ve Adresi/
Company Name and Address : ORJIN Saghk Uriinleri Medikal Tekstil Turizm Ingaat
San. Ve Tic. Ltd. Sti.
6118 Sokak No: 9 Egemenlik Mah. Bornova/ IZMIR

Uriin Adi /Modeller / Product Name / Models : ORJIN 1232

Direktifi / Directive :2016/425 REGULATION

Modiilii/Kategori / Module / Category : BMODULU/ KATEGORI 111
MODULE B CATEGORY 11T

Test Rapor Noflan / Test Report No : MNA M-2020-00250

Uriin Tipi / Product Type:
= EN 149:2001+ A1:2009 Solunumla ilgili koruyucu cihazlar - Pargaciklara karst koruma amagh filireli
yanm maskeler/ Respuatory protective devices - Filtering half masks to protect agamst particles

Uriiniin Malzeme Bilgisi / Product Material Information: ORJIN 1232 model iiriinleri kumas. elastik kayis,
burun klipsi ve filtre katmani kullamlarak imal edilmigtiv./ QRJIN 1232 model products are manufactured using
Jabric, elastic strap, nose clip, filter layer.

Revizyon nedent/ Reason for revision: Model adi revize edilmistin/ The model name has been revised.

Folkan AKIN Okan AKEL
05.01.2021 05.01.2021
Karar Verici / Approver Sirket Miidiirii / General manager

MNA Labaratuvarlan San. Tic.Ltd .Sti
Adres: Kilgikbakkalkdy Mahallesi Yenidofian Cad.No:21 Atasehir/ istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.nnalab.com
U-Farm-002/fev.04/12.03.2020



< MNA
Notified Body Number; 2841

ATTACHMENTS (36-20-01-1203)

To certify the PPE product at Category 11 level, €2 or D module is accompanied by applying one of
the conformity assessment methods along with the EU Type Examination (Module B).

Model : ORJIN 1232

- = —
PPE SPECIFICATION | PERFORMANCE LEVELS
. . .
"('Iassil‘tcauml FFP2 |
| Reusable / Single Shift Use ﬂ NR I
.

PPLE produced as a single unit to fitan individual user, all the necessary instructions for manufacturing
such PPE on the basis of the approved basic model:

MARKING

MANUFACTURER: ORJIN Saghk Uriinleri Medikal Tekstil Turizm ingaat San. Ve Tie, Lid. Sti.

PPETYPE :

= EN9:2001 4 AT:2009 Respiratory protective devices - Filtering hall masks to protect
against particles

MODEL: ORJIN 1232
PICTOGRAM AND PERFORMANCE LEVELS:

EN 149:2001 = A1:2009 FFP2 NR

Lo |
et
:ﬂ. ' e~ :xx%l
NI 2841 Year Llonth w

yyyy/mm

Or Condition of Storage

I
|

MNA LABORATORIES SAN. TIC, 1'TD. $T1 declares that the above-mentioned product meets the
requirements of the directive according to the EU Directive 2016/425, the safety of the product is
covered by the conditions and use specified in this certificate and in the technical file.

MNA Laboratuvarlan San. Tic.Ltd .Sti
Adres: Kiigiikbakkalkéy Mahallest Yenidogan Cad.No:21 Atasehir/ Istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www mnalab com

U-Ferm-002/Riv,04/12.03.2020
Sayfal/2




et MNNQ
Notified Bady Number: 2841

ATTACHMENTS (36-20-01-R03)

PRODUGT PIGTURES

ORJIN 1232

DOCUMENTS IN THE TECHNICAL
Basic Health Safety R.‘e'i]i(iré'ii"éﬁtﬁ
- Risk Assessment :

= Test Reports

Technical Report.

i

MNA Labaoratuvarlar San, Tic.ltd St -
Adres: Kugiikbakkalkoy Mahallesi Yenidogan Cad,No:21 Atasehir/ istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www nialab cony

U-Form-002/Rev.04/12.03.2020
Sayfa2 /2



Logo mna

LABORATUVARLARI

Cislo notifikovaného organu: 2841

text v turectine

EU CERTIFIKAT SKUSKY TYPU

text v tureétine/ Certifikat ¢.:

36-20-01-R03

text v turectine/

Datum vydania osved¢enia /datum platnosti osvedcenia

05.01.201021-01.09.2025

Doba platnosti dokumentu

text v turectine /5 rokov

text v turectine

Nazov spoloc¢nosti a adresa

ORIJIN Saglik Uriinleri Medical Tekstil Turizm
Insaat San. Ve. Tic. Ltd. Sti

6118 Sokak no.: 9 Egemenlik Mah. Bornova
J/IZMIR

text v turectine/ Nazov produktu / Modely:

ORJIN 1232

text v turectine/Smernica:

2016/425 Nariadenie

text v turectine/ text v turectine/Modul/ Kategéria:

text v turectine/
MODUL B /KATEGORIA I1I

text v turectine/ Protokol o skuske €.

MNA M-2020-00250

text v turectine/ Typ produktu

-EN 149:2001+A1: 2009 text v turectine/

Ochranné prostriedky dychacich organov - filtracna polomaska na ochranu proti ¢asticiam

ORJIN 1232 text v turectine

ORIJIN 1232 modelové vyrobky su vyrabané z textilie, elastického remienka, spony na nos, filtracnej vrstvy

text v turectine/ Dovod upraveného vydania : text v tureétine/Nazov modelu bol revidovany

Volkan AKIN

Okan AKEL

05.01.2021

05.01.2021

text v turectine : Karar Verici / Schvalovatel

text v turectine / Sirker
Muduri/Generalny riaditel

Necitatelny vlastnoruény podpis

Necitatelny vlastnoruény podpis

znak mna

MNA Laboratuvarlari San. Tic. Ltd. Sti
Adresa: Kuictkbalkkalkéy Mahallesi Yenidogan Cad. No. 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 organu: 2841

PRILOHY (36-20-01-R03)

Certifikovanie vyrobku OOP na drovni lll. kategdrie, modul C2 alebo D je sprevadzany uplatnenim
jedného z posudeni zhody spolu s EU skudkou typu (Modul B).

Model: ORJIN 1232

OOP SPECIFIKACIA UROVNE VYKONU
Klasifikacia FFP2
Opakovane poufZitelné/ pouZitie na jednu zmenu NR

OOP vyrobeny ako samostatna jednotka pre individudineho pouzivatela, vSetky potrebné pokyny na
vyrobu takého OOP, na zaklade schvdleného zakladného modelu:

0zZNACENIE

VYROBCA: ORJIN Saglik Uriinleri Medical Tekstil Turizm Insaat San. Ve. Tic. Ltd. Sti.
OOP TYP:

- EN 149:2001+A1: 2009 Ochranné prostriedky dychacich organov - filtraéna polomaska na
ochranu proti ¢asticiam

MODEL: ORIJIN 1232

PIKTOGRAM a UROVNE VYKONU
EN 149 + A1 FFP2 NR

CE 5 piktogramov
NB 2841

alebo podmienky skladovania

MNA LABORATORIES SAN. TIC. STI. prehlasuje Ze vy33ie uvedeny produkt spifia poZiadavky
Nariadenia Eurépskeho parlamentu a Rady (EU) 2016/425, na bezpe&nost vyrobku sa vztahuiju
podmienky a pouzitie uvedené v tomto osvedceni a v technickej dokumentacii.

MNA Laboratuvarlari San. Tic. Ltd. Sti
Adresa: Kuctkbalkkalkéy 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
LABORATUVARLARI
Cislo notifikovaného organu: 2841

PRILOHY (36-20-01-R03)

OBRAZKY PRODUKTU
Obrazok ochrannej masky 1 Obrazok ochrannej masky 2
ORJIN 1232
ORIJIN 1232

DOKUMENTY V TECHNICKOM

- Zakladné poziadavky na zdravotnu bezpecénost
- Hodnotenie rizika
- Protokol o skuske
- Technicka sprava

MNA Laboratuvarlari San. Tic. Ltd. Sti
Adresa: Kuctukbalkkalkéy 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
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Wi

tha manufacturers, cartify that the praduct lisled below meels the requiremants af the (EU) 2016/425 Personal Prolactive
Equipmant Directivi
Product: Breathing colored mask FFP2 NR withoul breathing valve
Ihe manufacturer guaranteesa that all necessary maeasuras have bean taken o anaure that the manufacturing pr
manit g 1 In conformity with the type describad in thae EU type examination corificats f the PPE pr el
apf licable requirements of this regulation
CE marking and EU declaration of conformity
2.1 The manulaclurer has alfixed tha CE l"l'd.l'}lln-‘ o each PPE that ce rresponds to the type described in the E &
reporl certificale and meels the .|;>|-h| able requirements of this regulation
2.2 The manulaclureér has [ssued a wrillen EU Declaration of i._.ulll(_‘n(lnl}, for aach PPE mode!l und will make it avallable
national authorities for ten years after the PPE is placed on the market. The EU declaration of conformity indicates for wh
il has been wsued
A copy of the EU declaration of conformity will be provided to the responsible authorities on request
3. Conformily according lo Regulation (EU) 2018/425 and EN standard EN 149: 2001 + A1: 2009 has bean verified by
officially notified testing body
MNA Laboratories Ind, Trade.Co.Lid
Kiclkbakkalkéy Mah, Yenidogan Cad. No:21 Atasehir / ISTANBUL
Country; Il:fl‘.C'}'
Telephone. +90 216 574 07 08
Fax: +90 216 455 B0 08
Email; info@mnalab.com
Websile: www.mnalab.com
Notifiad Body number; 2841 Checked and provided
parl of the 05 January 2021 exam, the "EU Type Examination Cartificala” was awarded with the certificate numbar 3
RO4, Model name s ORJIN 1232
As part of the 05 January 2021 exam, the "EU Typs Examination Cantificate Modul C2* was awarded with the certifica
16-20-01-R03-01, Model name B ORJIN 1232
In summary
With this document |h| manulaclurer declares and warrants thal tha product listad hare mealts the Eur i requl an i
o Requiation 2016/425 and assumas full rasponsibility for it
Reasponsible lor this nolificalion
Manufacturer / Con pany: ( RN SAGLIK URUNLER| MEDIKAL TESKTIL TURZ. IN 3. SAN A TG, LTL T
surnama, Nama: ONGH WM M, Barn

C€

EU DECLARATION OF CONFORMITY

MANUFACTURER
ORJIN SAGLIK URUNLERI MEDIKAL TESKTIL TURZ. INS. SAN. VE TIC. LT
Egemanlik Mah. 6155, Sokak No:3 A Bornova lzmir TURKIYE
Phone: +90 232 9991688

:

Gsm: +90 541 669 98 47

Position: Genaral Manaoer

i

Publicatlon Date: April 01, 2021

D. ST



Logo ORJIN CE

EU VYHLASENIE O ZHODE

VYROBCA
ORJIN SAGLIK URUNLERI MEDIKAL TEXTIL TURZ. INS.SAN.VE.TIC.LTD.STI
Egenmenlik Mah. 6155. Sokak No.: 3 A Bornova lzmir TURKYIE
Telefén: +90 232 9991688
Gsm: +90 541 669 98 47

My, vyrobca, tymto potvrdzujeme. Ze nizéie uvedeny produkt splfia poZiadavky Nariadenia EU 2016/425
o osobnych ochrannych prostriedkoch.
Vyrobok: farebny respirator FFP2 NR bez vydychového ventilu

1. Vyrobca garantuje, Ze boli prijaté vsetky potrebné opatrenia na zabezpecenie toho, aby bol vyrobny
proces a kontrola v zhode s typom opisanym v certifikate EU skuske typu vyrabaného OOP a s
prislusnymi poZiadavkami tohto nariadenia.

2. Oznacenie CE a EU Vyhlasenie o zhode

2.1. Vyrobca pripevnil oznacenie CE na kazdy OOP, ktory zodpovedd typu uvedenému v certifikite o EU
skuaske typu a vyhovuje prislusSnym predpisom.

2.2. Vyrobca vydal pre kaZdy model OOP pisomné EU Vyhlasenie o zhode a spristupni ho §tatnym organom
v obdobi desiatich rokov od ddtumu uvedenia OOP na trh. EU Vyhlasenie o zhode uvadza, pre ktoré
OOP bolo vydané.

Képia EU vyhlasenia o zhode bude na poZiadanie poskytnuta zodpovednym organom.

3. Zhoda podla nariadenia EU 2016/425 a normy EN 149: 2001 + Al: 2009 bola overena tradne
notifikovanym skiSobnym orgdnom.

MNA Laboratories Ind. Trade. Co.Ltd.

Kucukbalkkalkdy Mah. Yenidogan Cad. No. 21 Atasehir / Istanbul
Krajina: Turecko

Tel.: +90 216 574 07 08

Fax: +90 216 455 80 08

e-mail : info @mnalab.com

web stranky: www.mnalab.com

Cislo Notifikovaného organu: 2841 skontrolované a poskytnuté

V rdmci skusky vykonanej 5. januara 2021 bol vydany Certifikat EU skGgky typu s ¢islom certifikatu 36-20-03-
R0O4 nazov modelu ORJIN 1232.

V radmci skusky vykonanej 5. januara 2021 bol vydany Certifikat EU skusky typu Modul C2,, s ¢islom certifikatu
36-20-01-R03-01, nazov modelu ORJIN 1232.

V suhrne:
Tymto dokumentom vyrobca vyhlasuje a zarutuje, Ze tu uvedeny vyrobok spifia poZiadavky EU nariadenia
2016/425 a prebera zaf plna zodpovednost.

Zodpovedny za toto vyhlasenie:
Vyrobca/ Spoloénost: ORJIN SAGLIK URUNLERI MEDIKAL TEXTIL TURZ. INS.SAN.VE.TIC.LTD.STI

Priezvisko, meno: ONGOCMEN , Bora
Postavenie: Generalny riaditel
Datum vydania: 01. aprila 2021 Pecat firmy ORIJIN a necitatelny podpis


http://www.mnalab.com/

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: +421 44 5526419

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 is0 10
ICO (Co. Reg. No.): 36 013 749, IC DPH (tax ID No.): SK 2020125734 BUREAU VERITAS

Certification




SYAVRE oSt SR Dratisian Vyzva &. 5 — Respiritor FFP2 bez vydychového ventilu
m Primacialne namestie ¢. 1
EEEE 814 99 Bratislava

Priloha €. 2 - Navrh na plnenie kritérii

|dentifikacné udaje:

Nazov zdakazky: ,,Vyzva €. 5 — Respirator FFP2 bez vydychového ventilu®

Uchadzad: MTC SLOVAKIA, a.s.
Adresa sidla: Kuzmanyho 940/11, 03101 Liptovsky Mikulas
1C0: 36013749

Cislo iétu (IBAN):
Telefénne éislo:

E-mailov4 adresa: _t@magic.sk

Ponukova cena v sulade s opisom predmetu zakazky:

Nazov polozZky: Cena v eur bez DPH | Cena v eur s DPH
Respirator FFP2 bez vydychového ventilu v celkovom 2 340,00 2 808,00
mnozstve 26 000ks
Vietky ostatné sluzby (ako napr. dovoz, manipuldcia, 0,00 0,00
atd’.)

2 340,00 2 808,00
Cena spolu:

Platca/neplatea PPH (nehodiace sa preskrinite)

Cestné vyhlisenie: PredloZenim tejto ponuky zdroveri ¢estne vyhlasujem, Ze postupujem v silade
s etickym kodexom uchddzata vydanym Uradom pre verejné obstardvanie:

https://www.uvo.zov.sk/zavjemcauchadzac/eticky-kodex-zaujemcu-uchadzaca-54b . html

V Liptovskom Mikulasi dia 10.11.2021

Tatiana Svitkova, ¢len predstavenstva
peciatka a podpis osoby opravnensj

3

konat’ za uchadza




MTC SLOVAKIA, a.s.
Kuzmanyho 940/11

031 01 Liptovsky Mikulas
Slovak Republic

Tel: +421 905 439 035

Produktovy list

Tatiana Svitkova

Clen predstavenstva

MTC SLOVAKIA, a.5., so sidlom Kuzmdnyho 940/11, 031 01 Liptovsky Mikulas, Slovenska republika, www.magic.sk "‘H.,__‘_ ,_J--_j'.p-"
Zapisand v obchodnom reglstrl okresného sddu v Ziline, Oddiel: Sa, Viozka &islo : 10380/L
Povolenie obchodovat s wrobkami obranného priemyslu &islo Po36/2018-1050

IE0: 36 013 749, IC DPH: SK 2020125734





