
EU DECLARATION OF CONFORMITY 
 

MANUFACTURER 
 

ORJIN SAGLIK URUNLERI MEDIKAL TEKSTIL TURIZM INSAAT SANAYI VE TICARET LIMITED SIRKETI  
EGEMENLIK MAH. 6155. SOK. NO 3 A BORNOVA IZMIR TURKIYE 

 
This declaration of comformity is drawn up under the manufacturer’s own authority and responsibility. 

 
PRODUCT DESCRIPTION 

Brand Name: ORJİN Modeli 1232 
Filtering half mask 

Classification: FFP2, FFP3, CHILD FFP2 
 

Particle Filtering hallf Face Mask in Category ill product according to ( FM 2016/425 Personal Protective  
Equipment Regulation 

 
The manufacturer declares on his sole responsibility that the product above is, under conditions of  

Normal use and conditions defined by the manufacturer safe and meets all the necessary legal  
Condutions and requirements. The product is a personal protective equipment that is intended for single 

Use and solely in accordance with the Manufacturer’s instructions. 
 

The Conformity is ensured with the following mechanism: 
 

Complies with EU 2016/425 Personal Protective Equipment Regulation establishing technical requirements for 
Category III products. 
Complies with Essential Health and Safety Requirements of Techinal harmonized Standard EN 149:2001 +A 1:2009  
All required tests referred in above standards arc conducted.  
Complies with other relevant harmonized legislation and community standards. 
For the assessment of conformity the EU Type Examination certificates (Serial No: 2841 36-20-01-R3) is issued 
after all technical evaluations for conformity to the regulation and harmonized standards contucted, by;  
The notified body MNA LABORATUVARLARI SAN. TİC. LTD. ŞTİ. Küçükbakkalköy Mah. Yenidoğan Cad. No:21 
Ataşehir/İstanbul, as Notified Body number 2841 
The products is under surveillance of same Notified Body, NB 2841 according to the Annex 
(Module C2 36-20-01-R03-01) of the PPE Regulation (EU) 2016/425, for quality assurance, 
 
MARKING, LABELLING 
 
Marking, labelling and user information are prepared in accordance with EU 2016/425 Personal Protective 
Equipment regulation and the harmonized product standards given above. 
 
MEASURES TO ENSURE CONFORMITY 
 
The Manufacturer declares that he has taken all necessary measures to ensure the conformity of products placed 
on the market with technical documention and technical  requirements for this type of products.  
 

BORA ÖNGÖÇMEN 
Chief Executive Officer 

15.12.2020 İzmir 
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IZJAVA EU O SKLADNOSTI 
PROIZVAJALEC 

 

ORJIN SAGLIK URUNLERI MEDIKAL TEKSTIL TURIZM INSAAT SANAYI VE TICARET LIMITED SIRKETI 
EGEMENLIK MAH. 6155. SOK. NO 3 A BORNOVA IZMIR TURKIYE 

 

Ta izjava o skladnosti je pripravljena po pooblastilu in na odgovornost proizvajalca. 
 

OPIS IZDELKA 
Ime blagovne znamke: Filtrirna 
polmaska ORJİN Modeli 1232 

Razvrstitev: FFP2, FFP3, OTROK FFP2 
 

Maska za obraz s filtriranjem delcev iz dvorane v kategoriji slabih izdelkov v skladu z uredbo o osebni 
varovalni opremi ( FM 2016/425) 

 

Proizvajalec na lastno odgovornost izjavlja, da je zgoraj navedeni izdelek v pogojih običajne uporabe in 
pod pogoji, ki jih določi proizvajalec, varen in izpolnjuje vse potrebne zakonske predpise in zahteve. 
Izdelek je osebna zaščitna oprema, ki je namenjena za enkratno uporabo in izključno v skladu z navodili 

proizvajalca. 
 

Skladnost je zagotovljena z naslednjim mehanizmom: 
 

V skladu z uredbo EU 2016/425 o osebni zaščitni opremi, ki določa tehnične zahteve za izdelke kategorije III. 
V skladu z bistvenimi zdravstvenimi in varnostnimi zahtevami tehničnega usklajenega standarda EN 149:2001 + A 
1:2009 Izvedeni so bili vsi zahtevani preskusi iz zgornjih standardov. 
Skladnost z drugo ustrezno usklajeno zakonodajo in standardi Skupnosti. 
Za ugotavljanje skladnosti se certifikati o EU-pregledu tipa (serijska št.: 2841 36 -20-01-R3) izdajo po vseh 
tehničnih ocenah skladnosti s predpisi in usklajenimi standardi, ki jih je pripravil; 
Priglašeni organ MNA LABORATUVARLARI SAN. TİC.  LTD. ŞTİ. Küçükbakkalköy Mah. Yenidoğan Cad. No:21 
Ataşehir/İstanbul, kot priglašeni organ številka 2841 
Izdelke nadzoruje isti priglašeni organ, NB 2841, v skladu s Prilogo (modul C2 36-20-01-R03-01) k 
Uredbi (EU) 2016/425 o osebni varovalni opremi za zagotavljanje kakovosti, 

 

OZNAČEVANJE, ETIKETIRANJE 
 

Označevanje, etiketiranje in informacije za uporabnika so pripravljeni v skladu z uredbo EU 2016/425 o osebni 
zaščitni opremi in zgoraj navedenimi harmoniziranimi standardi za izdelke. 

 
UKREPI ZA ZAGOTAVLJANJE SKLADNOSTI 

 

Proizvajalec izjavlja, da je sprejel vse potrebne ukrepe za zagotovitev skladnosti izdelkov, danih na trg, s tehnično 
dokumentacijo in tehničnimi zahtevami za to vrsto izdelkov. 

 

BORA ÖNGÖÇMEN 
Glavni izvršni direktor 
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