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Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

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 Period : 5 yil / 5 years
Firma Unvani ve Adresi /
Company Name and Address : ORJIN Saghk Uriinleri Medikal Tekstil Turizm ingaat
San. Ve Tic. Ltd. Sti.
6118 Sokak No: 9 Egemenlik Mah. Bomova/ iZMiR

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

Direktifi / Directive :2016/425 REGULATION

Modiili/Kategori / Module / Category : BMODULU/ KATEGORI 111
MODULE B CATEGORY 111

‘Test Rapor No/lari / Test Report No : MNA M-2020-00250

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

Uriiniin Malzeme Bilgisi / Product Material Information: ORJIN 1232 model iiriinleri Kumas, eclastik kayss,
burun klipsi ve filtre katmam kullamlarak imal edilmistir./ ORJIN 1232 model products are manufactured using
Jabric, elasuc strap, nose clip, filter layer.

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

Volkan AKIN Okan AKEL
05.01.202] 05.01.2021
Karar Verici / Approver Sirket Miidiirii / General manager

MNA Laboratuvarlan San. Tic.Ltd .$ti
Adres: Kiigiikbakkalkoy Mahallesi Yenido@an Cad.No:21 Atasehir/ Istanbul

U-Form-002/Rev.04/12.03.2020
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Notified Body Number: 2841

ATTACHMENTS (36-20-01-R03)

To certify the PPE product at Category 111 le

vel, C2 or D module is accompanied by applying onc of
the conformity assessment methods

along with the EU Type Examination (Module B).

Madel : ORJIN 1232

MNA LABORATORIES SAN. TIC. 1'TD. ST 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 St
Adres: Kigukbakkalkoy Mahallesi Yenidogan Cad.No:21 Ataschir/ ist

anbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 W

w mnalab.com

U-Form-002/Rev.04/12.03.2020
Sayfal/2
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MNA LADORATUVARLARI SAN TIC LTD §T1 TECHNICAL EVALUATION REPORT (38'20'01'R03)

U-FRM-0S6.REV.C0.YAYIN TARIHI:20.11.2019

Sayfa2/4
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MNA LADOAATUVARLARI SAN 1IC L1D 611 TECHNICAL EVALUAT'ON REPORT (36'20'01'R03)

Sayfa3d /4




R _ MNALABORATUVARLARI
O MNAQ

MNA LAUORATUVARLARI SAN TiC L0 511 | TECHNICAL EVALUATION REPORT (36-20-01-R03)

S NS T At e S e

U-FRM-OSG.REV.00.YAYIN TARIMI:20.11.2019
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ABORATUVARLARI
Cislo notifikovaného organu: 2841

Osvedéenie o skuske typu EU

Cislo osvedg&enia: 36-20-01-R03

Datum certifikacie/Datum

platnosti osved&enia: 05.01.2021-01.09.2025
Platnost’ dokladu: 5 rokov

Nazov a sidlo spolo¢nosti: ORJIN Saglik Urtinleri Medikal Tekstil Turizm Ingaat San. Ve Tic. Ltd. Sti.
6118 Sokak &.: 9 Egemenlik Mah. Bornova/lZMIR

Nazov vyrobku/modely:  ORJIN 1232

Smernica: Smernica 2016/425
Modul/kategéria: MODUL B /KATEGORIA IlI
Sprava o skuske &.: MNA M-2020-00250

Typ vyrobku:

- EN 149:2001 + A1:2009 Respiratné ochranné prostriedky — Filtragné polovi¢né masky na
ochranu proti Easticiam

Informécie o materiali vyrobku: Vyrobky modelu ORJIN 1232 sa vyrabaju z latky, elastického pasiku,
spony na nos, filtranej vrstvy.

Dévod revizie: Bol revidovany nazov modelu.

Volkan AKIN Okan AKEL
05.01.2021 05.01.2021
Schvalovatefl Generalny riaditel
neditatefny podpis necitatelny podpis

MNA Laboratuvarlan San. Tic.ltd .$ti
Adres: kbakkalkGy Mahallesi Yenidogan Cad.No:21 Atagehir/ Istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 wwew mnalab com

U-form 002/Rev.03/12.03.2020
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Cislo notifikovaného organu: 2841

PRILOHY (36-20-01-R03)

MHNA Laboratuvarlan San. Tic.ltd $ti
Adres: Kigukbakkalkoy Mahallesi Yenidogan Cad.No:21 Atagehir/ istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 woww mnalab com
U Form 002/Rev.04/12.03.2020
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Prekladatel'ska dolozka

Preklad som vypracovala ako prekladatel zapisany v zozname znalcov, timo¢nikov a
prekladatefov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
a slovensky jazyk, evidenéné Cislo prekladatefa 971014.

Preklad je v denniku zapisany pod ¢islo /2021.

Preklad suhlasi s prekladanou listinou.

Vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého prekladu.

Translator’s clause

| produced the above translation as a translator 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 Reg. No. 971014.

This translation is registered under No. 27 /2021.

The translation corresponds with the translated document.

| am aware of the consequences of deliberate untrue translation.

Mgr. Petra Luptdkova, sudny prekladatefl
anglicky jazyk/slovensky jazyk

Certified translator
English language/Slovak language










NAVOD NA POUZITIE




Hlavné mesto SR Bratislava Dynamicky nakupny systém
m Primacialne namestie ¢. 1 Vyzva . 2 - Respirator FFP2 bez vydychového ventilu

EEEE 814 99 Bratislava

Priloha C. 2 - Navrh na plnenie kriterii

Identifikacné Udaje:

Nazov zakazky: ,,Vyzva C. 2 - Respirator FFP2 bez vydychového ventilu“

Uchadzac¢: Pharmacomp, s.r.o.
Adresa sidla: Bystricka 901, 966 81 Zarnovica
I1CO: 47358203

Cislo u¢tu (1BAN): [
Telefonne tisto: |
E-mailova adresa: [JJll@oharmacomp sk, _@pharmacomp.sk

Ponukova cena v sulade s opisom predmetu zakazky:

Nazov Celkova cena Vv eur s DPH

Respirator FFP2 bez vydychového ventilu v celkovom mnozstve 120 000 ks | 16 800,- eur

Cena uvedend uchadzaCom obsahuje vSetky ndklady, ktoré uchadzaCovi vzniknu v stvislosti
s plnenim predmetnej zdkazky. Verejny obstaravatel’ upozoriuje, Ze novelou 67/2020 Z. z. i€¢innou
od 12.02.2021 sa na respiratory FFP3 a FFP2 zaviedla 0 (nulova) DPH. Na zaklade uvedeného bude
celkova cena s DPH totoZna s celkovou cenou bez DPH a to bez ohl’adu na to, ¢i uchadzac je
alebo nie platite’om DPH.

Cestné vyhlasenie: PredloZenim tejto ponuky zaroven &estne vyhlasujem, Ze postupujem v stlade
s etickym kédexom uchadzac¢a vydanym Uradom pre verejné obstaravanie:

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

V Zarnovici, diia 24.05.2021

gr.Jan Oslanec
generdiny riaditel


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

TECHNICKY POPIS PRODUKTU




Prekladatel: Mgr. Petra Luptékovd

Zaddvatel: Novy Sanat Holding s.r.o.

Preklad ¢.: 219/2021

Preklad z anglického do slovenského jazyka
Predmet prekladu: vyhldsenie o zhode

Pocet strdn prekladaného dokumentu/prekladu: 1/2

Pocet odovzdanych képil: 1



EU DECLARATION OF CONFORMITY

MANUFACTURER

ORJIN SAGLIK URUNLERI MEDIKAL TEKSTIL TURIZM INSAAT SANAY| 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: ORJIN 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 lll 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. TiC. LTD. §Ti. Kiigiikbakkalkéy Mah. Yenidogan Cad. No:21

Atasehir/istanbul, 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 ONGOCMEN
Chief Executive Officer

06.01.2021

5 MNA
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VYHLASENIE O ZHODE EU

VYROBCA

ORJIN SAGLIK URUNLERI MEDIKAL TEKSTIL TURIZM INSAAT SANAYI VE TICARET LIMITED SIRKETI
EGEMENLIK MAH. 6155. SOK. NIE 3 A BORNOVA IZMIR TURKIYE

Toto vyhldsenie o zhode je vyhotovené na vlastni zodpovednost vyrobcu.

POPIS VYROBKU
Znacka: ORJIN Modeli 1232
Filtraéné polovi¢né masky
Klasifikicia: FFP2, FFP3, DETSKA FFP2

Maska na tvdr s filtrovanim Castic v kategorii Ill vyrobok podfa
(FM 2016/425 Smernica o osobnych ochrannych prostriedkoch

Vyrobca prehlasuje na svoju vyluénli zodpovednost, Ze vyssie uvedeny vyrobok je za podmienok
normélneho pouiitia a podmienok definovanych vyrobcom bezpeény a zodpovedd vietkym
potrebnym pravnym podmienkam a poziadavkam. Vyrobok je osobnym ochrannym prostriedkom,
ktory je ureny na jedno poutitie, vyhradne v stlade s pokynmi vyrobcu.

Zhoda je zabezpecend tymto mechanizmom:

Vyhovuje nariadeniu EU 2016/425 o osobnych ochrannych prostriedkoch, ktorym sa stanovuju
technické poZiadavky na vyrobky kategérie Il

Vyhovuje zékladnym poZiadavkdm na zdravie a bezpecnost harmonizovanej technickej normy EN
149:2001 + A1:2009. Vykonaju sa vietky pozadované skusky uvedené vo vy3die uvedenych normach.
Vyhovuje ostatnym prisluinym harmonizovanym pravnym predpisom a normam Spoloéenstva.

Na uZely posudenia zhody sa osved&enia o preskimanf typu EU (sériové &islo: 2841 36-20-01-R3)
vydévajl po vykonani vietkych technickych posudeni zhody s nariadenim a harmonizovanymi
normami, ktoré vykonal;

Notifikovany orgén MNA LABORATUVARLARI SAN. TIC. Ltd. Sti. Kiigiikbakkalkéy Mah. Yenidogan Cad.
C.: 21 Atasehir/Istanbul, ako notifikovany orgéan ¢. 2841

Vyrobky st pod dohfadom rovnakého notifikovaného orgénu, NB 2841, podfa prilohy

(Modul C2 36-20-01-R03-01) k Nariadeniu o OOP (EU) 2016/425, kvdli zabezpeceniu kvality,

ZNACENIE A STITKOVANIE

Znacenie, Stitkovanie a informécie pre pouzivatelov st pripravené v stlade s predpismi EU 2016/425

o0 osobnych ochrannych prostriedkoch a v silade s harmonizovanymi normami vyrobkov uvedenymi
vyssie.

OPATRENIA NA ZABEZPECENIE ZHODY

Vyrobca vyhlasuje, Ze prijal vietky potrebné opatrenia na zabezpeéenie zhody vyrobkov uvedenych
na trh s technickou dokumentaciou a technickymi poziadavkami na tento typ vyrobkov.
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BORA ﬁNGf)CMEN
Vykonny riaditel
06.01.2021 iZMIR

Odtlacok peciatky, necitatelny podpis
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Prekladatel'ska dolozka

Preklad som vypracovala ako prekladatel zapisany v zozname znalcov, timoénikov a
prekladatefov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore anglicky
a slovensky jazyk, evidenéné &islo prekladatela 971014.

Preklad je v denniku zapisany pod él'slomvi77/2021.

Preklad suhlasi s prekladanou listinou.

Vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého prekladu.

Translator’s clause

| produced the above translation as a translator 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 Reg. No. 971014.

This translation is registered under No. 0177/2021.

The translation corresponds with the translated document.

| am aware of the consequences of deliberate untrue translation.

Mgr. Petra Luptékova, sudny prekladatel
anglicky jazyk/slovensky jazyk

Certified translator
English language/Slovak language









