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2017/745 sayih AB Tibbi Cihaz Tiiziigli
Uygunluk Beyani /EU Medical Device Regulation 2017/745
Declaration of Conformity

imalatgi Adi /

Manufacturer Name Bayteks Teknik Tekstil San. Ve Tic. A.S.

imalatgi Adresi /

Manufacturer Address Organize Sanayi Bolgesi, 19 Nolu Cad. No:11/2 Merkez/KILIS

Uriin Grubu / Product group Steril Fonksiyonu olmayan, non steril

Non steril Cerrahi onliik ve 6rtiler / Non-sterile Surgical

Uriin Adi /Product Name
gowns and drapes

Uriine ait Tanimlayic Bilgiler ve
Aciklamalar / Product-related
Identifying Information and
Descriptions

Ekli listede sunulmustur. / Presented in the attached list.

Uygunluk Beyani /

B | EKIV(EK I &) Declaration of conformity
Uygunl't.xk"DeéerIendirme 7 | EK-IX (BOLOM 1 & I1l) Kalitg Yonetim Sistemi/
Prosediirii Quality management system
Conformity Assessment Teknik Doklimantasyon
Procedure ] | EK-IX (BOLUM 11) Deg./ Technical
Documentation Assessment
(Uriin degerlendirmesinde [ | EK-X Tip incelemesi / Type Review
yiiriitiilen ekler isaretlenmistir) Uretim Kalite Giivencesi /
(The annexes carried out in the I | EK-XI (KISIM A) Production Quality
product assessment are marked) Assurance
71 Ekex (KISIM B) Ur[]ln. Dogrulama5| / Product
Verification

Bayteks Teknik Tekstil San. Ve Tic. A.S. sirketi olarak, timuyle kendi sorumlulugumuz altinda bu
beyan kapsaminda yer alan cihazlarin (AB) 2017/745 sayih Tibbi Cihazlara iliskin Avrupa
Parlamentosu ve Konseyi Tuzlgline uygun oldugunu ve bu cihazlar igin Tlzikte belirtilen
gerekliliklerin yerine getirildigini beyan ederiz.

As Bayteks Teknik Tekstil San. Ve Tic. A.S. company, we declare under our sole responsibility that the
devices covered by this declaration are in compliance with the Regulation (EU) 2017/745 of the
European Parliament and of the Council on Medical Devices and that the requirements specified in
the Regulation for these devices are fulfilled.
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Digitally signed by Granaci Boris
Date: 2025.07.18 15:43:43 EEST
Reason: MoldSign Signature
Location: Moldova

[ MOLDOVA EUROPEANA

Tarihi ve Yeri / : 19.07.2024 — Merkez/KiLiS
! d Place of Signature
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Bu AB Uygunluk Beyani, SADECE asagidaki katalog/referans numarali tGriinleri kapsamaktadir:

This EU Declaration of Conformity covers ONLY the products with the following catalogue/reference numbers:

Katalog/Referans GMDN Sinif/
R Siniflandirma
Numarasi Uriin Adi/Tanimi Kullanim Amaci Kodu Kurali / Class/
Catalog/Reference Product Name/Description Purpose of usage GMDN e ae
Classification
Number Code
Rule
TEK KULLANIMLIK DUZ ORTU 40X40 | Kullaniciya bulas riski icin bariyer
CcM olusturmak / Creating a barrier Sinif | Diger /
NP-02013-03 DISPOSABLE PLAIN DRAPE 40x40 against the risk of infection to 35778 Class | Other
CM the user
TEK KULLANIMLIK DUZ ORTU 50X50 | Kullaniciya bulas riski icin bariyer 35778
NP-02013-04 CM olusturmak / Creating a barrier Sinif | Diger /
DISPOSABLE PLAIN DRAPE 50X50 against the risk of infection to Class | Other
CM the user
TEK KULLANIMLIK KASAP ONLUGU | Kullaniciya bulas riski icin bariyer 35778
NP-09401-04 DISPOSABLE APRON olu§turmak / Creat.mg a .barrler Sinif | Diger /
against the risk of infection to Class | Other
the user
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