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Declaration of Conformity

The manufacturer or his authorized representative established in the Community:

Business name: Bakbak Makine Sanayi ve Ticaret Limited Sirketi
Address: Sanayi Mahallesi 60013 Nolu Cadde No 4 Sehitkamil / GAZIANTEP

Country: TURKEY

Declares that the new PPE described hereafter:
Equipment name:  Disposable Non-Sterile Coverall With/withou—

Make: BAKBAK MEDICAL
Type or model: T2-C56
Serial number: T2-C56-6000 Series

Relevant suilementai information: Coveralls with Hoodie and with/withou_

are in conformity with the provisions of Council Directive 89/686/EEC and, where such is the case,
with the following national standard transposing harmonized standard:

EN 13795 SINGLE USE AND REUSABLE DRAPES (INCLUDING EQUIPMENT COVERS AS STERILE FIELD),
SURGICAL GOWNS AND CLEAN AIR SUITS

(EU) 2016/425 OF THE EUROPEN PARLIAMENT AND OF THE COUNCIL OF 9 MARCH 2016 ON PRSONAL
PROTECTIVE EQUIPMENT AND REPEALING COUNCIL DIRECTIVE 89/66/EEC

93/42/EEC MEDICAL DEVICE DIRECTIVE

Is identical to the PPE which is the subject of EC certificate of conformity
No 20.02.310-CE issued by:

Notified Body name: INSPECT Uluslararas: Belgelendirme ve Gozetim Hizmetleri Tic. Ltd. Sti.
Address: Altay Cesme M. Giilcihan S. No:19/A Maltepe ISTANBUL

Country: | TURKEY

Description of intervention: CE Certification
Number EU type: 20.02.319¢€E

Place and date of issue (of this Doc):

April 4% 2020 — Gaziantep/TURKEY
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BAKBAK MAKINE SANAYI VE TICARET LTD.STI.

KUSGET SANAYi MAH.60013 NOLU CAD. NO:4
SEHITKAMIL/GAZIANTEP TURKIYE

Wl didHicd dnd coriicd ds ICcie (RC P Cqutr e « WOPC O Feetsiyation

I1SO 13485:2016  Medical Devices - Quality Management Systems

Maske, onlitk ve tulum imalati satisi ve ihracati

Manufacturing, selling and exporting of mask, gown and protective cloth

Certificate No : GCTU-0100-MD
Initial Date  : 10. Sep. 2020 Issue Date : 10. Sep. 2020
Expiry Date : 09. Sep. 2023 Valid period : 10. Sep. 2020 ~ 09. Sep. 2021
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Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

EU Type-Examination Certificate

Belge No / Certificate No

Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
‘ertification Date / Certificate Validity Date

Belge Gegerlilik Tarihi / Document Validity Period

Firma Unvani ve Adresi /

Company Name and Address

Uriin Ad1 /Modeller / Product Name / Models
Direktifi / Directive
Modiilii/Kategori / Module / Category

Test Rapor No/lan / Test Report No
Uriin Tipi / Product Type:

:122-20-02

:13.01.2021-.13.01.2026
:5Y1l/5 Years

: BAKBAK MAKINE SAN. VE TiCARET LIMITED SiRKETI
Kiisget San. Mah. 60013 Nolu Cd. No: 4 SEHITKAMIL/GAZIANTEP/ TURKIYE
: T2-C56 Serial number: T2-C56-6000 Series
: 2016/425 REGULATION
: B MODULU / KATEGORI Il
MODULE B CATEGORY Il
: MNA M2020-00804 -00561

- ENISO 13688 Koruyucu giyecekler - Genel dzellikler / Protective clothing - General requirements
- EN 13034+ Al Sivi Kimyasallara Kars1 Koruyucu Giysi (Tip 6-B) / Protective Clothing Against Liquid

Chemicals (Type 6-B)

- ENISO 13982-1 Kat Pargaciklara Karsi Koruyucu Giysi (Tip 5-B)/ Protective Clothing For Use Against

Solid Particulates (Type 5-B)

- EN 14605+A1 Koruyucu Giyecekler - Sivi Kimyasal Maddelere Karsi (Tip 3-B, Tip 4-B) / Protective
clothing against liquid chemicals (Type 3-B, Type 4-B)
- EN 14126 Koruyucu Giyecekler - Patojen Organizmalara Kars1 / Protective Clothing - Performance
5 Requirements And Tests Methods For Protective Clothing Against Infective Agents
Uriiniin Malzeme Bilgisi / Product Marterial Information : DC-BM-001 model iriinleri kaplamali kumas kullanilarak
imal edilmistir./ DC-BM-001 model products are manufactured using coated fabric

Volkan AKIN Okan AKEL
24.12.2020 24.12.2020

Karar Verici / Apfrover

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