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A " This is to Certify that the Management System of

BYM SAGLIK MEDIKAL ENERJI
SANAYI VE TICARET ANONIM SIRKETI

CEVIZLIDERE MAH. 1236. SOK. ZORLU APT. NO:2/7
GANKAYA / ANKARA / TURKIYE

has been found to conform to the Medical Devices - Quality Management System standard:

ISO 13485:2016

This certificate is valid for the following scope of operations:

PRODUCTION AND SALES OF PERSONAL PROTECTIVE MASK, SURGICAL MASK,
OVERALLAS, SURGICAL GOWN, FOOT PROTECTOR, BONNET

KiSISEL KORUYUCU MASKE, CERRAHI MASKE, TULUM, CERRAHI ONLUK,
AYAK KORUYUCU, BONE iMALATI VE SATISI

Certificate No.: TR53870H

Date of initial registration: Date of this Certificate: Sur. audit on or before/ Certificate expiry: Recertification Due:

14 January 2021 14 January 2021 13 January 2022 13 January 2024

This Certificate remains valid subject to satisfactory surveillance audits.

- Gy ;

Emmanuel ADEMOSU
Director

http:/istaunchlyservices.comi/search_cerlified _client.phg

This Certificate is the property of Staunchly Managemen! & System Sarvices Limited and shall be returned immediately when demanded

STAUNCHLY MANAGEMENT AND SYSTEM SERVICES LIMITED
Labrynth Business Centre, 43 Middle Hill Gate. Stockport,
Great Manchester, England-SK1 3DG
- www.staunchlyservices.com
= info@staunchlyservices.com
- +44 740 482 3687
Company Registered in England and Wales with Company Number 11488683
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INTERNATIONAL FIRST CERTIFICATION

SERTIFIKA

Bu Sertifika, A

BYM SAGLIK MEDIKAL ENERJi SANAYIi VE TICARET A.S.

CEVIZLIDERE MAH. 1236 SOKAK ZORLU APT NO:2/7 CANKAYA/ANKARA

kurulusunun

KiSiSEL KORUYUCU MASKE,CERRAHI MASKE, TULUM,CERRAHI ONLUK,AYAK
KORUYUCU,BONE iMALATI VE SATISI

kapsaminda,

ISO 14001:2015

Cevre Yonetim Sistemi standardinin sartlarina uyan bir ydnetim sistemi kurdugunu ve
uyguladigini onaylamak tizere verilmistir.

INTERNATIONAL FIRST CERTIFICATION

ilk Yayin Tarihi : 13.01.2021 —
Yayin Tarihi : 13.01.2021 O
. Sertifika Gegerlilik Tarihi : 3Yily 12.01.2024 s
Sertifika No : IFC-E-1-21-1-5621N Maagivest
Systems
Certification Body
MSCB-170
nay

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGiTiM HiZMETLERI ANONIM SiRKETI
Adalet Mah. 2132/2 Sk. No:3 D:45 Bayrakl, izmir, TURKIYE T:+90 850 304 35 00 F:+90 850 304 35 00
www ifcelobal.com.tr info@ifcelobal.com.tr



INTERNATIONAL FIRST CERTIFICATION

SERTIFIKA

@
Bu Sertifika, A BYM

BYM SAGLIK MEDIKAL ENERJi SANAYi VE TiCARET A.S.

CEVIZLIDERE MAH. 1236 SOKAK ZORLU APT NO:2/7 CANKAYA/ANKARA

kurulusunun

KISISEL KORUYUCU MASKE,CERRAHI MASKE, TULUM,CERRAHI ONLUK AYAK
KORUYUCU,BONE iMALATI VE SATISI

kapsaminda,

ISO 9001:2015

Kalite Yonetim Sistemi standardinin sartlarina uyan bir yénetim sistemi kurdugunu ve
Wyguladigini onaylamak iizere verilmistir.

INTERNATIONAL FIRST CERTIFICATION

ilk Yayin Tarihi : 13.01.2021

Yayin Tarihi : 13.01.2021

Sertifika Gegerlilik Tarihi : 3Yily 12.01.2024

Sert!f!ka Bitis Tarihi : 12.01.2022 ACCREDITED'

Sertifika No : IFC-Q-1-21-1-5621N i

Systems
Certification Body
MSCB-170
Onay

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGITIM HiZMETLERI ANONIM SiRKETI

Adalat Makh 21299 €L MAa2 AC Boavrerall ismis TTIDWIVE T O O SMA SE AR . . A OEf S e S



INTERNATIONAL FIRST CERTIFICATION

SERTIFIKA

-®
Bu Sertifika, A 3YM

BYM SAGLIK MEDIKAL ENERJi SANAYi VE TICARET A.S.

CEVIiZLIDERE MAH. 1236 SOKAK ZORLU APT NO:2/7 CANKAYA/ANKARA
kurulusunun

KiSISEL KORUYUCU MASKE,CERRAHI MASKE, TULUM,CERRAHI ONLUK,AYAK
KORUYUCU,BONE iMALATI VE SATISI

kapsaminda,

ISO 45001:2018

is Saghgi ve Giivenligi Yonetim Sistemi standardinin sartlarina uyan bir yonetim sistemi
kurdugunu ve uyguladigini onaylamak tizere verilmistir.

INTERNATIONAL FIRST CERTIFICATION

ilk Yayin Tarihi : 13.01.2021

Yayin Tarihi : 13.01.2021

Sertifika Gegerlilik Tarihi ¢ 3Yily 12.01.2024

Sertifika Bitis Tarihi : 12.01.2022

Sertifika No : IFC-0-1-21-1-5621N
nay

IFC GLOBAL SERTIFIKASYON MUAYENE VE EGITiM HiZMETLERI ANONIM SIRKETI
Adalet Mah. 2132/2 Sk. No:3 D:45 Bayrakl, izmir, TURKIYE T:+90 850 304 35 00 F:+90 850 304 35 00

Al b al ~rarm b inbn@ifrelabal fam e
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EC DECLARATION OF CONFORMITY

AT UYGUNLUK BEYANI
Uretici/ Manufacturer BYM SAGLIK MEDIKAL ENERJI SANAYI VE TICARET A $.

Adres /Adress CEVIZLIDERE MAH. 1236 SOKAK ZORLU APT NO:2/7 CANKAYA / ANKARA / TURKIYE

Telefon /| Phone +90 31247306 77
E-mail _kursad@bymmedikal.com.tr

Uriin ismi / Product Name
TEK KULLANIMLIK KORUYUCU TULUM / DISPOSABLE PROTECTIVE COVERALL

Uriin Tipi / Types of Product
TIP 1/2/3/4/5/6, LAMINASYONLU ve LAMINASYONSUZ / TYPE 1/2/3/4/5/6, LAMINATED and NON-LAMINATED

Beyan/Statement
Burada, AB tarafindan siniflandinilan Uretici, Dagditici / Temsilci olarak kendi sorumluluumuz altinda, yukarida ismi ve modeli
gegen driinlerin, (EU)2016/425 Kigisel Koruyucu Ekipmanlar Direktifi, 2001/95/EC (GPSD) Uriin Guvenligi Direktifi ve
yonetmeliklerine uygun olarak dretildigini beyan ederiz.
Here, under the responsibility of the EU Classified Manufacturer, Distributor / Representative, it is declared that the products
mentioned above are manufactured in accordance with the (EU) 2016/425 Personal Protective Equipment Directive, 2001/95 / EC
(GPSD) Product Safety Directive and Turkhish regulations.

Direktif ve Yonetmelikler / Directives and Regulations
(EU) 2016/425 Kigisel Koruyucu Ekipmanlar Direktifi / Personal Protective Equipment Directive

2001/95/EC (GPSD) Uriin Guvenligi Direktifi / Product Safety Directive

Uriin Ticari Markas: / Product Commercial Brand

Y 8YM
AL
Harmonize Standartlar /| Harmonized Standards
TS EN 14126 Koruyucu giyecekler - Enfektif ajanlara kargi koruyucu giyecekler icin performans kurallari ve deney metotiari-
Protective clothing — Performance requirements and tests methods for protective clothing against infective agents
TS EN ISO 13982-1 Kati pargacilara karsi kullanilan koruyucu giyecekler - Bslim 1: hava ile yayilan kati pargacikli kimyasal
maddelere kars! viicudun tamamina koruma saglayan kimyasal koruyucu giyecekleri igin performans kurallan -Protective
clothing for use against solid particulate chemicals — Part 1: Performance requirements for chemical protective clothing
providing protection to the full body against airbone solid particulate chemicals
TS EN 13034+A1 Sivi kimyasal maddelere kargi koruyucu giyecekler - Sivi kimyasal maddelere karsi sinirli koruma saglayan
koruyucu giyecekler igin performans kurallari (tip 6 ve tip pb [6] donanimi)- Protective clothing against liquid chemicals —
Performance requirements for chemical protective clothing offering limited protective performance against liquid chemicals
(Type 6 and Type PB [6] equipment)
TS EN 1149-5 Koruyucu giysi - Elektrostatik 6zellikler - Bélim 5: Malzeme performansi ve tasarim gereksinimleri- Protective
clothing — Electrostatic properties — Part 5: Material performance and design requirements
TS EN ISO 13688 Koruyucu giyecekler-Genel ézellikler- Protective clothing - General requirements
TS EN 14605+A1 Koruyucu giyecekler - Sivi kimyasal maddelere kars! - Viicudun sadece bir kismina koruma sadlayanlar (tip
pb [3] ve tip pb [4]) dahil, baglanti yerleri sivi gegirmez (tip 3) veya sprey gegirmez (tip 4) giyecekler igin performans 6zellikleri-
Protective clothing against liquid chemicals - performance requirements for clothing with liquid-tight (Type 3) or spray-tight (Type
4) connections, including items providing protection to parts of the body only (Types PB [3] and PB [4])
DIN 32781:2010-08 Schutzkleidung - Schutzanziige gegen Pflanzenschutzmittel / DIN 32781: 2010-08
Koruyucu kiyafetler - pestisitlere karsi koruyucu giysiler
TS EN 1073-2 Radyoaktif bulasmasina karsi koruyucu giysi-Kisim 2: Radyoaktif bulagmasinin ayriimasina karsi havalanmayan
koruyucu giysi igin gereklilikler ve deney metotlari- Protective clothing against radioactive contamination - Part 2: Requirements
and test methods for airtight protective clothing against separation of radioactive contamination
I1SO 13485:2016 Tibbi Cihazlar igin Kalite Yénetim Sistemi / Quality Management System for Medical Devices
TS EN 1041+A1 Tibbi cihazlarla birlikte imalatgi tarafindan saglanan bilgiler/ Information supplied by the manufacturer of

medical devices
CACAYAS RS
AGAINST ANTY- REDUCED DRY CHEMICAL
PARTICLES  PROTECTION

INFECTIVE AGENTS  PARTICLE STATIC SPRAY

Sertifika No/ Certificate No: 2020-13241
Sertifika Tarihi /Certificate Date: 12.01.2021
Sertifika Bitig Tarihi /Certificate Expiration Date: 12.01.2022

Accredited Systeln Certification Approval

IFC Global Certification Inspection'& Training Services GmbH
Hohenzollernring 50 / 50672 Kéln / Germany
infamifealabal de




