EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Uretici/ Manufacturer; TUNAMED HIJYENIK TEMIZLIK MEDIKAL VE TEKSTIL URUNLERI IMALAT PAZARLAMA SANAYI DIS TIC. LTD. STi
Adres /Adress: HALICIOGLU MAH. ALT MALTIZ SK. ERGEN APT NO: 1 iG KAPI NO: 1 BEYOGLU/ ISTANBUL
Telefon/ Phone : +90 212 577 01 34/ 0533 741 90 43
Mail: info@tunamed.com Web: www.tunamed.com

Uriin ismi / Product Name
CERRAHI ONLUK (TEK KULLANIMLIK) / SURGICAL GOWN (DISPOSABLE)
HASTA ONLUGU / PATIENT GOWN
ZIYARETCI ONLUGU / VISITOR APRON
AMELIYAT ONLUGU / SURGERY GOWN
BOX ONLUGU / BOX APRON
DOKTOR ONLUGU / DOCTOR GOWN
PE ONLUK / PE GOWN
PVS ONLUK / PVS GOWN

va
g TUNAMED

Beyan/Statement
Burada, AB tarafindan siniflandirilan Uretici, Dagitici / Temsilci olarak kendi sorumlulugumuz altinda, yukarida ismi ve modeli gegen dranlerin,
93/42/EEC Tibbi Cihaz Direktifi, (EU)2016/425 Kisisel Koruyucu Ekipmanlar Direktifi, 2001/95/EC (GPSD) Uriin Givenligi Direktifi ve
yonetmeliklerine ve EK-1 Temel Gereklere uygun olarak uretildigini beyan ederiz
Here, we declare that the products listed above are manufactured under our own responsibility as a Manufacturer, Distributor / Representative by the
EU, in accordance with the 93/42/EEC Medical Device Directive, (EU) 2016/425 Personal Protective Equipment Directive, 2001/95 / EC (GPSD)
Product Safety Directive and regulations.

Direktif ve Yonetmelikler / Directives and Requlation:
93/42/EEC Tibbi Cihaz Direktifi / 93/42/EEC Medical Device Directive
(EU) 2016/425 Kisisel Koruyucu Ekipmanlar Direktifi / Personal Protective Equipment Directive

Harmoniz: lar / Harmoni
93/42/EEC- Tibbi Cihaz Yonetmeligi /SINIF | (Steril Olmayan) Medical Devices Regulation / Class | { Non Sterile)
EN 13795-1 Cerrahi giysiler ve ortiller — Gereklilikler ve deney yontemleri — Bélim 1: Cerrahi ortiler ve énliikler / Surgical clothing and drapes -
Requirements and test methods - Part 1: Surgical drapes and gowns
TS EN 14126 Koruyucu giyecekler - Enfektif ajanlara karsi koruyucu giyecekler igin performans kurallarn ve deney metotlan /Protective clothing -
Performance requirements and tests methods for protective clothing against infective agents
TS EN ISO 13688 Koruyucu giyecekler-Genel dzellikler- Protective clothing - General requirements
TS EN 14605+A1 Koruyucu giyecekler - Sivi kimyasal maddelere kars - Viicudun sadece bir kismina koruma saglayanlar (tip pb (3] ve tip pb [4])
dahil, baglanti yerleri sivi gegirmez (tip 3) veya sprey gegirmez (tip 4) giyecekler icin 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])

TS EN 13034+A1 Sivi kimyasal maddelere karsi koruyucu giyecekler - Sivi kimyasal maddelere kars! sinirli koruma saglayan koruyucu giyecekler
igin performans kurallari (tip 6 ve tip pb [8] donanimi)- Protective clothing against fiquid chemicals — Performance requirements for chemical
protective clothing offering limited protective performance against liquid chemicals (Type 6 and Type PB [6] equipment)

TS EN ISO 13982-1 Kati parcacilara kars! kullanilan koruyucu giyecekler - Bélim 1: hava ile yayilan kati parcactkli kimyasal maddelere kars
viicudun tamamina karuma saglayan kimyasal koruyucu giyecekleri icin performans kuraliari -Protective clothing for use against solid particulate
chemicals — Part 1: Performance requirements for chemical protective clothing providing protection to the full body against airbone salid particulate
chemicals
TS EN 1149-5 Koruyucu giysi - Elektrostatik ézellikler - Bolim 5: Malzeme performansi ve tasarim gereksinimleri- Protective clothing —
Electrostatic properties — Part 5: Material performance and design requirements

Sertifika No/ Certificate No: 2021-12617-1
Sertifika Tarihi /Certificate Date: 06.05.2021
Sertifika Bitig Tarihi /Certificate Expiration Date: 06.05.2022

O
m
)
-
L
2]
>
—|
]
N
m
)
)
e
P
>
—|
0
53]
=
=
m
-
m
-
o
0
-
v1)
@)
0
m
i
-
=
e
b
)
>
-
)
m
A
=
e,
0
>
—q
o]
()
m
Py
=
L
~
p-2

em CeR\jfication Approval

i

Digitally signed by Hlebocazov Igor
Date: 2021.12.31 13:49:08 EET
Reason: MoldSign Signature
Location: Moldova

European
Commission

IFC Global Certification Inspection & Training Services GmbH
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