CERTIFICATE

e \ Uluslararasi

Cert ’ Belgelendirme
CE UYGUNLUK BEYANI

CE DECLARATION OF CONFORMITY
OPTIUM MEDIKAL LIiMITED SiRKETI

KORKUN MAH. HIDAYET CAD. NO: 23/1
OGUZELI/ GAZIANTEP/TURKIYE

That the following described product in our delivered version complies with appropriate basic safety and health
requirements of MEDICAL DEVICE DIRECTIVE 93/42/EEC, Medical Device Regulation (MDR) (2017/745)
on its design and type, as brought into circulation by us. In Case of alteration of the product, not agreed upon by us,
this declaration will lose its validity.

Teslim edilen versiyonumuzda asagida tanimlanan triniin TIBBI CIHAZ YONERGESI 93/42 / EEC, Yonetmelik
(AB) 2017/745 tasarim ve tipine gore tarafimizca dolagima sokulan uygun temel gitvenlik ve saghk sartlarma uygun
oldugunu beyan ederiz. Uriiniin degistirilmesi durumunda, tarafimizdan tizerinde anlagmaya varilamayan bu beyan
gegerliligini kaybedecektir.

Description Of The Product/Product Part
Uriiniin / Uriin Parca Tanim

Model :

MOMENTUM - Functional Trauma Stretcher
EMERGEUM - Functional Emergency Stretcher
TRAVELLER - Patient Stretcher

ST 62 - Hydraulic Patient Stretcher

ST 72 - Patient Stretcher

ST 13 - Patient Stretcher, Stainless Steel

: Hospital Furniture
: Hastane Mobilyasi

COSY BD - Blood Drawing Chair
COSY PT - Patient Transfer Chair

SB 01 - Attendant Sofa Bed With Castors
SB 02 - Attendant Sofa Bed

SB 03 - Reclining Chair

SB 04 - Sofa Bed

OT TRANS - Operating Room Transfer Stretcher, Stainless Steel
STACKER SS - Stackable Wheelchair, Stainless Steel
STACKER MRI - Stackable Wheelchair, MRI Compatible
STACKER AL - Stackable Wheelchair, Aluminuim Const.

DC 44 - Electrical Dialysis and Chemotherapy Chair, 4 Motors

SB 09 - Companion Seat, Metal

SM 07 - Standard Manual Wheelchair

UNICART EMERGENCY - Emergency Cart
UNICART ANESTHESIA - Anesthesia Cart
UNICART DRESSING - Dressing and Medication Cart

BD 48 - Electrical Blood Drawing Chair, 4 Motors
BD 28 - Electrical Blood Drawing Chair, 2 Motors
EC 17 - Ent and Eye Examination Chair

BD 18 - Blood Drawing Chair

Applicable EC Directives

Uygulanabilir Directifler

Applicable Harmonised Standards
Uygulanabilir Standartlar : TS 6606 — TS 6607 - TS 5686, IEC 60601-2-52, EN
60601-1:2006/A1:2013, EN 60601-1-6:2010, EN ISO 14911:2019, EN ISO 13485, TS 5541, TS 5686/T1, TS 6606,
TSE K 631, TS EN ISO 5767-1

Certificate Code/Sertifika Kodu

Certificate Number/Sertifika Numaras:

Certificate Issue Date/Sertifika Hazirlanma Tarihi
Certificate Validity Date/Sertifika Gegerlilik Tarihi
EU Representative/AB Temsilcisi

(Authorized Signature and Title)

(Yetkili Imza ve Unvani )

Sistem etkin bir sekilde strdiirOidikge ve gbzetim tetkikieri zamaninda yapildig: miiddetge bu belge 3 yil gegerlidir.
BEL denetim yiritilmesinde gereki itina ve yetkinlik ine ragmen byak dahil kabul
etmeyecektir. Bu belgenin malkiyet hakla BEL aittir ve istenildiginde iade edilmetidir.

UT 26 - Emergency Trolley

UT 27 - Dressing & Procedure Trolley
UT 28 - Anesthesia Trolley

UT 29 - Medicine Trolley

:Medical Device Regulation (MDR) (2017/745), 93/42/EEC

: OPTIUM
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+21.02.2024 Digitally signed by Potinga Stela
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Location: Moldova

MOLDOVA EUROPEANA

-

BELCERT ULUSLARARASI BELGELENDIRME SIRKETI

Hurriyet Bulvari, No:45, Tiirkseven Apt, K:1-D:7, Yakuplu, Beylikdiizii / Istanbul
Telefon: 0212 438 04 76 - E-mail: info@belcert.com

Belgenin gegerlilik durumu https://www.belcert.com adresinden kontrol edilebilir.

www.belcert.com
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