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EU DECLARATION OF CONFORMITY
Manufacturer name

Registered address KOrkUn Mah. Hidayet Cad.

+90 850 807 6284

NO:23 OGUZEL| GAZIANTEP TURKEY

Telephone

Fax

E-mail

Regulation (EU) 2017 1745 on medical devices

Regulation (EU) 20171745 on medical devices EK-IV EU DECLARATION OF
coNFoRM|TY(EKil&ilt)

According To Annex Vf f l oi negufation (EU) 2017t745on medical devices
Class I Other (nonsterile, without measuring function)

Products

REF Product Name
UDI-Dl Number GMDN

Code

MOMENTUM Functional Trauma Stretcher 8682897248219 35892

EMERGEUM Functional Emergency Stretcher 8682897248455 35892

TRAVELLE R Patient Stretcher 8682897248462 3s892

sT 62 Hydraulic Patient Stretcher 8682897248479 35892

sr 12 Patient Stretcher 8682897248486 35892

OTTRANS Operating Room Transfer Stretcher 8682897248493 35892

Description and function
designation:

Patient transfer stretchers intended for use in the standard care and acute
care, including all applicable accessories.

WE HEREWITH DECLARE THAT THOSE ABOVE PRODUCTS WITH CE MARKING WHICH ARE
MANUFACTURED BY OUR COMPANY ALL COMPLY W|TH REGULATTON (EU) 2017t745 ON MEDTCAL DEV|CES, AND
REALIZE THEIR EXPECTED USES ALL CE FILES HAVE BEEN CERTIFIED BY THE COMPANY, CONSEQUENTLY
THEIR AUTHENTICITY HAS BEEN QUARANTEED

Harmonised Standarts

The said products fulfills the requirements of these harmonized technical standards which were used for
assessing of conformity

A statement that the declaration of conformity is issued under the responsibility of the manufacturer

Place, Date of Issue
Approved By
Stamp and Srgnature

: GM|ANTEP 112,08,2021
: Ahmet DAL / General Manager

TDB-08/018

liluIti.1Illi; i tvIs

+90 850 807 6284

Directive

Conformity Assessment

Classification of the product as
the medical device:
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EU DECLARATION OF CONFORMITY
Manufacturer name Optium Medikal Ltd Sti

Registered address

Telephone

Korkun Mah Hidayet Cad No:23 OGUZEL| GAZIANTEP TURKEY

+90 850 807 6284

Fax

E-mail

Brand

+90 850 807 6284

info@optium.com.tr

Directive

Conformity Assessment

Regulation (EU) 20171745 on medical devices

Classification of the product as
the medical device:

Regulation (EU)20171745 on medical devices EK-IV EU DECLARATION OF
coNFoRMTTY(EKil&ilr)

According To Annex Vlll of Regulation (EU) 20171745 on medical devices
Class I Other (nonsterile, without measuring function)

Products

Description and function
designation:

Examination couches intended for use in the standard care, including all
applicable accessories.

WE HEREWITH DECLARE THAT THOSE ABOVE PRODUCTS WITH CE MARKING WHICH ARE
MANUFACTURED BY OUR COMPANY ALL COMPLY W|TH REGULATTON (EU) 2017t745 ON MEDTCAL DEVTCES, AND
REALIZE THEIR EXPECTED USES. ALL CE FILES HAVE BEEN CERTIFIED BY THE COMPANY CONSEQUENTLY
THEIR AUTHENTICITY HAS BEEN QUARANTEED.

Harmonised Standarts

The said products fulfills the requirements of these harmonized technical standards which were
assessing of conformity

A statement that the declaration of conformity is issued under the responsibility of the manufacturer.

used for

Place, Date of lssue : GAZ|ANTEP I 12.08.2021
Approved By : Ahmet DAL / General MarApproved By : Ahmet DAL / General Manager
Stamp and Signature : . .

lsld-flYl

MODEL Product Name
EXAMY'I Examination Couch with Cabinet

EXAMY 2 Examination Couch with Drawers

EXAMY 3 Examination Couch with Knockdown Construction

EXAMY 4 Examination Couch, Electrical Height Adjustment

EXAMY 5 Examination Couch, Height Adjustable

EXAMY 6 Examination Couch, Foldable

TDB-08/05



EU DECLARATION OF CONFORMITY
Manufacturer name Optium Medikal Ltd Sti

GAZIANTEP TURKEYRegistered address KorkUn Mah. Hidayet Cad. No:23 OGUZEL|

+90 850 807 6284

+90 850 BO7 6284

if19nr',on"

Fax

E-mail

Brand

Directive Regulation (EU)20171745 on medical devices

Regulation (EU)20171745 on medical devices EK-IV EU DECLARATION OF
coNFoRMtrY(EKil&ilr)

According To Annex Vlll of Regulation (EU) 20171745 on medical devices

868289724801 1ME7Y

Conformity Assessment

Classification of the product as
the medical device:

Basic UDI-Dl

Products

Description and function
des ignation :

Manually operated hospital bed intended for use in the standard care, acute
care and intensive care, including all applicable accessories.

WE HEREWITH DECLARE THAT THOSE ABOVE PRODUCTS WITH CE MARKING WHICH ARE
MANUFACTURED By OUR COMPANY ALL COMPLY W|TH REGULAT|ON (EU) 20171745 ON MEDICAL DEVICES, AND
REALIZE THEIR EXPECTED USES ALL CE FILES HAVE BEEN CERTIFIED BY THE COMPANY, CONSEQUENTLY
THEIR AUTHENTICITY HAS BEEN QUARANTEED

Harmonised Standarts

The said products fulfills the requirements of these harmonized technical standards which were used for
assessing of conformity EN ISO 14971.2012,T5 4271 and EN 60601-2-52.2010

A statement that the declaration of conformity is issued under the responsibility of the manufacturer.

Place, Date of lssue
Approved By
Stamp and Signature

Hydraulic ICU and Patient Bed

Manual ICU Bed, 3 Cranks

Manual Patient Care Bed, 2 Cranks

Manual Patient Care Bed, 2 Cranks,

Care Bed, 1 Crank,

TDB-08/03
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EU DECLARATION OF CONFORMITY
Manufacturer name Optium Medikal Ltd.Sti.

Registered address KorkUn Mah, Hidayet Cad

+90 850 BO7 6284

NO:23 OGUZEL| GAZIANTEP TURKEY
,,,,,,,,,,,,,,,

Telephone

Fax

E-mail

Regulation (EU) 2017 1745 on medical devices

Regulation (EU)20171745 on medicaldevices EK-IV EU DECLARATTON OF
coNFoRMITY(EKil&ilt)

According To Annex Vttt of R"grtution (EU) 20171745on meOlcat devrces
Class I Other (nonsterile, without measuring function)

Products

Description and function
designation:

MODEL Product Name
oP 17 Folding Screeen

Hospital furniture equipment including all applicable accessories.

WE HEREWITH DECLARE THAT THOSE ABOVE PRODUCTS WITH CE MARKING WHICH ARE
MANUFACTURED BY OUR COMPANY ALL COMPLY W|TH REGULAT|ON (EU) 2017t745 ON MEDTCAL DEV|CES, AND
REALIZE THEIR EXPECTED USES. ALL CE FILES HAVE BEEN CERTIFIED BY THE COMPANY, CONSEQUENTLY
THEIR AUTHENTICITY HAS BEEN QUARANTEED.

Harmonised Standarts

The said products fulfills the requirements of these harmonized technical standards which were used for
assessing of conform ity

A statement that the declaration of conformity is issued under the responsibility of the manufacturer.

Place, Date of lssue : GAZIANTEP I 12.08.2021
Approved By : Ahmet DAL / General MarApproved By : Ahmet DAL / General Manager
Stamp and Signature :

TDB-08/03

+90 850 807 6284

Directive

Gonformity Assessment

Classification of the product as
the medical device:
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EC CON FORMITY DECLARATION
Date of issue: 17.01 .2022

eonforrnity declaralian issued by:

Manufacturer Optium Medikal Ltd.Sti

Registered address KorkUn Mah. Hidayet Cad. No:23 OGUZELi GAZIANTEP TURKEY

Telephone +90 850 807 6284

Fax +90 850 807 6284

E-mail

Brand

Products

UT 26
ur 27

UT 28
UT 29

Emergency Trolley
Dressing & Procedure Trolley
Anesthesia Trolley
Medicine Trolley

Description and function
designation: Hospital Trolleys, including all applicable accessories

Classification of the product
as the medical devicei
A) Declaration

Class I nonsterile, without measuring function

I declare that the said products are safe under the conditions of common use in compliance with the
instructions and that measures have been taken to ensure the conformity of all the products brought to market
with basic requirements of directives related thereto, stated in paragraph B.

B) Fulfilled technical requirements

These products' characteristics comply with the technical parameters related to it and stated in MDD
93l42lEEC as amended, which stipulates the technical parameters for healthcare products.

C) Means of assessing conformity

Conformity was assessed by the procedure stated MDD 93l42|EEC

D) Used standards

The said products fulfills the requirements of these harmonized technical which were used

ixalfor assessing of conformity 
i
I

EC-OP-220117-09
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EU DECLARATION OF CONFORMITY
Manufacturer name

Registered address KOrkUn Mah. Hidayet Cad. No:23 OGUZEL| GAZIANTEP TURKEY

Telephone +90 850 807 6284

Fax

E-mail

+90 850 807 6284

info@,optium.com.tr

Brand

Directive

Conformity Assessment

Classification of the product as
the medical device:

Basic UDI-DI

Regulation (EU)20171745 on medical devices

Regulation (EU)20171745 on medical devices EK-IV EU DECLARATION OF
coNFoRMTTY(EKil&ilr)

According To Annex Vlll of Regulation (EU) 20171745 on medical devices
ClasslOther(nonsteri|e.withoutmeasuringfunc11on)

868289724801 1 rN86

Products

Description and function
designation:

Electrically operated hospital bed intended for use in the standard care, acute
care and intensive care, including all applicable accessories

WE HEREWITH DECLARE THAT THOSE ABOVE PRODUCTS WITH CE MARKING WHICH ARE
MANUFACTURED BY OUR COMPANY ALL COMPLY WITH REGULAT|ON (EU) 20171745 ON MEDICAL DEVICES, AND
REALIZE THEIR EXPECTED USES ALL CE FILES HAVE BEEN CERTIFIED BY THE COMPANY, CONSEQUENTLY
THEIR AUTHENTIC Y HAS BEEN QUARANTEED

Harmonised Standarts

The said products fulfills the requirements of these harmonized technical standards which were used for
assessing of conformity EN ISO 14971 2012, EN 60601-2-38, and EN 60601-2-52.2010

A statement that the declaration of conformity is issued under the responsibility of the manufacturer.

Place, Date of lssue
Approved By
Stamp and Signature

: GAZIANTEP I 12.08.2021

Electronic Low Bed, 4 l\,4otors

Electronic ICU Bed, 4 Motors

Electronic ICU and Patient Care Bed, 4

: Ahmet DAL / General Manager
:

TDB-08/03
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