s opbium —~— CM 35

TOUGHING LIVES Medicine and Instrument Cabinet

. Epoxy Powder Coated Steel Construction

. 2 lockable glass doors lockable with doors edges
o 3 shelves

. Adjustable feet

TECHNICAL DETAILS
Width: 80 cm
Depth: 40 cm
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TOUCHING LIVES Electronic Patient Bed, 3 Motors
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TITANIUM SERIES

Electronic Patient Bed

TI 32 Electrical hospital bed is designed to be used in general ward series. It is designed to
maximize infection control and fall prevention, while being easy to use. With wide range of
accessory options TI 32 covers comprehensive needs of users.
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TOUCHING LIVES Electronic Patient Bed, 3 Motors

o Electrical operated backrest, height and legrest adjustment
e Fowler and Vascular positions

e Hand remote control

e Lockable and detachable PP head and foot boards

e Auto-contour

e Four strips foldable steel side rails assisted by gas spring
e Auto-regression system for backrest

o Perforated steel sheet mattress platform

e Electrostatic powder coated metal frame

e Footrest adjustment by ratchet

e Height adjustable stainless steel IV pole

e Protective plastic corner bumpers

e 125mm diagonal lockable castors

¢ 150 mm central lockable castors (optional)

e Dual side manual CPR levers at backrest (optional)

e Trendelenburg position by gas spring (optional)

¢ Nurse control panel at foot side (optional)

e Bed Extension (optional)

e Battery backup (optional)

e [P66 standard electronic system

TECHNICAL DETAILS ELECTRICAL DATA

Overall Length: 215 cm Power In: 1.5A max. At 230V AC
Overall Width: 104 cm . . 50-60 Hz

Height Range: 41-84 cm E!ect.ncal Shock ProteFtlon: Class I, Type B
Backrest Angle: 0°-70° Liquid Ingress Protection: IPX6

Legrest Angle: 0°-35°

Castor Diameter: 12,5 cm

Under bed Clearance: 12,5 cm

Product Weight: 115 kg

Safe Working Load: 250 kg
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TOUCHING LIVES Electronic Patient Bed, 3 Motors

Accessories

Central Brake Castors Foot-end Nurse Rechargeable Battery X-Ray Translucent Backrest Dual Sided Manual
150 mm Control Panel Backup with Cassette Holder CPR at Backrest

Orthopedic Traction
System

ABS Mattress Platform Stationary Headboard

Lifting Pole Monitor & Defibrillator Oxygen Cylinder Holder Nurse Panel Shelf
Shelf

Color Options

P0OS P06 P07 P08

OPTIUM MEDIKAL LTD. STI.
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TOUCHING LIVES Bedside Cabinet with Overbed Table

e ABS cover on top platform

e Aluminum Corners strengthen the construction

¢ 1 small drawer with ABS compartment

e Extra space for accessories

¢ 1 big drawer ABS compartment inside

e Gradually height adjustment for overbed table by gas piston assistance
e Integrated Overbed table with Aluminum rails

o Tiltable table (optional)

e 360° swivel, diagonal lockable castors, 5 pcs

TECHNICAL DETAILS

Width: 63 cm
Depth: 47 cm
Height Cabinet 88,5 cm
Table Dimension: 40 x 58 cm
Height Table: 84-112cm
Castor Diameter: 7,5 cm

OPTIUM MEDIKAL LTD. STI.
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CERTIFICATE

e A% Uluslararasi c €

Cer.t Belgelendirme
CE UYGUNLUK BEYANI

CE DECLARATION OF CONFORMITY
OPTiUM MEDIKAL LiMITED 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 requirement:
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 tammlanan irinin TIBBI CTHAZ YONERGESI 93/42 / EEC, Yénetmelik (AB) 2017/745
tasanm ve tipine gore tarafimizea dolasima sokulan uygun temel giivenlik ve saglik sartlarina uygun oldugunu beyan ederiz. Uriiniin
degistirilmesi durumunda, tarafimizdan {izerinde anlagmaya vanlamayan bu beyan gegerliligini kaybedecektir.

Description Of The Product/Product Part : Hospital Furniture

Uriiniin / Uriin Parca Tamm : Hastane Mobilyasi

Model :

IN-45 - Electronic ICU Bed, Column Motors CL 22 Electrenic Patient Care Bed, 2 Motors

IN-44 - Electronic ICU Bed, Column Motors CF-45 - Electrical ICU Bed, Column Motors

IN-43 - Electronic Low Bed, 4 Motors CF-44 - Electrical ICU Bed, Column Motors

IN-42 - Electronic 1CU Bed, 4 Motors CF-43 - Electrical ICU Bed, 4 Motors

IN-41 - Electronic TCU and Patient Care Bed, 4 Motors CF-42 - Electrical ICU Bed, 4 Motors

IN-32 - Electronic Patient Care Bed, 3 Motors CF-41 - Electrical Patient Bed, 4 Motors

IN-22 - Electronic Patient Care Bed, 2 Motors CF-31 - Electrical Patient Bed, 3 Motors

TI-46 - Electrical ICU bed, 4 Motors CF-22 - Electrical Patient Bed, 2 Motors

T1-44 - Electrical ICU bed, Columnar Motors PE-41 - Pediatric ICU Bed, 4 Motors

TI-42 - Electrical ICU bed, 4 Motors PE-32 - Pediatric Ward Bed, 3 Motors

TI-41 - Electrical ICU and Patient Bed, 4 Motors PE-22 - Pediatric Ward Bed, 2 Motors

T1-32 - Electrical Ward Bed, 3 Motors OBSTETRA - Electronic Delivery Bed, Columnar Motors
TI1-22 - Electrical Ward Bed, 2 Motors DB 34 - Electronic Delivery Bed, 3 Motors

CL 55 Electronic ICU Bed, 5 Motors MATERNEUM - Electronic Gynecology Couch

CL 50 Electronic ICU Bed, 5 Motors,Column Motors GYNEA 3 - Gynecology Table, 3 Motors

CL 45 Electronic ICU Bed, Column Motors EXAMY 4 - Examination Couch, Electrical Height Adjust ment
CL 44 Electronic ICU Bed, Column Motors EXAMY 5 - Examination Couch, Height Adjustable

CL 43 Electronic ICU Bed,4 Motors

CL 42 Electronic ICU Bed, 4 Motors

CL 41 Electronic ICU and Patient Care Bed, 4 Motors
CL 32 Electronic Patient Care Bed, 3 Motors
Applicable EC Directives

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

Certificate Number/Sertifika Numaras: :A1552024

Certificate Issue Date/Sertifika Hazirlanma Tarihi  : 21.02.2024
Certificate Validity Date/Sertifika Gegerlilik Tarihi : 21.02.2027
EU Representative/AB Temsilcisi

(Authorized Signature and Title)

(Yetkili Imza ve Unvan )
Sistem etkin bir gekilde sdrdortidikge ve gazetim tetkikler zamaninda yapikdi§) middetce bu belge 3 yii gegeridir.
g i lerde dahil kabul

BEL denatim yGritd i gerekli itina ve yetkinlik i

etmeyecektir Bu belgenin miliiyet hakki BEL aittir ve istenildijinde iade edilmelidir.

ILAS-MS-0089

032654 BELCERT ULUSLARARASI BELGELENDIRME SIRKETI

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

' - T ; . g . . T -
www.belcert.com Belgenin gecerlilik durumu https://www.belcert.com adresinden kontrol edilebilir.




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 agagida tanimlanan iriiniin TIBBi CIHAZ YONERGESI 93/42 / EEC, Yénetmelik
(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 : Hospital Furniture

Uriiniin / Uriin Parca Tanim : Hastane Mobilyasi

Model :

MOMENTUM - Functional Trauma Stretcher COSY BD - Blood Drawing Chair

EMERGEUM - Functional Emergency Stretcher COSY PT - Patient Transfer Chair

TRAVELLER - Patient Stretcher SB 01 - Attendant Sofa Bed With Castors

ST 62 - Hydraulic Patient Stretcher SB 02 - Attendant Sofa Bed

ST 72 - Patient Stretcher SB 03 - Reclining Chair

ST 13 - Patient Stretcher, Stainless Steel SB 04 - Sofa Bed

OT TRANS - Operating Room Transfer Stretcher, Stainless Steel SB 09 - Companion Seat, Metal

STACKER SS - Stackable Wheelchair, Stainless Steel SM 07 - Standard Manual Wheelchair

STACKER MRI - Stackable Wheelchair, MRI Compatible UNICART EMERGENCY - Emergency Cart
STACKER AL - Stackable Wheelchair, Aluminuim Const. UNICART ANESTHESIA - Anesthesia Cart

DC 44 - Electrical Dialysis and Chemotherapy Chair, 4 Motors UNICART DRESSING - Dressing and Medication Cart
BD 48 - Electrical Blood Drawing Chair, 4 Motors UT 26 - Emergency Trolley

BD 28 - Electrical Blood Drawing Chair, 2 Motors UT 27 - Dressing & Procedure Trolley

EC 17 - Ent and Eye Examination Chair UT 28 - Anesthesia Trolley

BD 18 - Blood Drawing Chair UT 29 - Medicine Trolley

Applicable EC Directives

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

Certificate Number/Sertifika Numaras: + A1552025

Certificate Issue Date/Sertifika Hazirlanma Tarihi :21.02.2024

Certificate Validity Date/Sertifika Gegerlilik Tarihi :21.02.2027

EU Representative/AB Temsilcisi

(Authorized Signature and Title)

(Yetkili Imza ve Unvani )

Sistem etkin bir sekilde sGrdrQldukce ve gozetim tetkikleri zamaninda yapildig: middetce bu belge 3 yil gegerlidir.
BEL denetim yiritilmesinde gereki itina ve yetkinlik ragmen bayak kabul
etmeyecektir. Bu belgenin malkiyet hakla BEL aittir ve istenildiginde iade edilmetidir.

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

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




optium C€

[OUCHING LIVES

EU DECLARATION OF CONFORMITY

Manufacturer name Optium Medikal Ltd.Sti.
Registered address Kérkiin Mah. Hidayet Cad. No:23 OGUZELI GAZIANTEP TURKEY
Telephone +90 850 807 8462
Fax +90 850 807 8462
E-mail info@optium.com.tr
(]
Brand optium
Directive Regulation (EU) 2017/745 on medical devices
) Regulation (EU) 2017/745 on medical devices EK-IV EU DECLARATION OF
Conformity Assessment CONFORMITY (EK Il & I11)
Classification of the product as According To Annex VIII of Regulation (EU) 2017/745 on medical devices
the medical device: Class | Other (nonsterile, without measuring function)
Basic UDI-DI 8684325440440TH2Z
Model Product Name UDI-DI Number EMDN Code
OCB 06 | Bedside Cabinet with Overbed Table 8684325440905 V08068099
Bedside Cabinet with Overbed Table 8684325440912 V08068099
OCB 16 ABS Structure
OCB 26 | Bedside Cabinet with Overbed Table 8684325440929 V08068099
Products Combined Aluminium
OCB 36 | Bedside Cabinet with Overbed Table 8684325440936 V08068099
OCB 46 | Bedside Cabinet with Overbed Table, 8684325440943 V08068099
Metal

Description and function

desi o Bedside cabinets with overbed tables, including all applicable accessories.
esignation:

WE HEREWITH DECLARE THAT THOSE ABOVE PRODUCTS WITH CE MARKING WHICH ARE
MANUFACTURED BY OUR COMPANY ALL COMPLY WITH REGULATION (EU) 2017/745 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
A statement that the declaration of conformity is issued under the responsibility of the manufacturer.

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

TDB-08/19
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optium C€

TOUCHING LIVES

EU DECLARATION OF CONFORMITY

Manufacturer name Optium Medikal Ltd.Sti.

Registered address Kérkiin Mah. Hidayet Cad. No:23 OGUZELI GAZIANTEP TURKEY

Telephone +90 850 807 8462

Fax +90 850 807 8462

E-mail info@optium.com.tr

Q
Brand optium
Directive Regulation (EU) 2017/745 on medical devices
) Regulation (EU) 2017/745 on medical devices EK-IV EU DECLARATION OF

Conformity Assessment CONFORMITY (EK I & I1I)

Classification of the product as According To Annex VIII of Regulation (EU) 2017/745 on medical devices

the medical device: Class | Other (nonsterile, without measuring function)

Basic UDI-DI 8684325440440TH2Z

Model Product Name UDI-DI Number EMDN Code

MR 39 Medical Records Storage Cabinet | 8684325441650 V0880
LC 15 Linen Cabinet 8684325441704 V0880
MHT 32 Filling Cabinet 8684325441742 V0880

PrzaldEs CI 19 Medicine Cabinet 8684325441810 V0880
CM 35 Medicine and Instrument Cabinet | 8684325441827 V0880
CM 37 Instrument and Medicine Cabinet | 8684325441834 V0880
CM 38 Medical Cabinet 8684325441841 V0880

Description and function

: o Metal cabinet, including all applicable accessories.
designation:

WE HEREWITH DECLARE THAT THOSE ABOVE PRODUCTS WITH CE MARKING WHICH ARE
MANUFACTURED BY OUR COMPANY ALL COMPLY WITH REGULATION (EU) 2017/745 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
A statement that the declaration of conformity is issued under the responsibility of the manufacturer.

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

TDB-08/23
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CERTIFICATE

OPTIUM MEDIKAL
LIMITED SIRKETI

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

Has been assessed and found to comply with the requirements of:
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goriilmiistiir:

ISO 9001:2015

The Quality Management System is applicable to:
Kalite Yonetim Sistemi:

PRODUCTION, R&D AND SALES OF HOSPITAL EQUIPMENT AND FURNITURE

HASTANE EKiPMANLARI VE MOBILYALARI URETIiMI, AR-GE VE SATISI

Certificate Number: QMS-007227 Initial Certification Date: 08.04.2025
Belge Numarasi: QMS-007227 Ik Belgelendirme Tarihi: 08.04.2025

Certificate Validity Date: 07.04.2027

Certification Period: 3 Years
Belge Gegerlilik Tarihi: 07.04.2027

Belgelendirme Periyodu: 3 Yil

IQR Certification Approval

ACCREDITED

Management Systems
Certification Body

MSCB-135

IQR INTERNATIONAL CERTIFICATION SERVICES LLC
8 The Green Suite A, Dover, Delaware 19901, USA
www.igrcert.com | e-posta: info@igrcert.com




CERTIFICATE

OPTIUM MEDIKAL
LIMITED SIRKETI

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

Has been assessed and found to comply with the requirements of
Denetlenmis ve asagidaki standardin gerekliliklerine uygunlugu goriilmiistiir:

ISO 13485:2016

Medical Devices-Quality Management System is applicable to:
Tibbi Cihazlar Kalite Yonetim Sistemi

PRODUCTION AND SALES OF HOSPITAL EQUIPMENT AND FURNITURE
HASTANE EKIPMANLARI VE MOBILYALARI URETIMI VE SATISI

Certificate Number: 2025/MDQMS/000944 Initial Certification Date: 08.04.2025
Belge Numarasi: 2025/MDQMS/000944 11k Belgelendirme Tarihi: 08.04.2025

Certification Period: 3 Years Certificate Validity Date: 07.04.2027
Belgelendirme Periyodu: 3 Yil Belge Gegerlilik Tarihi: 07.04.2027

d IOR Certification Approval

ACCREDITED

Management Systems
Certification Body

MSCB-135

IQR INTERNATIONAL CERTIFICATION SERVICES LLC
8 The Green Suite A, Dover, Delaware 19901, USA
www.igrcert.com | e-posta: info@iqrcert.com
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