CERTIFICATE

e? Uluslararasi c €

C e rt/ 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 tanimlanan iiriiniin TIBBI CIHAZ YONERGESI 93/42 / EEC, Yonetmelik (AB) 2017/745
tasarim ve tipine gore tarafimizca dolagima sokulan uygun temel giivenlik ve saglik sartlarina uygun oldugunu beyan ederiz. Uriiniin
degistirilmesi durumunda, tarafimizdan iizerinde anlagmaya varilamayan bu beyan gegerliligini kaybedecektir.

Description Of The Product/Product Part : Hospital Furniture

Uriiniin / Uriin Parca Tanimi : Hastane Mobilyasi

Model :

IN-45 - Electronic ICU Bed, Column Motors CL 22 Electronic 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 ICU Bed, 4 Motors CF-43 - Electrical ICU Bed, 4 Motors

IN-41 - Electronic ICU 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-32 - Electrical Patient Bed, 3 Motors

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

TI-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

TI-32 - Electrical Ward Bed, 3 Motors OBSTETRA - Electronic Delivery Bed, Columnar Motors
TI-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 Numarasi :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 Unvani )

Sister etkin bir sekilde sCrdurtiduie ve gozetim tetiikleri zamaninda yapiidigI maddetge bu belge 3yt gecerk idir.
BEL denetim yGiritdimesinde gerekli tina ve yetkinlik ragmen bilyGk abul

‘etmeyecektir. Bu belgenin milkiyet hakki BEL aittir ve istenildiginde iade edilmelidir.

ACCREDITED

ILAS-MS-0089

032654 BELCERT ULUSLARARASI BELGELENDIRME SIRKETI

Hurriyet Bulvari, No:45, Tirkseven 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.




). Uluslararasi
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
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 triinon TIBBI CIHAZ YONERGESI 93/42 / EEC, Yonetmelik
(AB) 2017/745 tasarim ve tipine gore tarafimizca dolasima sokulan uygun temel giivenlik ve saghk sartlarina uygun
olduBunu beyan ederiz. Urimiin degistirilmesi durumunda, tarafimizdan tizerinde anlagmaya varilamayan bu beyan

gegerliligini kaybedecektir.

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

Model :

ME-55 - Hydraulic ICU and Patient Bed

ME-53 - Hydraulic Patient Bed

ME-34 - Manual ICU Bed, 3 Cranks

ME-30 - Manual ICU Bed, 3 Cranks

ME 40 - Mechanical ICU Bed, 4 Crank

ME-24 - Mechanical Bed, 2 Cranks

ME 25 - Manual Patient Care Bed, 2 Crank

ME-20 - Manual Patient Care Bed, 2 Cranks

ME-22 - Manual Patient Care Bed, 2 Cranks, Foldable Legs
ME-11 - Manual Patient Care Bed, 1 Crank, Foldable Legs
ME-10 - Manual Patient Care Bed, 1 Crank

ME-07 - Patient Bed, Single Adjustment

PM-20 - Mechanical pediatric Bed, 2 Cranks

Applicable EC Directives
Uygulanabilir Direktifler
Applicable Harmonised Standards
Uygulanabilir Standartlar

: Hospital Furniture
: Hastane Mobilyas:

PM-11 - Mechanical Pediatric Bed, 1 Crank

PM-10 - Mechanical Pediatric Bed, Single adjustmen
CRIB 1 - Height Adjustable Baby Crib

CRIB 2 - Baby Crib

CRIB 3 - Baby Crib, Stainless Steel

RO 58 - Hydraulic Birthing Bed

GYN 16 - Gynecology Table, Mechanic

GYN 17 - Gynecology Table, Stainless Steel

EXAMY1 - Examination Couch with Cabinet

EXAMY?2 - Examination Couch with Drawers

EXAMY3 - Examination Couch with Knockdown Const.
EXAMY SS - Examination Table, Stainless Steel
EXAMY 8 - Pediatric Examination Couch

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

: 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 Numarasi

Certificate Issue Date/Sertifika Hazirlanma Tarihi

: OPTIUM
: A1552026

:21.02.2024

Certificate Validity Date/Sertifika Gegerlilik Tarihi :21.02.2027

EU Representative/AB Temsilcisi
(Authorized Signature and Title)
(Yetkili imza ve Unvam )

Sistem etkin bir gekilde
BEL denetim ylritimesinde gerekli mm va yetkinlik

yapikiigi moddetge bu belge 3yil gegerfidir.
kabul

gmen blyok it
etmeyecektir.Bu belgenin maikiyet hakki BEL aittir ve memldxgwme iade ediimelidir.

ACCREDITED

ILAS-MS-0089

BELCERT ULUSLARARASI BELGELENDIRME SIiRKETI

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

275Q

3758

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.




TOUCHING LIVES

CERTIFICATE OF GUARANTEE

OPTIUM MEDIKAL LTD. STI.

TO WHOM IT MAY CONCERN

OPTIUM certifies its products to be free of manufacturing defect and warrantees its
products for a term of 24 months after date of purchase.

The warrantee does not cover damage made by persons through improper installation or
operation.

After the end of the two years warrantee period, OPTIUM guarantees the availability of
spare parts service against fee for a period of 10 years.

OPTIUM also certifies that each supplied item is new and not refurbished.

OPTIUM MEDIKAL LTD. STI.

Tic.$, N A'
Sus

info@optium.com.tr | +90 850 807 62 84 (pbx) | www.optium.com.tr
Airport Industrial Zone Hidayet St. No: 23 Oguzeli Gaziantep Turkey



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 URETiMI, AR-GE VE SATISI

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

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

* 7

o(.kf SR
OitaTioN
IQR Certification Approval

ACCREDITED

Management Systems
Certification Body

ooy

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:
T1bbi Cihazlar Kalite Yonetim Sistemi

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

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

Certification Period: 3 Years Certificate Validity Date: b7.04.2027
Belgelendirme Periyodu: 3 Yil Belge Gegerlilik Tarihi: 07.04.2027

. 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@iqrcert.com




CERTIFICATE

Cbe?t ) Ystoraras:

OPTIUM MEDIKAL LIiMITED SIRKETI

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

Kurulusunun “HASTANE EKIPMANLARI VE MOBILYALARI URETIMI,
AR-GE VE SATISI” Kapsam1 i¢in

For scope “MANUFACTURING, R&D AND SELLING OF HOSPITAL
FURNITURES AND EQUIPMENT »

Cevre Yoénetim Sistemi
Environmental Management System

Kurdugunu ve uyguladigini belgelemekte ve BEL tarafindan gergeklestirilen denetim
bu yonetim sisteminin agagidaki standardin sartlarini kargiladigini dogrulamaktadir.

It certifies that it is established and implemented, and the audit performed by BEL
it confirms that this management system meets the requirements of the following standard.

EN ISO 14006:2020

Sertifika Numaras: / Certificate Number : A1802280
Sertifika Kodu / Certificate Code : OPTIUM
Sertifika Yaym Tarihi / Certificate Issue Date 1 27.04.2026
Sertifika Gegerlilik Tarihi / Certificate Validity Date 1 27.04.2027
Sertifika Periyodu/ Certificate Period : 1Y/ 1 Year

Sistem etkin bir sekilde strdirlidikge ve gozetim tetkikleri zamaninda yapildigi middetge bu belge 1 yii gegeridir.
BEL denetim ylritaimesinde gerekli itina ve yetkinlik go ine ragr biyik ihti dahil luluk kabul
etmeyecektir. Bu belgenin mulkiyet hakki BEL aittir ve istenildiginde iade edilmelidir.

iLAS
ACCREDITED

ILAS-MS-0089

BELCERT ULUSLARARASI BELGELENDIRME SIRKETI

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

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

www.belcert.com




CERTIFICATE

(b\l\\ Uluslararasi

Cert Belgelendirme

TS EN ISO 14971:2019
STANDARD COMPLIANCE CERTIFICATE

MANUFACTURER;

OPTiUM MEDIKAL LIMITED SiRKETI

KORKUN MAH. KORAY AYDIN CAD. NO: 28
OGUZELI/ GAZIANTEP

Product Name: Risk Management To Medical Devices
Standard Comphance: TS EN ISO 14971:2019
Compliance Route: Self Declaration

Certificate of conformity Publication Date: 13.05.2026
Certificate of Conformity Valid Date: 13.05.2027

Certificate of conformity Number: A1803327

Certificate of conformity Code: OPTIUM

It has been examined that your company produces in accordance with the
TS EN ISO 14971:2019 standard on the above-mentioned subjects.
The Standard Conformity certificate was prepared on 13.05.2026

iLAS
ACCREDITED

ILAS-MS-0089

BELCERT ULUSLARARASI BELGELENDIRME SIiRKETI

Hiirriyet Bulvari, No:45, Tirkseven 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



. Uluslararasi
Belgelendirme

OPTiUM MEDIKAL LIMITED SIRKETI

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

Kurulusunun “HASTANE EKIPMANLARI VE MOBILYALARI URETIMI,
AR-GE VE SATISI” Kapsam icin

For scope “MANUFACTURING, R&D AND SELLING OF HOSPITAL
FURNITURES AND EQUIPMENT”
Is Sagh@ ve Giivenligi Yonetim Sistemi

Occupational Health and Safety Management System

Kurdugunu ve uyguladigini belgelemekte ve BEL tarafindan gergeklestirilen denetim
bu yénetim sisteminin asagidaki standardin sartlarim karsiladigim dogrulamaktadir.

It certifies that it is established and implemented, and the audit performed by BEL
it confirms that this management system meets the requirements of the following standard.

ISO 45001: 2018

Sertifika Numaras: / Certificate Number : A1804916
Sertifika Kodu / Certificate Code : OPTIUM
Sertifika Yayin Tarihi / Certificate Issue Date : 11.06.2026
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 11.06.2027
Sertifika Periyodu/ Certificate Period : 1Y/ 1 Year
Sistem etkin bir sekilde siirdiiriikiikge ve gézetim ikleri bu beige 1 yil gecerlidir.

BEL denetim yritimesinde gerekli itina ve yetkinik gostermesine ragmen biyiik intimallerde dahil sorumiuluk kabul
etmeyecektir.Bu beigenin milkiyet hakin BEL aittir ve istenildijinde iade ediimelidir.

iLAS
ACCREDITED

ILAS-MS-0089

BELCERT ULUSLARARAS| BELGELENDIRME SIRKETI

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

Belgenin gegerlilik durumu htt s.//www.belcert.com adresinden kontrol edilebilir.
www.belcert.com hitps:/fwwwiberceri.com




GCR CERT

CERTIFICATE

OPTIiUM MEDIKAL
LiMIiTED SIRKETI

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

In recognition of the organization’s Managements System which complies with

I1SO 22716:2013:GMP

GOOD MANUFACTURING PRACTICES

The scope of activities covered by this certificate is defined below

PRODUCTION AND SALES OF HOSPITAL EQUIPMENT AND FURNITURE

HASTANE EKiPMANLARI VE MOBILYALARI URETIMI VE SATISI
Certificate Number : GCR/CERT-09.2025.005592

Certificate Issue Date : 10.09.2025
Certificate Validity  : 09.09.2026

Vo ctrrgir Otira \ {fecncerr |}

; ‘1 STy Yo 4 . j

Abimanyu Gaurav L RS A\\? RS P4
Approval %Q .

E E For updated information concerning the present certificate visit at www.gcrcert.co.in
l' 1 Global Certification & Register Services Limited
NO.7-1-189/33/4, 3ST floor, akshaya , shobana colony, BALANAGAR INDIA
certification@gcrcert.co.in

E www.gcrcert.co.in



