SERTIFIKA
CERTIFICATE

KALITE YONETIMI / QUALITY MANAGEMENT
EMSAS ELEKTRIK MALZEMELERI SAN. VE TIC. A.S

kurulusunun,
company,

Muradiye Sanayi Bolgesi Muradiye Mah. 28 Sok. No: 6
Yunus Emre / Manisa / Tiirkiye

adresinde,
at address,

ISITMA SISTEMLERI, ELEKTRIKLI KOMBI, TERMOBOYLER, TERMOSIFON, ISI POMPASI,
SOGUTMA SISTEMLERI, SANAYI TiPi SU SEBILLERI, SANAYI VE EV TiPi SOGUTUCULAR
DOLAPLAR, KAN SAKLAMA DOLABI, ASI SAKLAMA DOLABI, TROMBOSIT INKUBATORU,
AJITATOR, PLAZMA SAKLAMA DOLABI, PLAZMA ERITME VE KAN ISITMA CIHAZI
URETIMI, SATISI, ITHALAT VE IHRACATI

HEATING SYSTEMS, ELECTRIC BOILER, TERMOBOY ARE HEATING, HEAT PUMP, COOLING SYSTEM,
INDUSTRIAL WATER DISPENSERS, DOMESTIC AND INDUSTRIAL REFRIGERATION CABINETS, BLOOD
BANK REFRIGERATORS, VACCINE STORAGE CABINETS, PLATELET INCUBATOR, AGITATOR, PLASMA
STORAGE CABINET, PLASMA MELTING AND BLOOD HEAT DEVICE PRODUCTION, SALES, IMPORT AND
EXPORT

kapsaminda
at scope

kalite yonetim sistemi yiiriirliige koydugu,
perform the quality management system,

SO 9001: 2015

standart taleplerinin yerine getirildigi belirlenmistir.

the complete of the standard was determined.
P D?gltnltflly signed by Bolea Petru

Date: 2025.07.21 10:46:03 EEST
ik Yayin Tarihi / Date First Registered  : 12.10.2015 Reason: MoldSign Signature

Location: Moldova
Yaym Tarihi / Date Certificate Issued : 23.09.2024 ‘ MOLDOVA EUROPEANA
Gegerlilik Periyodu / Period of Registration :3 Yil/ Years
Gegerlilik Tarihi ~ / Date Certificate Expires : 11.09.2025
Sertifika Numaras: / Certificate No 1 01/11240/10

Onay:
Approved by:

Kalite Yonetim Sistemi E . -
SRR P TURKAK BDS NO
YS-6507-7316

Bu sertifikanin gecerliligi, yilda en az bir kez yaptlacak gdzetim denetiminin
basarilt gegmesine baglidir. Bu durumda belge yeniden dizenlenecektir.
The Validity of this certificate, subject to successful completion of surveillance audit
which will take place at least once a year. In s case, the document will be resised.

ASB Uluslararasi Belgelendirme Gdzetim Denetim ve £gitim Hiz. Ltd. $ti. / ASS International Certification Surveillance, Auditing and Training Services Ltd. Company
Tathsu Mh. Akif Inan Sk. Sevim Residence No:16 Daire:13 Kat:06 Umraniye — Istanbul / TURKIYE Tel: +30 216 526 10 04 Fax: +90 216 526 30 91 e-mail: bilgi@asbcert.com.tr
Bu sertifika, kurulusun ASB'nin sartlanna uydugu siirece gegerlidir. Sertifikanin durumu www asbcert.com.tr adresinden kantrol edilebilir.

The Validity shall remain in force as long as the corporation follows instructions of ASB. Certificates status can be checked at www.asbeert.com.tr
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WORLD QUALITY REGISTRAR

CERTIFICATE

Emsag Elektrik Malzemeleri Sanayi ve Tic.
- AS. i s

!

!

Muradiye Mah. 28 (OSB) Sk. Emsag No: 6 Yunusemre Manisa Tiirkiye

This certificate is issued for the above-mentioned company, according to the following scope given
by the WQR Certification.

1ISO 13485:2016

Medical Devices Quality Management System

Scope of Certification

Design, Production, Sales Marketing and Technical Service of Blood Cabinets, Platelet
Incubators, Platelet Agitators, Plasma Storage Cabinets and Vaccine Cabinets, Ulfra Low
Freezer, Ice Line Cabinets, Breast Milk Storage Cabinets, Baby Bottle Warmers, Incubators,
Plasma Heating, Serum Warming Cabinets, Oven, Refrigerated Incubators, Test Cabinets

Certificate No : W-250547
Publication Date : 22.05.2025
Last Issue Date : 22.05.2025
Expiry Date : 21.05.2026

World Accreditation Services WQR Inte c&ﬂiﬁcaﬁon L‘d.
Director

ACCREDITED

CERTIFICATION BODIES

EN ISO/TEC 17021

The validity of the certificate can be checked through www.wgrcert.com or www.the-was.com.




( < 5 Elektrik Malzemeleri Sanayi Ticareﬂ.$.

EC Declaration of Conformity

Manufacturer's Name: EMSAS ELEKTRIK MALZEMELERI SAN. VE TiC. A.S.
Manufacturer's Address: Muradiye Mahallesi 28 Sokak Dis Kapi No:6 Yunusemre / Manisa / TURKIYE
Declares in sole responsibility that the CE certified product.

Equipments: Medical Devices, Refrigerators, Warming Cabinets and Plasma Thawers

Product Models and Description

Pharmacy Refrigerator ; EKT80 , EKT150 , EKT160 , EKT175 , EKT250 , EKT 425, EKT 725 , EKT2x725, EKT1450 ,
EKT-A 80, EKT-A 100 , EKT-A 175, EKT-A-250 , EKT-A 425, EKT-A 725, EKT-A 1450,

Refrigerator EK380 , EKL.380

Portable Refrigerator & Freezer

Ultra Low Freezers ; ULT100, ULT200, ULT470 , ULT730 , ULT800 , YULT350

Breast Milk Cooling Cabinet and Freezers ; ANS-F 150 , ANS-E-175, ANS-D-425,

Baby Bottle Warmers; EBI06 , EBI09 , EBI12 , EBI24

Combined Refrigerator and Freezer; EKT-D 175, EKT-D 425, EKT-D 500,

Fluid and Blanket Warming Cabinet; EMI-50 ,EMI-80, EMI-150 , EMI-250, EMI-350 , EMI-500 , EMI-D-500 ,
Plasma Thawer; EPS10 — EPT6

Circulating Water bath ; ESB10

Drying and Heating Oven; ET150 , ET60

Cooled Incubator; ESI100

Above mentioned commodity is consistent to the below mentioned standards.01/01/2019

EN 60601-1 Medical Electrical Equipment

60601-1-2

61010-1

61326-1

Directives:

93/42/EC Medical Devices

93/68/EEC CE Marking Directive

2017/745

This is to certify that the product and current types described above is in confirmity with the applicable requirements of
the directive.

Conformity assesment procedure; 93/42/EEC Medical Devices Class | , 2017/745
Signed by Name - Position: Sinem TURKOGLU — Vice Chairman of Management Board

Signature

Date / Place 02.01.2025 — Manisa / Turkey
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