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MOLDOVA EUROPEANA &N 55" Elektrik Malzemeleri Sanayi Ticaret A.S.

EC Declaration of Conformity

Manufacturer's Name: EMSAS ELEKTRIK MALZEMELERI SAN. VE TiC. A.S.

Manufacturer's Address: Muradiye Mah. 28 sk. No:6 P.K.45140 Yunusemre / Manisa — TURKEY
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, EK372,EK-A 372, EKM B 372
Ultra Low Freezers ; 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 , EBI36

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

Directives:

93/42/EC Medical Devices

93/68/EEC CE Marking Directive

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/EC Medical Devices Class | Non Steril

Signed by Name - Position: Sinem TURKOGLU — Vice Chairman of Management Board

Signature

Date / Place 02.01.2025 — Manisa / Turkey




( ‘ LS Elektrik Malzemeleri Sanayi Ticareﬂ\.$.

EC Declaration of Conformity

Manufacturer's Name: EMSAS ELEKTRIK MALZEMELERI SAN. VE TiC. A.S.

Manufacturer's Address: indnii Mahallesi 28 Sokak Muradiye Kéyli Muradiye Bucagi 6 Dis Kapi No Merkez / Manisa /

TURKIYE

Declares in sole responsibility that the CE certified product.
Equipments: Medical Devices, Refrigerators, Warming Cabinets and Plasma Thawers
Product Models and Description

Blood Bank Refrigerator: EKN 25, EKN 50 , EKN 100, EKN200, EKN 300, EKN 600 , EKN 25 VK, EKN 50 VK, EKN 100 VK,
EKN 200 VK, EKN300 VK, EKN600 VK

Blood Plasma Freezer: EE 100 , EE150 , EE 300 , EE600 , EE100 VK , EE150 VK , EE300 VK, EE600 VK, EF100 , EF 150, EF 300 ,
EF 600 , EF 100 VK , EF150 VK, EF300 VK , EF600 K

Thrombocyte Incubator and Thrombocyte Agitator: ECI-1, ECI-2, ECI-3, ECI-1 VK, ECI-2 VK, ECI-3 VK, EAJ-05, EAJ-09, EAJ-L09
Above mentioned commodity is consistent to the below mentioned standards.01/01/2019

EN 60601-1 Medical Electrical Equipment

Directives:

93/42/EC Medical Devices

93/68/EEC CE Marking Directive

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 lla

Signed by Name - Position: Sinem TURKOGLU — Vice Chairman of Management Board

Signature

Date / Place 02.01.2025 — Manisa / Turkey




Elektrik Malzemeleri Sanayi Ticaret A.S.

CE AB UYGUNLUK BEYANI/DECLARATION OF CONFORMITY

URETICI/PRODUCER  :EMSAS ELEKTIK MALZEMELER| SANAYi VE TICARET A.S

ADRES/ADDRESS :28SK NO:6 YUNUSEMRE MURADIYE MANISA/Turkiye

E-MAIL : info@emsas-as.com.tr

TELEFON/PHONE  :00902362149697-98 WEB-SITESI: :www.emsas-as.com.tr

MARKA/BRAND:EMSAS

URUNLER/PRODUCTS REFRIGERATOR

URUN KODU/PRODUCT EKT 80/ EKT 100/ EKT 175 /EKT 250/ EKT 425/EKT 725/EKT 1450
CODE EKT-D 425/EKT-D 500/

SINIFI /CLASS SINIF1 , CLASS |

DIREKTIF /DIRECTIVE : 2017/745 MDR Ek-IV

BASIC UDI 869997506EKT4A

THIS DECLARATION CONFORMITY ISSUED BY ONLY THE RESPONSIBILITY OF THE PRODUCER. WE DECLARE
THAT; FOLLOWING MEDICAL DEVICE/S ARE MET TO MDR 2017/745 (EU) PROVISION FOR MEDICAL DEVICES.

BU UYGUNLUK BEYANI, YALNIZCA [URETICI] 'NiN SORUMLULUGU ALTINDA DUZENLENMISTIR. YUKARIDA
BELIRTILEN TIBBI CIHAZIN/CIHAZLARIN TIBBi CIHAZLAR iCiN YONETMELIK (AB) MDR 2017/745 HUKMUNU
KARSILADIGINI BEYAN EDERIZ..

GEN.MD.YRD / VICE OF GENERAL MANAGER

SIGNATURE: SINEM VARDAR
CITY,:MANISA/TURKEY

DATE: 01.01.2022

DEC.01/00/
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