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CERTIFICATE OF REGISTRATION 

This certifies that: 

EMSAS ELEKTIRIK MALZEMELERI SAN. VE TICARET A.S. 

1214 SOKAK NO:16 35000 IZMIR TURKEY 
 
is registered with the U.S. Food and Drug Administration pursuant to the Federal Food Drug and Cosmetic Act, 
as amended by the Bioterrorism Act of 2002 and the FDA Food Safety Modernization Act, such registration 
having been verified as currently effective on the date hereof by Royal Ace Foods Inc.:  

U.S. FDA Registration No.:  14490050824 

U.S. Agent for FDA              ROYAL ACE FOODS INC. 

Communications:                  4590 Qantas Ln, Suıte A7 Stocton CA 95206 USA 

This certificate affirms that above stated facility is registered with the US. Food and Drug Administration 
pursuant to the Federal Food Drug and Cosmetic Act, as amended by the Bioterrorism Act of 2002 and the FDA 
Food Safety Modernization Act, such registration having been verified as effective by Royal Ace Foods INC., as 
of the date hereof, and Royal Ace Foods INC. Will confirm that such registration remains effective upon request 
and presentation of this certificate until December 31,2021, unless such registration has been terminated after 
issuance of this certificate. Royal Ace Fodds INC. Makes no other representations or warranties, nor does this 
certificate make any representations or waranties to any person or entity other than the named certificate holder 
, for whose sole benefit it is issued. Royal Ace Foods INC. assumes no liability to any person or entity in 
connection with the foregoing. The US. Food and Drug Administration does not issue a certificate of 
registration, nor does the US. Food and Drug Administration recognize a certificate of registration. Royal Ace 
Foods INC. is not affiliated with.the US food and Drug Administration. 

 

                           Alemdag cad. Kısıklı Mah. No 60 Masaldan  

Is Merkezi B Blok Kat 4 Istanbul TURKEY  

 





















EC Declaration of Conformity

Manufacturer's Name: EMSAŞ ELEKTRİK MALZEMELERİ SAN. VE TİC. A.Ş. 

Manufacturer's Address: 1214 street No:16  NALDOKEN-BORNOVA/IZMIR/TURKEY 

Declares in sole responsibility that the CE certified product. 

Equipmens: Medical Refrigerators , Warming Cabinets and Plasma Thawers 

Product Models and Description  

Vaccine and Drug Storage Cooling Cabinets; EKT80 , EKT150 , EKT160 , EKT175 , EKT250 , EKT 425 , EKT 725 , EKT 2x725, EKT1450 , EKT-A 80 , 
EKT-A 100 , EKT-A 175 , EKT-A-250 , EKT-A 425 , EKT-A 725 , EKT-A 1450 ,EKC372. 

Plasma Freezers; EE100 , EE150 , EE300 , EE600 , EF100 , EF150 , EF300 , EF600 ,  

Ultra Low Freezers ; ULT200, ULT470 , ULT730 , YULT300 

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

Baby Bottle Warmers; EBI6 , EBI12 , EBI24 , EBI36 

Vaccine and Drug Storage Cooling Cabinets with Freezer Section; EKT-D 175 , EKT-D 425 , EKT-D 500 ,  

Serum and Blanket Warming Cabinet; EMI-50 , EMI-150 , EMI-350 , EMI-D-500 ,  

Plasma Thawer; EPS10 

Circulating Water bath ; ESB10 

Drying and Heating Oven; ET150 

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 I Non Steril 

Signed by Name - Position: Sinem VARDAR -Company Executive 

Signature 

Date / Place 01.01.2020 – Manisa / Turkey 



F-07             Rev No: 00      Date of Issue:06.10.2015          Sayfa: 1/1 

 

DDDEEECCCLLLAAARRRAAATTTIIIOOONNN   ooofff   CCCOOONNNFFFOOORRRMMMIIITTTYYY   
MANUFACTURER : EMSAŞ ELEKTRİK MALZEMELERİ SAN. TİC. A.Ş.  

ADRESS : Muradiye Sanayi Bölgesi 28 Sokak No: 6 Yunusemre / MANISA /TURKIYE  

PHONE : +90 236 214 03 96 – 97 - 98  

WEB : www.emsas-as.com.tr    

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

We declare that following product are in accordance with 93/42/EEC Medical Device Directive ( 
and 2007/47/EC amendment) ANNEX V, 2006/42/EC Machinery Directive, 2014/30/EU 
Electromagnetic Compatibility Directive and applicable standards.  
PRODUCT NAME : EE 150 , EE 300 , EF 150 , EF300 Plasma Freezer 

EKN 25 , EKN 50 , EKN 100 , EKN 200 ,EKN300 , EKN600 Blood Bank Refrigerator  
ECI1 , ECI2 , ECI3 Incubator , EAJ05 , EAJ09 , EAJL09 Agitator ,  
EPS10 Plazma Thawer,EMI50 , EMI150 , EMI350,EMI-D 500 Warming Cabinet  

CLASS : IIa 

RULE : 2 ( According to Annex IX,  93/42/EEC) 

APPLICABLE STANDARDS: 

  TS EN 980:2008   TS EN ISO 15223-1:2016 
TS EN ISO 14971:2016  TS EN 1041:2014 
TS EN 62366:2016   TS EN 62366-1:2016 
TS EN 61010 -1:2012   TS EN 60027-1:2010 
TS EN 60601-1,    TS IEC 60601-1 
TS IEC 60227-6:2003   TS IEC 60245-7:2007 
TS EN 61326-1:2013   TS EN 61000-4-2:2014 
TS EN 61000-4-4:2013  TS EN 61000-4-5:2014 
TS EN 61000-4-6:2014  TS EN 61000-4-8:2010 
TS EN 61000-4-11:2006  TS EN ISO 10993 – 1:2014 

 
GMDN NR.: 35704- Freezer, blood product 

NOTIFIED BODY: SZUTEST Teknik Kontrol ve Belgelendirme Hizmetleri Tic. Ltd. Şti. ,Yukarı dudullu 
Mah. NATO Yolu Cad. Çam Sokak No: 7 Ümraniye – İSTANBUL 
 

EC CERTIFICATE NO: : 2195-MED-1732001 

EC CERTIFICATE DATE: : 16.11.2017 

NB NO : 2195 

SERİ NO  
CE Marking Start  

: 
: 

Started with xxxx 
 

MANISA / TURKEY  Date 16.11.2017 
This declaration is valid for all manufactured CE-marked products from the date of issue until the 
issue of another declaration or cancellation of this declaration.   
 

  
Sinem  VARDAR 

Deputy General 
Manager 

http://www.emsas-as.com.tr/
mailto:info@emsas-as.com.tr
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