
 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

DECLARATION OF CONFIRMITY 
 

 

MANUFACTURER : MEDSTER TIBBİ CİHAZ  VE SAĞLIK   HİZMETLERİ 

LİMİTED ŞİRKETİ 

 

ADDRESS : BAŞKENT OSB MALIKÖY MAH 19.CAD NO 51 SINCAN 

TURKEY 

0 216 365  

TELEPHONE  : (90-312) 3870550 

 

FAX     : (90-312) 387051 

 

E-MAIL  : info@medster.com.tr  

 

 

PRODUCTS:  

STERILIZATION CONTROL PRODUCTS 

 

     

CLASSIFICATION  : CLASS I, OTHERS (CHEMICAL INDICATORS, BOWIEDICK 

TEST PACKAGES, STERILIZATION TAPES, WASHER DISINFECTOR CLEANING 

INDICATORS, ULTRASONIC CLEANING INDICATORS, PCD HELIX TEST KITS, 

PLASTIC SECURITY SEALS etc.) 

             

CONFIRMITY EVALUATION METHOD : 93/42/EEC – VII, ISO15883-5, ISO11140, 

ISO13485 

 

We declare and confirm that above listed products comply with the standards and requirements of 

93/42/EEC Medical Devices Regulation, ISO 13485, ISO 11607, ISO 11140, EN 868-5, EN 868-

2, EN 868-3. All supporting documents are under manufacturer’s facilities.  

 

 

  

SIGNATURE                   BANU ÖZTÜRK 

               QUALITY ASSURANCE MANAGER 
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