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DECLARATION OF CONFORMITY 

 

Manufacturer : TURKUAZ BIYOMEDIKAL TEKN. VE SAG. HIZM. SAN. TIC. LTD. STI. 

  KAZIM OZALP MAH. HAFTA SOK. NO: 23/2 06610 CANKAYA / ANKARA /TURKEY 

 

We, as manufacturer of this product, herewith declare under our sole responsibility that the below mentioned products: 

 

Product  : Steam Sterilizer 

GMDN Code : 38671 

Model Code* : PLUSTEAM 1S, PLUSTEAM 1M, PLUSTEAM 1L, PLUSTEAM 1XL, PLUSTEAM 2, PLUSTEAM 4, PLUSTEAM 6, 

PLUSTEAM 8, PLUSTEAM 10, PLUSTEAM 12, PLUSTEAM 14 

Classification  : IIb (According to MDD, Annex IX – Excluding Section 4) 

 

meet the provisions of the following EC Council Directives and Standards. All supporting documentation’s are retained under 

the premises of the manufacturer and the notified body. 

Directives : Medical Device Directive (MDD 93/42/EEC), Annex II (Excluding Section 4) and 200//47/EC Annex 2.3 

requirements. MDD 93/42/EEC and 2007/47/EC Annex 2.3 (Excluding conformity assessment route Annex 

4) 

Standards : Standards applicable to this product are EN 60601-1, EN 60601-1-2, EN 62304, EN 60204-1, EN 285, EN 

13445-1, EN ISO 17665-1, EN15223-1, EN 62366, EN 14971, IEC 60529, EN 1041, EN 61010-2-40, EN 

61010-1, EN ISO 13485, EN ISO 9001, EN ISO 14001 

 

Notified Body  : UDEM International Certification Auditing Training Centre Industry and Trade Co. 

Mutlukent Mah. 2073. Sok. (Eski 93. Sok) No: 10 Çankaya / ANKARA / TURKEY 

Conf. Asses. Route : MDD 93/42/EEC and 2007/47/EC Annex 2.3 requirements, excluding annex 4. 

 

M. Hilmi MİRELİ 

CEO 

01.09.2021  

 
Expiry Date: 26.08.2023 / Revision: 2021.01 

* When used, “_1” and “_2” used after model codes indicated sub-model mentioning door formation of the indicated models. 
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