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DECLERATION OF CONFORMITY 

02.08.2023 

Products Name:   Detro Enzym, Detro Enzym Plus DW, Detro Matic Enzym, Detro Matic A, Detro 

Matic NF, Detro Matic NS, Detro Enzym Foam, Detro Lube, Detro Lube Spray, 

Detro Multicare, Detro Multicare R, Detro Dent, Detro Dent R, Detro Instruclean, 

Detro Forte test strip, Detro OPA test strip, Detro PAA 1500 test strip, Detro PAA 

2200 test strip, Detro Activ test strip, Detrocid Enzym test strip, Detrocid Activ 

test strip, Akadent Extra test strip, Detro Cleanex, Basins, Detro vericheck, 

Akadent Ready test strip  

Producer Name:  Detro Healthcare Kimya Sanayi A.Ş. 

Producer Address: Atatürk mh. Cemal Gürsel cd. No:8/3 Esenyurt-İstanbul/Turkey 

Class:   Class I 

 

We declare that above written Class I products are produced in accordance with 93/42 EEC Full 

Quality Assurance System / Annex 7. 

 

 

Şevket KILIÇ 

General Manager  

 

 

 

 



 

 
 
 
 
 
 
 
 
“Pursuant to the provisions of Regulation (EU) No. 2023/607 issued by the European Commission, 
devices regulated in accordance with Directive 93/42/EEC, provided that they fulfill the conditions 
specified in this Regulation: 
 

 December 31, 2027 for class III devices and class IIb implantable devices excluding sutures, 
staples, dental fillings, dental brackets, dental crowns, screws, wedges, plates, wires, pins, 
clips and connectors; 

 
 December 31, 2028 for class IIb devices other than those covered above, class IIa devices and 

class I devices placed on the market in sterile condition or with a measuring function 
 

 Devices for which the conformity assessment procedure under Directive 93/42/EEC does not 
require the involvement of a notified body, for which a declaration of conformity was issued 
before 26 May 2021 and for which the conformity assessment procedure under the MDR 
requires the involvement of a notified body 31 December 2028  

 
until the dates of 2017/745 EU Medical Device Regulation.  
 
Within the scope of Announcement No. 2023/KK-5 on the Implementation of the Provisions of 
Regulation (EU) No. 2023/607, our company has signed the official contract with SZUTEST GMBH 
Notified Body in order to carry out the certification process in accordance with the 2017/745 EU 
Medical Device Regulation in force and our review processes have been initiated. At the same time, 
an MDD Surveillance Audit contract was signed with SZUTEST Conformity Assessment Inc. Notified 
Body in order to extend our MDD Certificate, which will expire on 26.05.2024, until 26.09.2024 in 
accordance with the 93/42/AT Medical Device Directive. 
 
After the application made to the Competent Authority within the scope of Announcement No. 
2023/KK-5, our MDR Transition Period Extension process has been approved and the attached cover 
letter has been received.” 
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