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 We   

 

 
Name + address of manufacturer: 

  

Microtek Medical, Inc. 
(An Ecolab Company) 
1 Ecolab Place 
St. Paul, MN 55102 
U.S.A. 

 

 
Authorised EU Representative: 

  

Microtek Medical BV 
Hekkehorst 24 
7207 BN Zutphen 
The Netherlands 

 

declare that the DoC is issued under our sole responsibility and belongs to the following product(s):  
 

Trade Name/Device Description Equipment Drapes - Microscope 

Catalogue number(s) See attached list  

Class  
per Rule(s)  

Is 
Rule 1 of Annex IX of MDD  

 
The product described above conforms to the relevant provisions of the EC Council Directive 
93/42/EEC concerning medical devices and the following standards: 
 

EN ISO 13485:2016 Certificate No. 44 221 117845 

 
Conformity assessment procedure  

 

93/42/EEC Annex V for sterilization procedure 

CE Certificate No. 44 237 117845 

Notified body 
TÜV NORD CERT GmbH, CE0044 
Langemarckstr. 20 
D-45141 Essen 

 

Validity 31 December 2028 

Place / Date :   

St. Paul, MN USA 
13 Sep 2023 

Name and Function:  

 
Matthew Clark 
Regulatory Specialist 
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Listing of Devices 

Part Number Trade Name / Part Description 

16502M EQUIPMENT COVER, MICROSCOPE DRAPE FOR ZEISS, 117 CM X 163 CM, 65 CM 

16508M EQUIPMENT COVER, MICROSCOPE DRAPE FOR ZEISS, 117 CM X 267 CM, 65 CM 

40100.000 UNIVERSAL MICROSCOPE DRAPE, 41" X 81" 

40101.000 MICROSCOPE HEAD COVER 

OME-V2-D MICROSCOPE DRAPE OME-V2-D 

2169400HUK MICROSCOPE 1 DRAPE, 54" X 32" X 64" 

2903UK MICROSCOPE LASER DRAPE WITH LASER ARM 

2938CL MICROSCOPE DRAPE FOR ZEISS OPMI WITH CLEARLENS 

2952CLEU MICROSCOPE DRAPE FOR LEICA WITH CLEARLENS 

2952UK MICROSCOPE DRAPE FOR LEICA, 41" X 64" 

2955CLEU MICROSCOPE DRAPE FOR LEICA WITH CLEARLENS, 41" X 120" 

2955UK MICROSCOPE DRAPE FOR LEICA 

3260UK MICROSCOPE HANDLE DRAPE, 6" X 14" 

3548EU MICROSCOPE DRAPE FOR LEICA 

3598UK MICROSCOPE DRAPE FOR LEICA M680 

3652UK MICROSCOPE DRAPE FOR LEICA 

3717UK MICROSCOPE HEAD DRAPE FOR ZEISS MD, 24" 

4821UK MICROSCOPE DRAPE FOR ZEISS MD 

4831UK MICROSCOPE DRAPE FOR ZEISS MD 

4831UKCL MICROSCOPE DRAPE FOR ZEISS MD WITH CLEARLENS 

4838CLEU MICROSCOPE DRAPE FOR ZEISS MD WITH CLEARLENS 

4838UK MICROSCOPE DRAPE FOR ZEISS MD 

4840UK MICROSCOPE DRAPE FOR ZEISS MD 

4840UKCL MICROSCOPE DRAPE FOR ZEISS MD WITH CLEARLENS 

4841CLEU MICROSCOPE DRAPE FOR ZEISS MD WITH CLEARLENS 

4841UK MICROSCOPE DRAPE FOR ZEISS MD 

4842CLEU MICROSCOPE DRAPE FOR ZEISS MD WITH CLEARLENS 

4842UK MICROSCOPE DRAPE FOR ZEISS MD 

4861EU MICROSCOPE DRAPE FOR ZEISS WITH HANDLE COVERS 

4863CLEU MICROSCOPE DRAPE FOR ZEISS MD WITH CLEARLENS 

4865CLEU MICROSCOPE DRAPE FOR ZIESS MD WITH CLEARLENS 

4921UK MICROSCOPE DRAPE FOR ZEISS OPMI 

4931UK MICROSCOPE DRAPE FOR ZEISS OPMI 

4932UK MICROSCOPE DRAPE FOR ZEISS OPMI 

4940CL MICROSCOPE DRAPE FOR ZEISS OPMI WITH CLEARLENS 

4940UK MICROSCOPE DRAPE FOR ZEISS OPMI 

4941UK MICROSCOPE DRAPE FOR ZEISS OPMI 

4941UKCL MICROSCOPE DRAPE FOR ZEISS OPMI WITH CLEARLENS 

5952UK MICROSCOPE DRAPE FOR LEICA, 54" X 105" 

5952UKCL MICROSCOPE DRAPE FOR LEICA WITH CLEARLENS, 54" X 105" 

5986CLEU MICROSCOPE DRAPE FOR LEICA WITH CLEARLENS 

5986UK MICROSCOPE DRAPE FOR LEICA 



 

 DECLARATION OF CONFORMITY (DoC) 

 

Rev C Page 3 of 3  REG-FORM-CORP-0005 

6100EU MICROSCOPE DRAPE FOR ZEISS WITH VARI-LENS 

6120EU MICROSCOPE DRAPE FOR ZEISS MD WITH VARI-LENS 

6135EU MICROSCOPE DRAPE FOR LEICA WITH VARI-LENS 

6140EU MICROSCOPE DRAPE FOR LEICA WITH VARI-LENS 

8033621EU MICROSCOPE DRAPE FOR LEICA, M680 117CM X 305CM 

8033650EU MICROSCOPE DRAPE FOR LEICA, 54" X 105" 

8033651EU MICROSCOPE DRAPE FOR LEICA, 46" X 120" 

8033652EU MICROSCOPE MINI DRAPE FOR LEICA W/ DRAWCORD, 46" X 80" 

8033654EU MICROSCOPE DRAPE FOR LEICA M720/OH5, 46" X 120" 

890612 MICROSCOPE HEAD DRAPE FOR LEICA, 22" 

2169200H MICROSCOPE 1 DRAPE, 46" X 105" 

2955CL MICROSCOPE DRAPE FOR LEICA WITH CLEARLENS, 41" X 120" 

3652CL MICROSCOPE DRAPE FOR LEICA WITH CLEARLENS, 54" X 105" 

4838CL MICROSCOPE DRAPE FOR ZEISS MD FEATURING CLEARLENS, 46" X 120" 

4840CL MICROSHIELD MICROSCOPE DRAPE FOR ZEISS MD FEATURING CLEARLENS, 46" X 105" 

4862UK MICROSCOPE DRAPE FOR ZEISS MD 

4862UKCL MICROSCOPE DRAPE FOR ZEISS MD WITH CLEARLENS 

4921CL MICROSCOPE DRAPE FOR ZEISS OPMI WITH CLEARLENS 

6100VL2 MICROSCOPE DRAPE FOR ZEISS WITH VARI-LENS II 

6110EU MICROSCOPE DRAPE FOR ZEISS WITH VARI-LENS 

6110VL2 MICROSCOPE DRAPE FOR ZEISS WITH VARI-LENS II 

6120VL2 MICROSCOPE DRAPE FOR ZEISS WITH VARI-LENS II 

6130VL2 MICROSCOPE DRAPE FOR LEICA WITH VARI-LENS II 

6140VL2 MICROSCOPE DRAPE FOR LEICA WITH VARI-LENS II 

6150VL2 MICROSCOPE DRAPE FOR LEICA WITH VARI-LENS II 

AR8033650 ARMATEC MICROSCOPE DRAPE FOR LEICA OH4/OK3/OHS/MS2/MS3/F40, 54" X 150" 

AR8033651 ARMATEC MICROSCOPE DRAPE FOR LEICA OH4/OK3/OHS/MS2/MS3/F40, 46" X 120" 
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