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EU Technical Documentation Assessment 
Certificate 
 
 
We hereby certify that the company 

 
H. + H. Maslanka Chirurgische Instrumente GmbH  
Stockacher Straße 172 
78532 Tuttlingen 
Germany 
 
 
 
has submitted a technical documentation in accordance with Annexes II and III of Regulation (EU) 2017/745, which 
meets the following requirements: 
 
 

Annex IX – Chapter II (Assessment of the Technical Documentation) 
 
 
of Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices. 
 
 
 
This certificate from mdc medical device certification GmbH (Notified Body 0483) consists of 2 pages. Details of 
the devices covered as well as further information and conditions are contained on the following pages. 
 
 
 
 
Valid from 2024-02-27 Registration No. D1038400079 
Valid until 2029-02-26 Report No. P21-01922-221586 
 
 
 
 
 

   

Stuttgart, 2024-02-27   
 
 
 
  

  

Notified Body  
 
  



Registration No. D1038400079 
H. + H. Maslanka Chirurgische Instrumente GmbH  | SRN: DE-MF-000005600 
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Devices: 

 
 

Notes: 
For the placing on the market of the devices an EU Quality Management System Certificate according to Annex IX, 
Chapter I of Regulation (EU) 2017/745 on medical devices is also required. 
 

   
 
 
 
 

   
   
 
 

 

 
cardio grasping forceps and cardio biopsy forceps with the variation: 
  
standard spring (shaft): shapeable / preformed / flexible / stationary stable / plastic coated 
and 
more flexible (shaft): shapeable / preformed / flexible / stationary stable  
  
in the length 50cm, 51cm, 60cm, 70cm, 80cm, 90cm, 100cm, 104cm, 110cm, 120cm, 130cm, 140cm, 150cm, 
160cm 
  
Intended purpose:  
The cardio-biopsy forceps are used in conjunction with a special introducer sheath/catheter for the biopsy (tissue 
extraction) on the human heart.  
Cardio-grasping forceps are used in conjunction with special introducer sheath/catheter for the transluminal 
extraction (foreign body removal) from the central circulatory system of the human body. 
 
Risk class: III 
Basic UDI-DI: 42 511211 TD07 BM 
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