
Withdrawn certificates / June 2024 

MDD / IVD 

No. of certificate Company name, seat Scope Date of withdrawal Reason 

5-857-200-1810 
EMED SP. Z O. O. SP. K. 
(Poland) 

Electrosurgical units and accessories; Endoscopic 
irrigation pump WATERFALL and instruments  

21. April 2020 
trilateral taking over 

5-865-200-1902 RADIX Kft. (Hungary) Dental implant system 4. May 2020 
yearly surveillance refusal 

5-884-200-2008 
Victofon Hallásjavító Kft. 
(Hungary) 

Hearing-aid devices 3. May 2021 
on client’s request 

5-847-200-1805 SIA Henson (Latvia) Contact lens care solutions - Multimax, Multison 
29. September 
2022 

yearly surveillance refusal 

5-874-200-2001 
Medicor Diagnosztika Kft. 
(Hungary) 

X-ray systems, mobile X-ray unit, cardiology measuring 
system 

25. November 2022 
on client’s request 

5-877-200-2001 PentaVox Kft. (Hungary) 
Ambulant cardiotocograph with passive sensor: 
Fetaphon Home Monitor & Follove Home Monitor 

1. December 2022 
on client’s request 

5-924-200-2105 
MyWIWE Diagnosztika Kft. 
(Hungary) 

WIWE cardiac diagnostic device family: DSW0001-
0000: WIWE cardiac diagnostic device, white & 
DSW0002-0000: WIWE cardiac diagnostic device, black 

1. June 2023 
 
  on client’s request 

5-852-200-1807 
Medi-CAD Méréstechnikai Kft. 
(Hungary) 

Diagnostic Ultrasound Devices 
15. January 2024 

yearly surveillance refusal 

5-878-200-2003 
MEDIROLL Orvostechnikai Kft. 
(Hungary) 

SA-7 portable screening audiometer 
SA-52 portable screening / diagnostic audiometer  

17. March 2024 
on client’s request 

5-873-200-1912 
B.Braun Avitum Hungary Zrt. 
(Budapest) 

Savas hemodialízis koncentrátumok 
Lúgos hemodialízis koncentrátum 
Steril nátrium-citrát katéterzáró oldat 

 
27. May 2024 MDR Art. 120, point 3c e)  

5-923-500-2105 Dimantec-Medic Kft. (Budaörs) Skin Graft Mesher Carriers 
 
27. May 2024 

MDR Art. 120, point 3c e) 

5-922-200-2105 
Fix N Fuse Medical Kft. 
(Budapest) 

Fix N Fuse Spinal System 
 
27. May 2024 

MDR Art. 120, point 3c e) 

5-875-500-2001 
P.H.P.U. JANPOL Dorota Janicka 
(Poland) 

Single-use medical devices: syringes, vaginal specula, 
Hydro-Colon-Therapy sets,  drainage bottles type 
REDON 

 
27. May 2024 MDR Art. 120, point 3c e) 



Withdrawn certificates / June 2024 

MDD / IVD 

 

No. of certificate Company name, seat Scope Date of withdrawal Reason 

5-882-500-2004 
Research and Production 
Company "DINAMIKA" Ltd. (Russia) 

ECG device; Product names: HRV Monitor 
“Dinamika”, HRV Monitor “Nilas MV” 

 
27. May 2024 

MDR Art. 120, point 3c e) 

5-870-200-1909 
 

DİNAMİK RÖNTGEN Sanayi ve 
Ticaret Ltd. Şti. (Turkey) 

Medical Imaging X-Ray Systems 27. May 2024 MDR Art. 120, point 3c e) 

 

Suspended certificates / June 2024 

MDD / IVD 

No. of certificate Company name, seat Scope Date of suspension Reason 

5-869-200-1907 
Genuine Technologies, razvoj in 
proizvodnja, d.o.o. (Slovenia) 

RS+ dental root filler 27. May 2024 MDR Art. 120, point 3c e) 

5-863-200-1902 
Onur Medikal Sanayi ve Ticaret 
Anonim Şirketi (Turkey) 

Non-sterile implants and instruments used in 
orthopaedy and traumatology: 
Bone Screws and Bone Plates 
Spinal Implants 
Intramedullary Nails 
External Fixators and Pins & Wires 

27. May 2024 MDR Art. 120, point 3c e) 

 

 

Publication date: 14.06.2024. 


