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Form for active implantable medical devices, medical devices and systems or procedure packs

 / Please fill in fields with a white background only

/ Identification of notification

2.001 / Reference number of form no. 1 2.002

 Ordinal number of form no. 2 within this notification
3

2.003  Numer referencyjny / Reference number 2.004 / Notification type

Pierwsze / First  Zmiana /Change

2.005  In case of change of device details please indicate the data being changed

B.   Identyfikacja wyrobu / Identification of device

2.006  Typ wyrobu / Device type

System lub zestaw zabiegowy

CE marked device Custom-made device System or procedure pack

2.007  Klasyfikacja / Classification

1.

2.

3.

4.

5.

6.

7.

8.

/ Active implantable medical device

/ Class I medical device

/ Class I medical device, sterile

Class I medical device with measuring function

Class I medical device with measuring function, sterile

/ Class IIa medical device

/ Class IIb medical device

Class III medical device

 
Rule (where applicable)2.008

pierwsza

2.009  Nazwa handlowa wyrobu / Trade name of device  1)

05/MR"M"; 08/MR; 08/MR"M"; 09/MR; 09/MR"M"; 27/MR"M"

2.010 / Alternative names of the same device (if used)

2.011  Typ, model, wersja wykonania / Type, model, make
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B.   Identyfikacja wyrobu (cd.) / Identification of device (cont.)

2.012 
 

 Nazwa zastosowanej, miedzynarodowo uznanej nomenklatury  
 Name of applied, internationally recognised nomenclature

UMDNS

2.013 
 

 Kod rodzajowy wg zastosowanej nomenklatury  
 Code of generic device group according to applied nomenclature

17626

/ Short description and intended purpose of the device

2.014 / In local language - in Polish

wyrobami z jednym punktem podparcia 

w przypadku dzieci od 130 do 155cm. Wyroby 

2.015  Po angielsku / In English

MIKIRAD elbow crutches are technical aids 

people with disability of the lower limbs (not 
indicated with one limb missing), for people 
with body weight under 130 kg. They are 
devices with a single point of support 
terminated with a plastic cap, a handle and 
fixed or mobile forearm support or forearm 
support in the form of ring-shaped band 
rotating through 360 degrees, used as one 
crutch or a pair of crutches, each handled 
with one hand. They are made of metal elements 
combined with plastics. Their height can be 
adjusted in steps or steplessly, so that they 
can be used by users with height of 155 to 200 
cm, and by children with height of 130 to 155 
cm. The devices can be single adjusted or 
double adjusted.

2.016 
  Conformity checked by notified body number ... (where applicable)

Identification of contact person for medical incident issues 

2.017 / Full name

Grzegorz Kicior

2.018  Telefon / Phone

48.383-08-85/87

2.019  E-mail

marta@mikirad.com.pl

2.020  Faks / Fax

48.383-08-86
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Information concerning composition of the system or procedure pack 

Please provide information concerning all medical devices included in the system or procedure pack

2.021   Nazwa handlowa wyrobu 2) 
Trade name of device Name and address of manufacturer 

2.023   Nazwa i adres autoryzowanego 

Name and address of authorised 
representative (where applicable) 

I affirm that the information given above is correct to the best of my knowledge.

Miasto / City Radom Data / Date 2018-11-13

Nazwisko / Name Grzegorz Kicior Podpis / Signature


