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Internal Test Report  

Krabat Pilot  

 
 

  

Report no.: KT-KP-12182-0002 

Tested at: Hepro AS, dept. Krabat, Ravnsborgveien 56, 1395 Hvalstad, Norway 

Date: 03.05.2016 

Manufacturer: Hepro, avd. Krabat 

Sample: Krabat Pilot 

Serial number:  071 

Issued by: AS 

Result  Pass 

Test in compliance with 

EN12182:2012 
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12182:2012 References Comments 

4. General requirements   

4.1. Risk analysis EN ISO 14971 Risk Management Report for 
Krabat Pilot performed 
according to ISO 14971 

4.2. Intended performance and technical 
documentation  

EN 1335 Covered by this standard 

4.3. Clinical evaluation and investigation ISO 9001 93/42/EEC Clinical Evaluation Report 
performed according to EU 
2017/745 

4.4. Assistive products that can be 
dismantled 

n/a  

4.5. Fasteners n/a  

4.6. Mass limit 100 kg Described in the user manual  

4.7. Immobilizing Means EN ISO 14971 Covered by the risk evaluation 

4.8. Design requirements in relation to 
persons with cognitive impairments. 

 Covered by Risk Management 
Report and described in 
technical documentation. 
Product intended for children 
with physical- and/ or mental 
disabilities.   

5. Materials   

5.1. Manufacturers should, wherever 
possible, use materials that can be 
recycled for further use.   

 The product is designed to be 
serviced and recycled. All 
materials are recyclable.  

5.2. Flammability   

5.2.1. General EN 1021 Described in the user manual 

5.2.2.  Upholstered parts, mattresses, bed 
bases and bedding 

 Covered by the user manual 

5.2.3.  Upholstered parts EN 1021-1 and EN 
1021-2 

Tested according to EN 1021-1 
/ -2 and passed.  

5.2.4.  Mattresses and bed bases n/a  

5.2.5.  Bedding n/a  

5.2.6.  Molded parts  n/a  

5.3. Biocompatibility and toxicity  n/a  

5.4. Contaminants and residue   

5.4.1.  General n/a There is no contaminants or 
residue in the product 

5.4.2.  Substances which may leak from 
an assistive product in intended use 
and in fault condition 

n/a  

5.5. Infection and microbiological 
contamination 

n/a Product for use in private 
homes, not in special env. 

5.5.1.  Cleaning and disinfection  Cleaning is described in the 
user manual 



 
 

3 / 6 

5.5.2.  Animal tissue n/a  

5.6. Resistance to corrosion  All metal parts are treated to 
withstand corrosion. 

6. Emitted sound and vibration n/a  

6.1.  Noise and vibration   

6.2.  Sound levels and frequencies of audible 
warning devices 

  

6.3. Feedback   

7. Electromagnetic compatibility n/a  

7.1. General   

7.2. Emissions   

7.3. Immunity   

7.4. Power frequency magnetic field 
immunity 

  

8. Electrical safety n/a  

8.1. General   

8.2. Electrical systems   

8.3. Continuity of power supply   

8.4. Battery powered assistive products   

8.5. Circuit protection   

8.6. Electronic programmable systems   

8.7. Electrically heated blankets, pads and 
similar flexible heating appliances 

  

8.8. Assistive products with skin contact 
electrodes 

  

8.9. Ingress of liquids    

9. Overflow, spillage, leakage and ingress of 
liquids 

n/a  

9.1. Overflow   

9.2. Spillage   

9.3. Leakage   

9.4. Ingress of liquids   

9.4.1.  Requirements   

9.4.2.  Test method   

10. Surface temperature  See Risk Management Report 
for description, also 
mentioned in the User Manual 

11. Sterility n/a  

12. Safety of moving parts   

12.1. Squeezing  Pass 

12.2. Mechanical wear  All parts subject to mechanical 
wear is accessible for 
inspection 

12.3. Emergency stopping functions n/a  

13. Prevention of traps for the human body   

13.1. Holes and clearances  Pass 

13.2. V-shaped openings n/a  
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14. Folding and adjusting mechanisms  Described in Risk 
Management Report. No 
folding or adjusting 
mechanisms which may cause 
a hazard. 

15. Carry handles   

15.1. General n/a  

15.2. Requirement n/a  

15.3. Test methods n/a  

16. Assistive products which support or suspend 
users 

  

16.1. General  The product will not become 
detached, exhibit cracking, be 
permanently deformed, loose 
stability or have any failure 
when tested as specified in 
16.2 and 16.3 

16.2. Static force  Pass 

16.3. Dynamic force  Pass 

16.4. Requirements and test methods 
for tips 

  

16.4.1. General  Described in Risk 
Management Report. The 
product is safe in its use 

16.4.2. Friction of tips n/a  

16.4.3. Durability of tips n/a  

17. Portable and mobile assistive products n/a  

18. Surfaces, corners, edges and protruding parts  Described in Risk 
Management Report. 

19. Handheld assistive products n/a  

20. Small parts n/a  

21. Stability  Pass 

22. Forces in soft tissues of the human body n/a  

23. Ergonomic principles  The product’s main purpose is 
to support small children 
learning to crawl. It is 
designed to give these 
children support and give 
them a sense of safety when 
crawling.  

24. Requirements for information supplied by 
the manufacturer 

  

24.1. General EU 2017/745 Information supplied 
according to EU 2017/745 

24.2. Instruction for use   

24.2.1. Pre-sale information EN 12182  
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24.2.2. User information n/a User information supplied by 
the performing therapist  

24.2.3. Service information ISO 14971 See User Manual 

24.2.4. Labeling EU 2017/745 The product is labeled with 
permanent labels that meets 
the requirement in EU 
2017/745 

25. Packaging n/a The packaging gives 
appropriate protection against 
damage  

26. Test report EN 12182:2012 Tested at Hepro AS, dept 
Krabat’s facilities. 

 










