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Healthium Medtech Limited 
No. 472 D, 13th Cross, 4th Phase, Peenya 
Industrial Area,  
560 058 Bangalore, Karnataka, India 

Our reference Contact person BRATISLAVA 
LUL/2021/019  Ľubor Lysák / +421 2 5831 8343 September 2, 2021 

Subject: Confirmation of the announced change 

To whom it may concern, 

This is to confirm that 3EC International a.s. approves the announced change of trade name 
as follows: 

Previous trade name: 

Healthium Medtech Private Limited 

No. 472 D, 13th Cross, 4th Phase, Peenya Industrial Area, 

560 058 Bangalore, Karnataka, India 

New trade name: 

Healthium Medtech Limited 

No. 472 D, 13th Cross, 4th Phase, Peenya Industrial Area, 

560 058 Bangalore, Karnataka, India 

Implementation of the change does not represent a significant change in design or intended purpose 
under Art. 120 sec.3 of the Regulation (EU) 2017/745 on medical devices as amended. The related 
EC certificates are listed in the Annex and remains valid until the date stated on the certificates. This 
confirmation corrects / complements the information on the above-mentioned certificate. 

Yours sincerely 

3EC International a.s. 
Ľubor Lysák 
Deputy Director of NB2265 & In-house Counsel 
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Annex: List of affected EC certificates 
 

2020-MDD/QS-127 

2020-MDD/DE-128 

2020-MDD/QS-129 

2020-MDD/DE-130 

2020-MDD/QS-125 

2020-MDD/DE-126 

2020-MDD/QS-122 

2020-MDD/DE-123 

2018-MDD/QS-037/B 

2018-MDD/DE-038/B 

2018-MDD/QS-039/B 

2018-MDD/DE-040/B 

2020-MDD/QS-131 

2020-MDD/QS-132 

2018-MDD/QS-041 

2018-MDD/QS-042/B 

2020-MDD/QS-012 

2020-MDD/QS-124 
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Healthium Medtech Limited 
No. 472 D, 13th Cross, 4th Phase, Peenya 
Industrial Area,  
560 058 Bangalore, Karnataka, India 
 
 

          
 
Our reference Contact person     BRATISLAVA 
KAS/2022/001 Katarína T. Srdošová / +421 2 5831 8343  January 24, 2022 
 
 
Subject: Connectivity between the Application Number and the Certificate 
 
 
To whom it may concern,  

 

 

The 3EC International a.s. certificates contain additional page Certificate history to demonstrate the 
revision status of the certificate. The connectivity to the certificate number is through the Application 
No. which is then linked to the Final protocol No. shown in the certificate as for example Final protocol 
No. 310516/2020. The Application No. 310516 shown in the Certificate history is thus linked to the 
Certificate No. 2020-MDD/QS-122. 

 

This letter is issued to confirm that:  

- the Application No. 310322B is linked to the Certificate No. 2018-MDD/QS-037/B and 2018-
MDD/DE-038/B 

- the Application No. 310323B is linked to the Certificate No. 2018-MDD/QS-039/B and 2018-
MDD/DE-040/B 

- the Application No. 310324 is linked to the Certificate No. 2018-MDD/QS-041 

- the Application No. 310325B is linked to the Certificate No. 2018-MDD/QS-042/B 

- the Application No. 310427 is linked to the Certificate No. 2020-MDD/QS-012 

- the Application No. 310512 is linked to the Certificate No. 2020-MDD/QS-127, 2020-
MDD/DE-128  

- the Application No. 310513 is linked to the Certificate No. 2020-MDD/QS-129, 2020-
MDD/DE-130 and 2020-MDD/QS-131 

- the Application No. 310514 is linked to the Certificate No. 2020-MDD/QS-132 

- the Application No. 310515 is linked to the Certificate No. 2020-MDD/QS-125 and 2020-
MDD/DE-126 
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- the Application No. 310516 is linked to the Certificate No. 2020-MDD/QS-122 and 2020-
MDD/DE-123 

- the Application No. 310517 is linked to the Certificate No. 2020-MDD/QS-124 

 

Based on your request Certificate history pages were endorsed by notified body 3EC International 

a.s. (NB2265) stamp and signature. 

 

 

 

 

 

Katarína T. Srdošová  
Director of NB2265  
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Healthium Medtech Limited 
No. 472 D, 13th Cross, 4th Phase, Peenya 
Industrial Area,  
560 058 Bangalore, Karnataka, India 

Our reference Contact person BRATISLAVA 
LUL/2021/019  Ľubor Lysák / +421 2 5831 8343 September 2, 2021 

Subject: Confirmation of the announced change 

To whom it may concern, 

This is to confirm that 3EC International a.s. approves the announced change of trade name 
as follows: 

Previous trade name: 

Healthium Medtech Private Limited 

No. 472 D, 13th Cross, 4th Phase, Peenya Industrial Area, 

560 058 Bangalore, Karnataka, India 

New trade name: 

Healthium Medtech Limited 

No. 472 D, 13th Cross, 4th Phase, Peenya Industrial Area, 

560 058 Bangalore, Karnataka, India 

Implementation of the change does not represent a significant change in design or intended purpose 
under Art. 120 sec.3 of the Regulation (EU) 2017/745 on medical devices as amended. The related 
EC certificates are listed in the Annex and remains valid until the date stated on the certificates. This 
confirmation corrects / complements the information on the above-mentioned certificate. 

Yours sincerely 

3EC International a.s. 
Ľubor Lysák 
Deputy Director of NB2265 & In-house Counsel 
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Annex: List of affected EC certificates 

2020-MDD/QS-127 

2020-MDD/DE-128 

2020-MDD/QS-129 

2020-MDD/DE-130 

2020-MDD/QS-125 

2020-MDD/DE-126 

2020-MDD/QS-122 

2020-MDD/DE-123 

2018-MDD/QS-037/B 

2018-MDD/DE-038/B 

2018-MDD/QS-039/B 

2018-MDD/DE-040/B 

2020-MDD/QS-131 

2020-MDD/QS-132 

2018-MDD/QS-041 

2018-MDD/QS-042/B 

2020-MDD/QS-012 

2020-MDD/QS-124 
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Healthium Medtech Limited 
No. 472 D, 13th Cross, 4th Phase, Peenya 
Industrial Area,  
560 058 Bangalore, Karnataka, India 
 
 

          
 
Our reference Contact person     BRATISLAVA 
KAS/2022/001 Katarína T. Srdošová / +421 2 5831 8343  January 24, 2022 
 
 
Subject: Connectivity between the Application Number and the Certificate 
 
 
To whom it may concern,  

 

 

The 3EC International a.s. certificates contain additional page Certificate history to demonstrate the 
revision status of the certificate. The connectivity to the certificate number is through the Application 
No. which is then linked to the Final protocol No. shown in the certificate as for example Final protocol 
No. 310516/2020. The Application No. 310516 shown in the Certificate history is thus linked to the 
Certificate No. 2020-MDD/QS-122. 

 

This letter is issued to confirm that:  

- the Application No. 310322B is linked to the Certificate No. 2018-MDD/QS-037/B and 2018-
MDD/DE-038/B 

- the Application No. 310323B is linked to the Certificate No. 2018-MDD/QS-039/B and 2018-
MDD/DE-040/B 

- the Application No. 310324 is linked to the Certificate No. 2018-MDD/QS-041 

- the Application No. 310325B is linked to the Certificate No. 2018-MDD/QS-042/B 

- the Application No. 310427 is linked to the Certificate No. 2020-MDD/QS-012 

- the Application No. 310512 is linked to the Certificate No. 2020-MDD/QS-127, 2020-
MDD/DE-128  

- the Application No. 310513 is linked to the Certificate No. 2020-MDD/QS-129, 2020-
MDD/DE-130 and 2020-MDD/QS-131 

- the Application No. 310514 is linked to the Certificate No. 2020-MDD/QS-132 

- the Application No. 310515 is linked to the Certificate No. 2020-MDD/QS-125 and 2020-
MDD/DE-126 



                   3EC International a.s., Hraničná 18, 821 05 Bratislava, Slovakia        IČO: 36 789 003       IČ DPH: SK2022390073
                                      Tel/Fax: 00421 (0)2 5831 8343 / - 45          e-mail: info@3ec.sk           web: http://www.3ec.sk
                                                        

effectiveness efficiency excellence  

  

- the Application No. 310516 is linked to the Certificate No. 2020-MDD/QS-122 and 2020-
MDD/DE-123 

- the Application No. 310517 is linked to the Certificate No. 2020-MDD/QS-124 

 

Based on your request Certificate history pages were endorsed by notified body 3EC International 

a.s. (NB2265) stamp and signature. 

 

 

 

 

 

Katarína T. Srdošová  
Director of NB2265  
 
 












