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1. Manufacturer details 

 
VICTORS 111 LTD 
Pleven 5800 
Municipality of Pleven 
Republic of Bulgaria 
Grenaderska str. 121 
VAT:BG 205708425 

 
 
 
 
 
 
 
 
 
 
 
 

2. Name of the product 

 
Medical device:  
 
Three-layer mask for single use up to 2 (two) hours with elastic loop for face with 
mouth and nose UMDNS - 12458. The mask is intended to limit the transmission of 
infectious agents by patient and personnel during non-surgical procedures and other 
medical facilities with similar requirements. The medical / surgical mask has a suitable 
microbial barrier and may also be effective in reducing the excretion of infectious agents 
from the nose and mouth by an asymptomatic carrier or patient in clinical trials. Class I – 
low risk product by application IX of MDD – the Directive 93/42/EIO of the Union from 
14 June 1993 concerning the medical equipments. 
 

 
 
 
 
 
 
 
 
 
 
 
 
 



 

3. Facilities involved in the making of the product: 

 
 
Production base in Republic of Bulgaria: 
 

• Municipality of Pleven, Region of Pleven, city of Pleven 5800 Grenaderska str. 121 
 

• Municipality of Byala Slatina, Region of Vratsa, city of Byala Slatina 3200, 
Tarnavska str. 42 

 
 
 
 
 
 
 
 
 
 
 

4. Declaration of conformity assessment procedure: 

 
Before putting on the CE marking over the medical device CLASS I, the manufacturer 

has applied EC declaration of conformity according annex 6 of the Ordinance on the essential 
requirements and the procedures for assessing the compliance with the essential requirements 
of medical devices under Art. 2 par. 1 dot 3 from the Law of the medical devices accepted with 
decree 186 from 31.07.2007 issued in National Paper issue 65 from 10.08.2007 and has made 
EC Declaration of Conformity before releasing the device to the market.  

EC Declaration of conformity is a procedure in which the manufacturer or his authorized 
representative assures and declares that the device in question meets the applicable 
requirements of the Ordinance. 
 The technical documentation and declaration of conformity drawn up by the 
manufacturer or his authorized representative shall be kept by him for at least 5 years. 
 
 
 
 
 
 
 
 
 
 
 
 



5. Declaration of conformity with the requirements of 
the EU: 

 

 
6. Label and instructions for use 

 
The use of a Class I medical device does not require special handling and handling 

instructions. It is intended for single personal use up to 2 / two / hours in order to limit the 
transmission of infectious agents by medical personnel to patients and vice versa during 
surgical procedures and other medical facilities with similar requirements. The product is 
suitable for microbial barrier. It may be effective in reducing the excretion of infectious agents 
from the nose and mouth by an asymptomatic carrier or patient in clinical trials. 

The product information required is provided on the packaging and is included in the 
declaration of conformity. 

The manufacturer considers that the device could be used completely safely by the 
intended user without the need for instructions for use. 

 
 
 
 
 
 
 
 



 
 
 
 
 

7. Statement of the relevant regulatory requirements that 
the product meets 

 
 

- The ordinance of Essential requirements and procedures for assessing compliance with 
the essential requirements of medical devices under Article 2, Paragraph 1, item 3 of 
the Medical Devices Act adopted with decree 186 from 31.07.2007 issued in 
Government Paper issue 65 from 10.08.2007 

 
- Medical Devices act issued in Government paper issue 46 from 12.06.2007 

 
 

- Directive 93/42/EIO of the Unity on 16 of June 1993 regarding the medical devices. 
 
 
 
 
 

8. Design drawing and certificates of origin for the enclosed 
materials 

 
 
Production code: UMDNS 12458 
Applicable standard BGS EN 14683:2019+AC:2019 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 



 



Issued:………………………. 
 /Hristina Valcheva – Manager/ 


