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S&G Biotech Inc.,                                                                     F702-16(rev.0) 

 

EU Declaration of Conformity 

 

1. PPE (product, type, batch or serial number): O2 NOVUS KW Mask 

 

2. Name and address of the manufacturer and, where applicable, his authorised representative:  

S&G Biotech Inc. (Seongnam branch) Sagimakgol-ro, 164, B-dong 301 in Jungwon-gu, Seongnam-si, 

Gyeonggi-do, 13203, Republic of KOREA 

 

3. This declaration of conformity is issued under the sole responsibility of the manufacturer: S&G 

Biotech Inc. (Seongnam branch) 

 

4. Object of the declaration (identification of PPE allowing traceability; where necessary for the 

identification of the PPE, a colour image of sufficient clarity may be included): O2 NOVUS KW 

Mask in white 

 

5. The object of the declaration described in point 4 is in conformity with the relevant Union 

harmonisation legislation: PPE Regulation 2016/425 

 

6. References to the relevant harmonised standards used, including the date of the standard, or 

references to the other technical specifications, including the date of the specification, in relation 

to which conformity is declared: EN 149:2001+A1:2009 

 

7. Where applicable, the notified body BSI Group NB 2797 performed the EU type-examination (Module B) 

and issued the EU type-examination certificate CE 740198 EU Type Examination Certificate.  

 

8. Where applicable, the PPE is subject to the conformity assessment procedure -conformity to type based 

on internal production control plus supervised product checks at random intervals (Module C2) under 

surveillance of the notified body BSI Group NB number: 2797.  

 

9. Additional information:  

Signed for and on behalf of: S&G Biotech Inc. (Seongnam branch) 

(place and date of issue):  Sagimakgol-ro, 164, B-dong 301 in Jungwon-gu, Seongnam-si, Gyeonggi-do, 

13203, Republic of KOREA, on 02/12/2021 

(name, function) Mr Hyun Choi, Manufacturing Manager 

 


