
EU Declaration of Conformity 
 

Manufacturer/ 
Supplier Information: 

BioFire Diagnostics, LLC 

515 Colorow Drive 

Salt Lake City, Utah 84108, USA 

Phone: 1-801-736-6354 

regulatory@BioFireDX.com 

http://www.BioFireDX.com 

We, BioFire Diagnositics, LLC, declare under our sole responsibility, that the product 

 
FilmArray® Pneumonia Panel plus 

(RFIT-ASY-0142, RFIT-ASY-0143) 

 
meets the provisions of the European Directive 98/79/EC for In Vitro Diagnostic Medical Devices. 

 

 
13485:2016. 

The following relevant standards have been met: 

EN ISO 13485:2016 

EN ISO 14971:2019 

Medical devices – Application of risk management to medical devices 

EN 13641:2002 

Elimination or reduction of risk of infection related to in vitro diagnostic reagents 

EN 62366:2008 

Medical devices-Application of usability engineering to medical devices 

EN 13612:2002 

Performance evaluation of in vitro diagnostic medical devices 

EN ISO 23640:2015 

In vitro diagnostic medical devices – Evaluation of stability of in vitro diagnostic reagents 

EN ISO 15223-1:2016 

Medical Devices – Symbols to be used with medical device labels, labeling and information to be supplied – 

EN ISO 18113-1:2011 

In vitro - 

EN ISO 18113-2:2011 

In vitro In vitro diag- 

nostic reagents for professional use 

- 

tive 98/79/EC is kept by the manufacturer and can be made available by the authorized representa- 
 

 
- 

 
 

 
Salt Lake City, UT, USA 

(Place and date of issue) Kevin Bourzac 
 
 
 
 
 
 

 
Rev: 02 

F
L
M

2
-P

R
T

-0
3
0
2
-0

5
 

mailto:regulatory@BioFireDX.com
http://www.biofiredx.com/


PNplus IVDD DoC Updates (FLM2-PRT-0302) 

Revision Description Date Signed 
Rev 01-05 Previous Releases 2021-06-07 

Non-significant changes approved after the 26th May 2022 as per the Transitional Provisions 
of IVDR Article 110.3 

Amendment 01 • Updated EN ISO 15223-1:2016 to EN ISO 15223-
1:2021 

 

• Added the following standards: 

• EN 62304:2006 Medical device software – 
Software life-cycle processes 

• ISO 20916:2019 In vitro diagnostic medical 
devices - Clinical performance studies using 
specimens from human subjects - Good study 
practice 

2022-11-02 

Amendment 02 • Included ISO version of standards to 13485:2016, 
14971:2019, and 15223-1:2021 

• Updated to EN 62366-1 from 2008 to 2015 version 

• Added IEC version of 62366-1 Edition 1.0 b:2015 

• Added IEC version of 62304 Edition 1.1 b: 2015 

• Included ISO 18113-1:2009 and ISO 18113-2:2009 
versions 

2023-11-03 

Amendment 03 • The European Authorized Representative has been 
updated to: 

QbD RepS BV 
Groenenborgerlaan 16 
2610 Wilrijk 
Belgium 

• Updated IEC 62366-1 Edition 1.0 b:2015 to IEC 

62366-1 Edition 1.0 b:2020 / EN 62366-1:2015 + 

A1:2020 

• Added EN ISO 20916:2024 

• Updated ISO 18113-1:2009 / EN ISO 18113-1:2011 to 

ISO 18113-1:2022 / EN ISO 18113-1:2024 

• Updated ISO 18113-2:2009 / EN ISO 18113-2:2011 to 

ISO 18113-2:2022 / EN ISO 18113-2:2024 

2025-08-05 

Amendment 04  
• Changed “EC Declaration of Conformity” to “EU 

Declaration of Conformity”  

• The European Authorized Representative has been 
updated to: 

bioMérieux SA 
376, Chemin de l’Orme 
69280 Marcy l’Etoile 
France 

2026-07-01 

 


