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DECLARATION OF CONFORMITY 
 

We, the undersigned, hereby declare that devices, specified below, conform 

to the Medical Device Directive 93/42/EEC  

(Swedish Implementation LVFS 2003:11) 
Manufacturer’s name Pharma Systems AB 

 

Manufacturer’s address Rubanksgatan 9 

741 71 Knivsta, Sweden 

 

Type of devices Breathing devices 

 

Products Type 

Bact HME 6000, 6020 

Bact HME Midi 6310, 6320 

Bact Trap Midi HEPA HME 6340, 6350 

HME 10 6060, 6061, 6063, 6065 

HME Midi11 6305, 6307 

HME 12 6070, 6072 

Pharma Mini 6100, 6120, 6121, 6130 

Pharma Neo 6215, 6220 

Pharma Trach 6240, 6241, 6242, 6243, 6245, 6246, 6250, 

6251, 6255, 6258, 6260, 6261 

Bact Trap 7010, 7011 

Bact Trap Midi 7110, 7120 

Bact Trap Gas Return 7015 

Bact Trap HEPA HME 7030, 7040 

Bact Trap Mini 7050, 7054, 7055, 7061 

Bact Trap HEPA 7070, 7080 

Bact Trap Midi HEPA  7140, 7150 

  

Product classification IIa 

Classification rule 3 

Listed products are non-invasive devices for use in breathing systems in anaesthesia and 

intensive care to treat breathing gases.  

 

Notified Body 0413, Certificate number 41311728-01 

 

Knivsta, Sweden,  2018-12-01 

Pharma Systems AB 

 

 
Raul Marmor 

Quality Manager 
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