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INNOVATIVE CLEAN TECHNOLOGY 

ETHAFILTER s.r.l. 
Via Dell’Artigianato, 16/18 
I-36050 Sovizzo (Vicenza) Italia 
Tel. + 39 / 0444 376402  
Fax  +39 / 0444 376415 
e-mail: ethafilter@ethafilter.com 

CERTIFICATE of CONFORMITY 
STERILE FILTER ELEMENT 

 

 

These aseptic class filter elements are produced to the highest quality standards to ensure the requirements of sterile 
degree in compressed air and gas feed and these are conforming to be sterilized as per Standard(s) 
EN 285 ; EN ISO 17665-1 cfr. 1.1.2 c, or eventual EN 13060, referring to the maximum temperature of 138 °C. 
 
 

Materials of construction are as follows: 
End caps: AISI 304 grade stainless steel or FDA allowed white synthetic material 
Inner and outer cylinder: expanded AISI 304 grade stainless steel  
High Efficiency Filtration layer: "depth sandwich" of borosilicate glass micro fibre 
Sealant: white silicone compound, selected for resistance to high temperature, 
 composition in accordance with F.D.A. recommendations.  
O-ring: high temperature silicone compound, composition in accordance with F.D.A. 
 recommendations.  

 
The high efficiency filter media is made of certified HEPA grade borosilicate glass microfiber, having a penetration of 
less than 0.0001% at 0.3 ., equivalent to an overall efficiency  0.3  when tested with a DOP aerosol and measured 
with a nucleus condensate particle counter. 
Sealant remains flexible when warming-up, in order to compensate for metal parts expansion during sterilisation. 
 

N.B.:  It is User's responsibility to ensure that a suitable process for inhibiting growth of trapped bacteria and virus is respected. It 
is therefore recommended to sterilise the filter prior commencement of each sequence of aseptic duty.  These elements are 
capable of withstanding sterilisation phases of 20 minutes in autoclave at 121 °C (50 steps maximum executable). For "in 
situ" steam sterilisation, conventional steam condition for this purpose should be balanced across filter element with a small 
flow orifice directed from outside to in. After steam sterilisation, the element should be allowed to flash dry before the 
process gas is turned on. For maximum service life, it is recommended to check from time to time filter integrity. In case 
testing equipment is not available, it is suggested to replace the filter element every six calendar months. 

 

FILTER ELEMENT SPECIFICATION: 
Filter grade 0.01 
Max. sterilising  temperature 138 °C 
Sterilising temperature A 121 °C @ timing 20’ as per EN ISO 17665-1 
Sterilising temperature B 132 °C @ timing   5’ as per EN ISO 17665-1 
Initial pressure drop, clean and dry 150 mbar 
Change filter element 400 mbar 
Flowing                                                                  Out  In 
 

IMPORTANT NOTE: 
- Before replacing the filter element, make sure that the o-ring and the housing are clean and lubricated with 

silicon compatible oil approved by F.D.A. (Food and Drug Administration) 
- Once differential pressure limits or working hours are reached, filter element must be replaced. 
- Only competent Personnel is allowed to install, perform maintenance or replace filter elements. 
- It’s forbidden to move or to replace any filter element from the filter housing under pressure. 

ETHAFILTER srl 
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INFORMATION LETTER

To whom it may concern

We, ETHAFILTER, Italian company having factories at Via dell'Artigianato, 16/18, Vicenza,
who are official producers (manufacturers) of Filtration System declare that we provide

relevant certificates of conformity for our products with each delivery, as these are issued
to a specific product and tied to a specific serial number.

Therefore we cannot issue any declaration of conformity in advance for any products.
We can only supply a declaration of conformity already issued for a product,

as “MODEL” that can only be used as such.

Signed:

Name: Alessandro Hannotiau
Title: C.E.O.
Dated on 07 June 2022

































1 / 1 
TECNOLOGIA INNOVATIVA PULITA

ETHAFILTER srl
Via Dell’Artigianato, 16/18
I-36050 Sovizzo (VI) Italy
Tel. + 39 0444 376402 - ethafilter@ethafilter.com
Cod. Fisc. - P. IVA - R.I. : 02280990249 - EORI: IT 02280990249
R.E.A.: VI N. 219819 - Capitale Sociale € 46.800,00

INFORMATION LETTER

To whom it may concern

We, ETHAFILTER,
Italian company based in via dell'Artigianato 16/18, Sovizzo (VI) - ITALY

and manufacturer of filtration systems, do hereby confirm that we provide under normal operating
conditions according to our user manuals a 10 years of useful time for:

Carbon Towers EVOcas, NEA filters, NES sterile filters and condensate purge EthaDrainTrim

This is valid for the housings, however it remains intended that the consumable filtering elements
are to be periodically replaced as per the instructions contained in our manuals.

In case of use without following the manufacturer's recommendations, all these declared are
considered null

Signed:

Name: Alessandro Hannotiau
Title: C.E.O.
Dated on 30 June 2022
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