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SEFAR® PHARMA GMP BAGS

GMP compliant filter bags for powder processing
in the life science market.

Integrated production in clean controlled environment.
Choice between different levels of certification.
Unigue manufacturing solutions.

High filtration performance.

Taylor made manufacturing (no standard sizes).




Unique Selling Proposition
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High performance edge design
to avoid product contamination from needle felt fibres




High performance edge design

All the cut edges of the needle felt are folded in the sewing, to avoid contact
between the customer’s product and the felt staple fibers. This will give the
guarantee of avoiding possible contamination of the product by the fibers. The
product will be in contact only with the ePTFE membrane (No releasing particles).

The sewing thread material is always PTFE, FDA and EU compliant.
The stitches are produced with a special needle to avoid leakage.

Sewing Flat width
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High performance edge design

PTFE Membrane

Sefar solution (Mandatory for SEFAR® PHARMA GMP level — Folded edge)

The folded edge avoid any possible contact between the product and the needle
felt so that there is no possibility of powder contamination from the staple fibers.
Moreover this solution guarantee that particles of valuable product can be
clogged in the needle felt section.
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High performance edge design

Needle felt open edge

Competitor’s solution — Thermo welded or flat sewn

The thermo welded longitudinal seam is one of the most used solution by
competitors. In this case it's not possible to avoid that fibers from the needle felt
get in contact with the product, with high risk of contamination
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High performance edge design

Competitor’'s Pharma bottom
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Sefar Pharma bottom

This is an example of bottom proposed by the
competition (Heimbach in this case). To
obtain this bottom design is needed to
produce the bag with the membrane on the
internal part, and pull the finished bag inside
out, with the high risk to damage the
membrane during the operation.

This is the Sefar Pharma bottom, with folded
open edges to avoid needle felt staple fibers
to be in contact with the product.



Sewings

Sewing are a always made using EU/ FDA
PTFE threads.

Special needles are used to avoid having
holes that let the product pass through.

In the folded seams there are always 3 layers
of felt and membrane, that ensure to avoid

leakage through the holes: ‘ ‘ ‘

This sewing has been tested in the field in
critical conditions, with positive results (No
leakage).

At the end of the manufacturing process all
the sewing are controlled, to eliminate
eventual exceeding threads.
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ePTFE Membrane: Functional principle
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Surface filtration
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Advantages of surface filtration:

® Particles do not embed themselves in the
support medium

" The dust is removed from the support
medium during each cleaning

» Constant differential pressure behavior

» Constant gas volumetric flow
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» Hence minimum emission

Dust particles

Needle-felt
ePTFE membrane
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SEFAR® PHARMA GMP - Product positioning

Available quality levels ' P\TE;\' .

PHARMA GMP PHARMA Standard —/ D .

Fod o Dy ooty for omple s/ S
Food and Drug conformity for complete filter O AN
| NFotS

FDA and EC regulation compliance for all components
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All production processes and fabrication according
to EC 2023/2006 or corresponding cGMP

Fabrication processes in dedicated cleanroom
(GMP class D or ISO class 8)

Food and drug conformity for filter media

Tested for extractables and migration values according
to EC 10/2011

Food and drug conformity for filter media polymers

ISO 9001 Quality control procedures

Dedicated sales staff, including on-site sales support
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Products backed by engineering support staff

PHARMA labels (where applicable)
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Conductivity certificate for complete filter (where applicable)




Documentation

Material
certifications

FDA CFR,
EU 10/2011,
EC 1935/2004

Material data
sheet

ATEX
certification for
conductive
material

Process
following GMP
guidelines

+ Single packing

Test report with
values upon
request(*) (final
inspection)

Top Level

SEFAR
PHARMA
GMP BAGS

Mid Level

SEFAR
PHARMA
BAGS

Low level

SEFAR DUST
BAGS




SEFAR® PHARMA Gel\gp
eclaration (Top Lev

IndmrnalF:ltraricn s E F A R
Declaration of Conformity L

Produycyt line:

SEFARe PHARMA GMp BAGs

Needla fafy, Polyester pef 07-550.50 NEMA Pragaga
eMbrang; PTFE

Surface py,
Aftistatic fibers scrim; Stainless Stag|

We declara that fabrvtated articles of the Mentionay Froduct fina Stateg 3bove, ara
MANUFA(T URED UNDER GMmp and MADE FROM MATERIALS which arein conformit'f with the

REGULATION (EC) Ng 1935/2004 of the Europezy, Patliamang and of the coundit of 77 Octaber
2004 gn Materig)s and articleg Intendeg to com contact wit, foad

nClucting
COMMISSION REGULATION (EU) ng 10/2011 of 14 Januar}f 2011an Plastic Materizjs and
Aticleg intended f, ome jntg CONtact wig foog

:‘nc/uwhg

COMMISSION REGULAT’ON (EL) jgy 2023-’2005 of 23 Decempg, 2008 op Qoog manufacturing
Practics fop Materizg)s and Articlag ;'ntended 10 come into ntact With fogey

Guideling for Stainlagg Steel of e ounci of Europer Folicy Statements conceming Materials
And articlas intengeag to come into contact with foodstuffs «technicay document Guidelines on
eed as foq,

Metals apg alloys o Ontact Matepizler

This declaration of mnformr‘ty is valig from Februar)' 1 2014 untif .!anuary 31 2015, This Statemen;
appiies to the SEFaRe PHARM4 Ghp Bags Prodyct line. This Statemepy i5 not valid if 3dditionz)
COmponants 818 addag on subsequent manufacturlng Processeag

Sefar A Sefar a
Quality Management Busingss Segment Manager s E
Peter Vickys Cédrie. Dejeap

S itatugrgyy Titration Beclaratize f Onfornpy



SEFAR® PHARMA
Declaration (Mid Leve

\nd\_sma\Fi\uauan S E F A R
Declaration of Conformity gnn®

product line:
SEFAR® PHARN\A BAGS
nNeedie felt polyester Ref 07-550-50 NFMA PHARMA

surface Me errbrane: PTFE
Antistatic fipers scrim Srainiess steel

e declare that al art\r\er crated SDOVE ARE MADE FROM MATER\ALS which are it
conformity with 1

REGULMI o (ECQ) NO 1935:‘200 4 of the puropean partiam ment and of the counc of 27 October
2004 on M aterials and artictes intended 1o come into cortd twwh(

COMN\\SS ON REGUL LATIO on (EV) He 1012011 of 14 Janwary 201100 plastic materials and
articles intended o come into ¢ ontact £ with

These articles contain only substances \which ane genera\\y recogmsed as sate according 1©

A Code of Feder Regu! ulations (Ush, rood and Drugs, tite 21, part 1771830 {PETY 1550
(PTFE} indirect foo od a ddmve« polymers

and

Guideline for stainless steetof U the council of Europe’s palicy 5 statemnents conceming materials

and articles intended 10 come into ¢o ontact ! Jith fcudstuﬁs technical dor: urmert quidelines on
retals and alloys ¥ veed @ food @ contact materials”

This deciaration aof conformity i valid from February 3 151 2014 yni Januar) 2015. This satemnent
app\\e' o the SEEAR® PHARMA BAGS @ artice e only. THis s\atement\ i not valid \f add\\\o\’\a\ mmponen\s
are adde ed on subsequent manu(auturmg pmcecses

sefar AG sefar AG
Quality Management pusiness sagment tanager
peter Vickus cadiic Dejean
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ATEX D

eclaration

indusmalFiizratiun s E F A R
Dedlaration of Conformity

ATEX Directive 94/9 . Compatibility:
Custorner To whom it may CONcarm

Product. Dust Fittar Bags made out of Polyestar Needle feir
Sales no SEFARe PHARN A 07-550-1 00 NFta

Date: 3.March 2014

\’aiidity.‘ 5.2014 to 05.2015

Herewith, Sefar AG <anfirms the safaty Assessment against electrostatic chargeabil ty basaq
on the ATEX Directiye ECoq/9 {Class Compnnents}

Statement after 3 Carefy SXamination of the Compounds of interest:

The filtar material can pe used in hazardgyg st areas of 20nes 20, 21 ang 22 a5 well g5 jpy
hazardoys areas by fue) I3 of solvent vapor-gir Mixtures of zopas 0.1 and 2 for the
explosion oups 1A, g andfic.

This statament js valid onily for the mentioned Fej Quality with Permanent conductive support
structure, fesistance <10 5 ohms (aocnrding o DIN 54345 Part! ang Fart s

Sefar AG

Sefar aG Sefar aG

Quality Managemeh‘t Business Segment Manager
Peter Vickys Cédric Dejean

Setar dustriat itrangr, Declaration of <enformity




Single packing for top level

d ftem: 3126-XxXX-XXX-XX G
Cust. Order: xxXXXXX

Sefar Order Confirmation: XX

Sefar O/c date: XX/XX/ XXX ’ e B




Design your bag

Window for filter media selection:

Filter Media | 07-550-50 NFMA (Antistatic polvester with PTFE Membrane) =
07-550-50 MNFEMA (Antistatic polvester with PTFE Membrane) -
Quantity per Order 07-550-50 NFM (Paolyester with PTFE Membrane)

24-T50-50 NFMA (Antistatic PTFE with PTFE Membrane) L
24-750-50 NFM (PTFE woth PTFE Membrane)

Window for level selection:

Manufactoring Level | |
PHAREMA GMP

Filter Media PHARMA =l
Mane

Quantity per Order Quantity per Year

Window for top connection selection:
Top | | =

E Snan.ing
Bottom | Stainless steel ring
Silicon ring
Strina rina
Cut + hem (15mm]

Window for bottom selection

Bottom j
Dnen

Closed

Flat
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( : The certified filter bag solution
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SEFAR® PHARMA GMP BAGS



To explore the complete SEFAR® PHARMA product line
(Fluid bed dryers, centrifuge bags and liners, filter disks...)
and more, visit our website www.sefar.com



