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Of all the product sectors that Nilfisk-CFM operates in, pharmaceuticals 
is certainly the most demanding. Standards of hygiene, safety and pro-
ductivity are extremely high, as they should be when the ultimate aim is 
to provide the user, usually a sick person, with an effective product.

This is just one of the reasons why the manufacturing process of any 
type of medicinal product is often complex. Just consider the number of 
phases involved and the different substances being handled: from active 
principles to excipients, right through to the finished packaged product. 
The substances used can sometimes pose a risk to the health of the ope-
rator and are often characterised by a high intrinsic value.

So guaranteeing the highest levels of hygiene and safety is vital, in order 
to avoid any kind of contamination, exposure or direct contact with such 
products.

Therefore, with both its products and its thirty years of experience, Nil-
fisk-CFM strives to offer itself as the ideal partner for all those compa-
nies that work in what is a most complex sector, that of chemicals and 
pharmaceuticals. 

Hygiene & productivity



success stories:
see what

Nilfisk-CFM customers
have experienced.

Nilfisk-CFM:
the ideal 
pharmaceutical
partner.

IMA S.p.A., with almost 50 years of 
experience and a history of reliabili-
ty and continuous innovation, is the 
Italian world leader in the design and 
manufacture of automatic machines 
for the processing and packaging of 
pharmaceuticals, cosmetics, tea and 
coffee. IMA Group is present in Italy, 
Germany, Netherlands, UK, USA, India 
and China with 18 manufacturing sites 
and it has worldwide sales network 
covering more than 70 countries.

IMA Group organization is structured 
into four business areas, dedicated to 
different sectors: IMA Active is the pro-
ducing a complete range of equipment 
for solid dose processing, including 
tablet presses and capsule-filling ma-
chines, manufactured at the Bologna 
facility. With many different instal-
lations worldwide for the contained 

processing of highly potent products, 

IMA Active is the world leader for this 

application. IMA Active, Bologna site, 

uses Nilfisk-CFM machines.

Mr. Roberto Trebbi, R&D and Technical 

Department Manager of IMA Active 

Division in Bologna, said: “Since we 

often work with potent compounds, 

we have the need to always assure 

safe equipment. For this we found in 

Nilfisk-CFM the perfect partner: with 

a Nilfisk-CFM double Bag In Bag Out 

AISI304 system, made of two H14 ab-

solute filters in a series configuration, 

connected to our capsule filling ma-

chines, it’s been possible for us to deal 

with hazardous substances such as H-

class products and at the same time to 

maintain the inside of our equipment. 

In particular, thanks to the two big 

absolute Bag In Bag Out filters (filter 

surface: 95’000 cm2 each), the filter re-

placement operations are today simple, 

fast and intrinsically safe”.

Nilfisk-CFM products: when a 

brand makes the difference.

With more than 3,000 processing 
and packaging machines in opera-
tion throughout the world, Bosch 
Packaging Technology (Minneapo-
lis, Minn.) is an established leader in 
the pharmaceutical, nutraceutical, and 
related industries. Bosch is well known 
for the reliability of its machines; some 
have been running in near continuous 
operation for more than thirty years. 
Bill Kohl is Bosch’s product manager 
for capsule-filling and capsule check-
weighing equipment. Kohl said: “Inte-
grating the Nilfisk-CFM vacuum into 
our GKF 2500 has translated into a 
more efficient capsule-filling process 
for our customers, helping them in-
crease productivity and virtually gua-
ranteeing accurate accountability. In 
fact, we’ve been using the Nilfisk-CFM 
3507W for about three to four years 
now, and we haven’t had one custo-
mer complaint.”

“It’s especially important that the vacu-
um we use in the GKF 2500 has an ex-
ceptional filtration system that will re-
tain all of the collected powders,” said 
Kohl. “Our customers need to know 
that the machine will not exhaust these 
powders back into the air.” 
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The Nilfisk-CFM ranges
Nilfisk-CFM boasts a full range of vacuums and pneumatic conveyors that can guarantee the maximum 
hygiene in chemical and pharmaceutical manufacturing environments while complying with the stric-
test international regulations in the sector (GMps(*), ATeX(**), etc.). 
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Hazardous dusts: L-M-H
In the chemical/pharmaceutical industry working with powders is the order of the day. handling such 
substances, which often pose a risk to the health of operators, requires special attention when it comes 
to filtration. 
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Potentially Explosive Atmospheres: The ATEX directives
Coming across areas where the risk of explosion is a very real possibility is a common occurrence on 
production sites in the chemical and pharmaceutical industries. In this case conformity and compliance 
with the current regulations is also compulsory.
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Clean rooms: maximum hygiene
The need to work in environments that are adequately decontaminated, or have a controlled level of 
contamination, is, today, an essential requirement, not only during some production processes but 
also within specific research laboratories. Consequently, guaranteeing asespis is a must in this type of 
environment.
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Advantages & benefits: Nilfisk-CFM added value
Within the demanding pharmaceutical division and its correlated industries, Nilfisk-CFM has been sy-
nonymous with high quality products for more than thirty years, as well as widespread service all over 
the world and customised relations for its clients. These are the benefits we pass onto you.



The ranges

N i l f i s k - C F M

All Nilfisk-CFM machinery designed for 

the pharmaceutical industry, including 

its several correlated sectors (fine chemi-

cals, industrial systems and machines for 

pharmaceutical processing, machinery for 

primary and secondary packaging, etc.) 

stands out thanks to its excellent reliability 

and the remarkable quality of the mate-

rials used.

In fact, these appliances can work in 

continuous mode, without the need for 

machine downtime (except for scheduled 

maintenance), representing added value 

in any manufacturing context, including 

that of pharmaceuticals.
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Any of this equipment can be produced in 
AISI 304 stainless steel or, if the product 
is to be used once it has been in contact 
with our machine, AISI 316L stainless steel 
is also available. In addition, all machines 
in stainless steel are provided with silicone 
gaskets, guaranteeing constant and total 
quality of the product.

In a context of customised solutions, this 
equipment can be produced in complian-
ce with Atex directives (zones 22 and Z21 
for dusts but also Z2 and Z1 for gas cor-
responding to category II3D - II2D and 
II3G - II2G, accompanied by the relevant 
certification from external Notified Bodies 
such as TÜV and Ineris) and also equipped 

with extremely efficient and safe filtration 
and containment systems, benefit of both 
the operator and the end user. A typical 
example of this is our Bag-In-Bag-Out sy-
stem, where, during normal replacement 
of the absolute filter, the operator never 
comes into contact with the filter being 
replaced.

Moreover, Nilfisk-CFM engineers and 
manufactures conveying systems for dry 
raw materials, such as powders and/or 
granules, for the feeding of processing 
machines and systems such as reactors, 
mixers, dosing machines, bins, blistering 
machines etc. mainly used in the chemi-
cal/pharmaceutical sector, operating in 

perfect hygienic conditions, avoiding dust 
dispersion and product contamination.

Nilfisk-CFM can offer to chemical/phar-
maceutical manufacturers customized 
solutions, always certified. easy installa-
tion, low maintenance and compact size: 
Nilfisk-CFM pneumatic conveyors can 
considerably increase efficiency and pro-
ductivity. They are specifically certified for 
their capacity of conveying powder mixtu-
res with no alteration of the same. A pu-
shing system is frequently used to move 
and transfer empty capsules to the filling 
machine. For these reasons, Nilfisk-CFM 
industrial vacuums are state-of-the-art for 
today’s pharmaceutical industry.

1
ChApTeR 



hazardous
d u s T s

L - M - H

Solid pharmaceutical processing, such as 
tablets and capsules, are the most com-
mon of all the different types of processing 
in the pharmaceutical sector. Both tablets 
and capsules are created via the handling 
of powders and compressing the tablets or 
filling the capsules, which in return, pro-
duces dusts that are usually very fine and 
sometimes inherently dangerous.

In relation to workplace safety and the po-
tential danger level of dusts, three classes 
of dusts considered a risk to health have 
been identified: L (low risk dusts), M (me-
dium risk dusts) and h (high risk dusts). 
This division is also applied to, single filters 

as well as machines that treat and/or use 
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hazardous substances, including vacuums. 

In particular, the reference standard is IeC/ 

eN 60335-2-69, Annex AA (“Safety of 

household and similar electrical appliances 

– part 2: particular requirements for wet 

and dry vacuum cleaners, including power 

brush, for industrial and commercial use”). 

This standard defines the maximum con-

centration of a substance in the workplace 

air that can be tolerated without having 

harmful effects on health.

Nilfisk-CFM, a long-standing leader in in-
dustrial vacuum within the chemical and 
pharmaceutical sector, can provide both 
filters and machines with L, M or h certifi-

cation in accordance with the above men-
tioned european standard. So, depending 
on whether L class certified machines are 
being used rather than M or h, the quanti-
ty of dust released on discharge will always 
be less, guaranteeing the highest levels of 
safety.

Lastly, hepA and ULpA filters are worth 
a special mention. These are filters that 
offer high and ultra high efficiency (high 
efficiency particulate Air and Ultra Low 
particulate Air respectively, or h and U for 
short). All Nilfisk-CFM filters for high and 
ultra high efficiency, known as absolute 
filters are tested and certified individually 
in accordance with the strict eN 1822-1 

standard (“particulate air filters for high 
and ultra high efficiency (hepA and ULpA) 

- Classification, performance, testing and 
marking”).

2
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1  hepA h14 Upstream absolute filter 

2   Cartridge

3   Cyclonic pre-separator

4  L, M, h certifications



PoTenTIaLLY
e X P L o s I V e
aTMosPheres

T H E  A T E X  D I R E C T I V E S

Typical examples of areas at risk of explo-
sion are the zones where granulation ta-
kes place, as well as areas designated for 
mixing: these are often classified as ATeX 
zones.

The term ATeX, from the French ‘ATmos-
phères eXplosibles’, usually identifies the 
european directives that came into force 
on 1st July 2003. These direct that all ap-
pliances installed within any of the compa-
nies in the european Community Countries, 
located in environments that are poten-
tially at risk for explosion, respond to the 
specifications of the directive in terms of 
safety (Ref. 94/9/eC and 99/92/eC).

In general, standard 94/9/eC regulates the 
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1  Industrial vacuum

 with Bag-In-Bag-Out absolute

 filter for zone Z21 (II 2D)

 

2   Compressed air industrial

 vacuum for zone Z1/Z21 (II 2G/D)

3   ATeX and IeCex certifications

construction characteristics of the applian-
ce, while standard 99/92/eC divides the 
environments at risk of explosion into va-
rious zones with different levels of danger 
for the user.

In particular, 94/9/eC divides appliances 
suitable for use in potentially explosive 
environments into two groups: the first (I) 
includes all equipment used in mines, the 
second (II) covers all remaining applian-
ces. Consequently Nilfisk-CFM machines 
belong to Group II. Within each group 
the risk of explosion is further classified 
according to the explosive agent: Gas (G) 
or Dust (D). The level of risk varies from a 
maximum of 1 to a minimum of 3. Nilfisk-

CFM appliances carry plates that identify 
the level of efficiency of the appliance to 
the risk of explosion (e.g. II 2 D).

99/92/eC, on the other hand, regulates po-
tentially explosive working environments 
by identifying them and classifying them 
in three different levels, both for dusts and 
gases. For gases the levels range from zone 
0 (max) to zone 2 (min) while dusts levels 
start from zone 20 (max) and go up to 
zone 22 (min).

As a reference point within the chemical 
and pharmaceutical industries and its rela-
ted sectors, Nilfisk-CFM can produce ATeX 
certified machines that fully comply with 
the above mentioned directives, with a 

self-certification system for areas Z22 and 
Z2, and with certification from officially no-
tified external Bodies for areas Z21 and Z1. 

Lastly, the IeCex acronym refers to a type 
of certification that has similar characteri-
stics to ATeX, but is valid in Australia and 
New Zealand. In this case, Nilfisk-CFM can 
also supply full-certified machines.

3
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C L e a n 
r o o M s

M A X I M U M  H Y G I E N E

The chemical/pharmaceutical industry was 
one of the first to rise to the challenge of 
operating in zones where the level of con-
tamination from environmental pollutants 
was extremely low and kept under control. 
Consequently clean rooms were created. 
These are rooms specifically designed to 
ensure the absolute lowest possible pre-
sence of impurities in the air.

Many regulations regarding the classifica-
tion of these environments have developed 
over the past twenty years. At present the 
main reference is provided by european 
standard ISO 14644-1, which is also widely 
used in the rest of the world. This standard, 
also replaced the well-known American 
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1  IVT1000 at work 

2   IVT1000 is completely

 autoclavable.

3   Clean rooms classification

standard FeD STD 209e in 2001.

According to ISO 14644-1 clean rooms are 
divided into classes, depending on the le-
vel of contamination present within them. 
In particular the classification relates to the 
number of airborne particles with a diame-
ter that is the same as, or greater than, an 
established size measured in tenths of mi-
crons (for example 0.5 µm) and detected in 
a volume of air that is equal to a cubic me-
tre. Those classes with smaller index num-
bers, such as, ISO 4 and ISO 3 for example, 
define clean rooms where there is a lower 
level of contamination, while class areas 
ISO 8 and ISO 9 define “less clean” envi-
ronments.

In addition, when considering that quali-
ty systems in the pharmaceutical industry 
are largely based on Good Manufacturing 
practices (GMps, see Chapter 1), it should 
also be noted that there is a third classi-
fication of environments designed for 
manufacturing pharmaceutical products, 
including clean rooms. GMps divide phar-
maceutical manufacturing processes into 
four phases, associating each single pha-
se to a class: A, B, C and D. For example, 
an asepsis operation moves from class D, 
which is the handling of components fol-
lowing washing, to class A, which is the 
filling phase.

For more information table 3  shows a 

correspondence between the different re-
gulations.

It is clear, that the essential elements of a 
clean room are filters for high (hepA) and 
ultra high efficiency (ULpA), depending on 
the nature of the contaminants to be con-
trolled. In this case too, Nilfisk-CFM strives 
to offer its services as a company that ke-
eps up with the times, providing machines 
that are suitable for working in the most 
severe ISO 4 clean rooms.

4
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GMP
(“at rest”  
status)

FED STD 

209 E

ISO

14644-1

Class Class Class

A 100 ISO 5

B 100 ISO 5

C 10000 ISO 7

D 100000 ISO 8



adVanTages 
&  B e n e F I T s

NILFISk-CFM ADDED VALUE
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All Nilfisk-CFM machines designed for the 
pharmaceutical industry and its numerous 
related sectors, present a high level of spe-
cialisation that is able to satisfy even the 
most demanding requirements, typical of 
the industry. From appliances constructed 
entirely in stainless steel and certified to 
operate in potentially explosive environ-
ments, to machines that are capable of 
operating inside clean rooms, to filtration 
and containment systems for hazardous 
dusts that operate in complete safety.

Thanks to Nilfisk-CFM’s global presence the 
wide range of products is accompanied by 
a far reaching client-oriented pre- and post-
sales service. In a chemical-pharmaceutical 

context where needs are often diverse or, 
in some cases, change quite quickly, it is 
essential that a company is able to supply 
made-to-measure, customised solutions: 
the right solution for every need.

This is the Nilfisk-CFM philosophy. These 
are the benefits we pass onto you.



Nilfisk-CFM S.p.A.

Via porrettana 1991
41059 Zocca (Modena) Italy
Tel.  +39 059 9730000
Fax  +39 059 9730099

www.nilfisk-cfm.com
info@nilfisk-cfm.com
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