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Medically, cases of thrombosis, 
embolism, heart attack and 
stroke have been attributed 

to the presence of particles in injec-
table medicines. Technofl ex products 
are used for pharmaceutical appli-
cations, which means that particle 
contamination must be controlled. 
From the receipt of raw materials to 
shipping our fi nished products, this 
ever-present challenge is one of Tech-
nofl ex’s priorities.

All Technofl ex production is carried out in 
ISO Class 7 and ISO Class 8 clean rooms 
(as per ISO 14644-1). The air is changed 
20 times per hour and fi ltered by multiple 
air treatment units with successive fi ltra-
tion systems (effi ciency: gravimetric 85%, 
opacimetric 95%, and absolute 99.99%). 
The rooms are inspected according to a 
clearly-defi ned program, focused in parti-
cular on their rate of particle contamination. 
In addition to the regular measurements, 
an inspection under UV light is conducted 
each week, to validate the cleaning done 
over the weekend.

The process begins even before mate-
rials enter the clean room: received 
in double packaging, raw materials

undergo a series of compliance checks 
before being released. Any questionable 
products areimmediately isolated until 
further inspection. An additional special 
procedure is done on reels of fi lm – the 
raw material used for bags – before they 
are brought into the clean room. The fi rst 
packaging is removed in an overpressu-
rized airlock chamber, and the second 
packaging is removed when the reel is 
positioned on the production line. 

All work tools are also inspected. 
Computer equipment is cleaned regu-
larly and placed in protective cabinets 
to prevent any contamination. The same 
procedures are applied to production 
equipment. After production, as a precau-

tionary measure to protect them after they 
leave the clean room, fi nished products 
are double-packaged before being boxed 
and stocked in the shipping stores.

From measures ensuring the quality of 
the work environment, to raw material 
and product inspections, and internal 
audits… a variety of means are used to 
verify proper application of the prevention 
procedures. The quality department tracks 
and analyzes the results in a management 
chart, and this data is then used as input 
for Technofl ex’s improvement initiative. 
All of these measures contribute to one 
common goal: ensuring the integrity and 
purity of our medicines for patients’ safety.





The Inerta® “Papillon” bag 
limits folds!

    Sylvie Ponlot



A s in other countries, pharmaceu-
ticals in Brazil have to meet strict 
regulatory requirements. ANVISA, 

Brazil’s National Health Surveillance 
Agency, created in 1999, has modelled its 
operations on the FDA. It is tasked with 
reviewing drug marketing authorization 
applications and monitoring patent enfor-
cement. Linked to the Ministry of Health, 
ANVISA is fi nancially autonomous and 
managed by an independent Board of 
Directors. In addition to reviewing regis-
tration applications, the agency’s duties 
include conducting health inspections 
on health care product manufacturing 
plants and processes, issuing or with-
drawing Good Manufacturing Practices 
certifi cates, and setting up and coordi-
nating toxicological & pharmaceutical 
surveillance systems, ... ANVISA is also 
responsible for monitoring, regulating 
and inspecting products which pose 
public health risks.
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VN: I now feel totally at ease and fully integrated, both in my work duties and during 
breaks with my colleagues!
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