


Ma i n  R e q u i r emen t s  o f  GMP

The GMP guidelines indicate that production
should be carried out by qualified personnel in
suitable premises with suitable equipment.
Measurement and control instruments should be
calibrated and serviced regularly. A comprehensive
system of records should be established to provide
documentation of the consistent good quality of
production, storage and testing. All activities
during production and testing should be recorded
for each product and batch. Comprehensive
documentation of the preparation and filling
operations for each batch and the associated results
of the quality testing of intermediate, bulk and
finished products, as well as appropriate reserve
samples, should enable the production history of
each batch to be traced seamlessly if a complaint is
received. Like cosmetic products, cosmetic
ingredients must be produced in a clean and
rigorously hygienic environment to exclude any
form of contamination. Production premises,
equipment, instruments, storage tanks, containers,
etc. should be maintained accordingly to a high
standard of cleanliness. The equipment, containers
and storage tanks used for production should be
labelled clearly to minimise the risk of mix-ups
between starting materials or batches.

Qua l i t y  o f  S t a r t i n g  M a t e r i a l s / S t o r a g e

Special attention should be paid to the production of

cosmetic ingredients that are susceptible to
microbiological attack. Such ingredients must be
handled with great care. Since they are usually
preserved, the production process must be designed
to ensure that the preservative action is not impaired
at any stage of production or during storage. 

A crucial requirement for the production of
cosmetic ingredients with a low micro-organism
content is the use of starting materials with a low
micro-organism content. Incoming goods checks
should therefore examine the micro-organism
content of critical materials, as well as conformity
with the defined chemical and physical
specifications. Storage areas should be clean and dry
and the stored materials should be clearly
identifiable. The GMP guidelines also indicate that
quarantined and released materials should be clearly
separated and labelled. Next to the supplied starting
materials, the micro-organism count of the
production water, in particular, is of crucial
importance. In terms of volume, production water is
often the main component of a formulation and for
this reason it should be subjected to regular checks
of its micro-organism content. If necessary, a
number of measures (bacterial filtration, ultraviolet
irradiation, ozonisation, etc.) can be taken to reduce
the micro-organism count to an acceptable level.
The named methods can be monitored physically or
chemically and should preferably incorporate an
alarm system so that measures can be initiated
immediately if any deviation from a threshold value
is detected. 

R equ i r emen t s  C o n c e r n i n g  
P r o d u c t i o n  P r em i s e s  

In the premises used for the production of cosmetic
ingredients, the production areas should be clearly
separated from all ancillary areas. All surfaces in the
production areas should be smooth, permitting easy
and effective cleaning and disinfection. Windows and
doors should be kept closed to keep out dust, soil,
birds, rodents, insects, etc. External ventilation
systems should be fitted with appropriate filters and
inspected at regular intervals. In particular, it is
advisable to check the micro-organism content of the
air regularly, if fluidised bed systems are used. For
most production areas, counts of less than 500cfu/m3

are acceptable. In ventilation systems for storage
tanks, it is advisable to use filters that are
impermeable to both dust and micro-organisms. In
addition, drums and small containers in the filling
area should be protected from dust and soil during
storage and filling. ■

This article is continued, with additional graphics, tables and
references, on the BBL website supporting this business
briefing (www.bbriefings.com/cdps/cditem.cfm?NID=846).

Table 1: Microbial Risk Factors for Human Health

from Contaminated Cosmetics

Organisms Possible Symptoms

Gram-positive bacteria

Staphylococcus aureus pus, sepsis

Streptococcus pyogenes ditto

Enterococcus spp. infections

Clostridium tetani tetanus

Clostridium perfringens gas gangrene

Gram-negative bacteria

Pseudomonas aeruginosa conjunctivitis, pus, infections

Klebsiella spp. conjunctivitis, infections

Enterobacteriaceae enteritis

Fungi

Candida albicans conjunctivitis

Candida parapsilosis conjunctivitis

Malassezia furfur dermatomycosis

Trichophyton spp. dermatomycosis

Trichoderma inflammations

Aspergillus spp. allergic reactions

Source: M Heinzel (1999), “Antimicrobial and Preservative Efficacy”, Eds: Elsner, 

Merk and Maibach, Cosmetic Controlled Efficacy Studies and Regulations,

Stuttgart: Springer Verlag, pp. 275–290.
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