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Table 1: NPTab grades

NPTab 200 (180/250m)

NPTab 250 (200/300pm)
NPTab 300 (250/355pm)
(300/400pm)
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Dr Christine Delesalle, Pharm.D from NFPham
discusses the content uniformity of solid low-dosage
forms, and how these are a challenge to the drug industry

n the pharmaceutical industry,

drug homogeneity has become

more important in recent years as

the efficiency of actives has

increased and their concentrations
in solid unit forms decreased.

Within the European, Japanese and
US Pharmacopeias’ harmonisation con-
text, the requirements concerning the
uniformity of the dosage unit have
become increasingly stringent and dif-
ficult to meet using conventional for-
mulation technology.

Fuor several years French company
NPPharm has worked in alongside
Ethypharm and the Laboratoire de

Tablets formed using
direct compression
iisplay a smooth
appearance with a
ghossy surface
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Physique Pharmaceutique (University
of Pharmacy, Paris X1, France] in a col-
laboration dedicated to the develop-
ment of a new technology concept that
fulfile the essential need of the phar-
maceutical industry to improve content
uniformity of low dosage solid unit
form. From that collaboration NPTab
technology, which is covered by a
European granted patent (EP 1 200
071), was developed,

uniformity challenge

The content uniformity of solid low-
dosage forms is a major challenge in
the pharmaceutical industry. Highly

dependent on the quality of the initial
mixture and of the intermediate parti-
cle size, the goal is to obtain the
bast dispersion of active within
the excipients at every process
level.

The industry has alveady
shown a largs inlerest in spher-
oids in terms of their free-flow-
ing properties and available sur-
face area for layering and coat-
ing, Moreover, with a growing interast
toward direct compression processes
for solid dosage forms, there is an
increasing need for novel excipients
that provide good flowability and com-
pactibility.

NPTab technology, wtilising a direct
compression process for guaranteed
homogeneity and reproducibility, has
bean designed to ensure a very low
dosage of the active drug in a tablet
form., It is also free from the problems
inherent in the stages of mixtures and
segragation phenomena.

layering process

The process comprises two steps, (see
figure 1): layvering with traditional coat-
ing equipments that spray a drug solu-
tion [homogeneous molecular disper-
sion by definition] onto a carrier con-
sisting of sugar spheres (homopaneous
particle size and texture), followed by
direct compression of the layered sugar
spheres. The mechanical resistance of
the resulting tablets is related to both
textural and compactibility properties
of the sugar spheres.

The spraying process ensures pellets
af defined technical properties: spher-
ical with an homogeneous particle size
and regular textura.

Particle size distribution (analvsed
by lasger diffraction) shows the charac-
ter of the distribution te be symmetei-
cal, while the single modal profile,
associated with low standard devia-
tinns reveals an homogeneous popula-
tion of sugar spheres. These particles
are available in four grades (see table 1].

Many factors favour segregation in
the case of physical mixing, including
differences in particles sizes, densities,
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