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Introducere. Apa este materia prima utilizata cel mai frecvent in industria farmaceutica. In forme
farmaceutice injectabile este componenta predominantd a formularii. Monitorizarea  calitatii
microbiologice a apei farmaceutice este obligatorie pentru a garanta controlul procesului de fabricatie
si calitatea finald microbiologica si de inocuitate a produsului finit.

Scop. Evaluarea comparativa a metodelor microbiologice de testare a apei purificate.

Material si metode. Apa purificatd, metoda Chemscan, metoda pe placa cu agar.

Rezultate. Metoda de citometrie si scanare cu laser in faza solida (tehnologie Chemscan) combina
tehnici stabilite ca filtrare prin membrana a microorganismelor, etichetarea acestor microorganisme vii
cu un substrat viabil fluorescent, si microscopie de fluorescenta, cu citometrie laser, care permite o
enumerare rapidda a microorganismelor in procesul de control a apei farmaceutice. Aceasta metoda a
fost testatd in comparatie cu metoda clasica de difuzie in agar. In urma evaluarii surselor bibliografice
am constatat, ca determinarile efectuate cu probe de apa purificatd timp de 3 ani prin ambele metode
denota rezultate apropiate, care coreleazai intre ele, cu o discrepanta de doar 1% intre ele.

Concluzie. Metoda Chemscan poare inlocui cu succes metoda clasica, este mai rapida si exacta. Exista
premize reale de Inlocuire a testului farmacopeic de difuzie in agar cu tehnica Chemscan.

Cuvinte cheie. Metoda Chemscan, difuzie in agar, filtrare prin membrana
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Introduction. Water is the most commonly used raw material in the pharmaceutical industry. In the
injectable pharmaceutical forms it is the predominant component of the formulation. The monitoring
of the microbiological quality of pharmaceutical water is required to ensure the manufacturing process
and the final quality and microbiological innocuousness of the end product.

Purpose. Comparative evaluation of methods of microbiological testing of purified water.

Material and methods. The purified water, Chemscan method, the agar plate method.

Results. The method of choice is the solid-phase laser scanning cytometry (Chemscan technology):
This method combines established techniques as membrane filtration to retain microorganisms,
labelling of these living microorganisms with a fluorescent viability substrate, and fluorescence
microscopy, with laser cytometry, permitting a rapid enumeration of microorganisms in
pharmaceutical process of water. This method has been tested in comparison with classical method of
diffusion in agar. When the bibliographic sources were evaluated we found that measurements made
with purified water samples for 3 years by both methods showed close results which correlates with
each other, with a gap of only 1 % between them.

Conclusion. The method Chemscan can successfully replace the classical method, it is fast and
accurate. There are premises of replacement of the actual pharmacopoeial test of diffusion in agar
with Chemscan technique.
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