VI. 1. Probleme actuale ale farmaciei.
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Background. Biological methods of controlling the quality
of drugs are used when it is impossible to draw conclusions
about the quality of medicines using physical and chemical
methods, or these methods are not sensitive enough. Ob-
jective of the study. Study of the specialized bibliography
on the evaluation of biological methods of analysis and their
importance in drug standardization. Material and Metho-
ds. Chemical control of the quality of medicines in some
cases is unacceptable. For example, it is impossible to de-
termine by chemical methods certain quality parameters
of herbal extracts (tinctures, etc.) or animal organs. In this
case, the tests are performed on animals, individual isolated
organs, and groups of cells, as well as on certain micro-or-
ganism strains. Results. Drugs came from chemical synthe-
sis are well defined and relatively strong, benefiting from a
high level of purity. Biological products, on the other hand,
have complex properties, are molecules with mass and large
molecular size. According to the results of biological stan-
dardization, the quality and activity of the medicinal pro-
ducts are determined by assessing the specific pharmacolo-
gical effect of the test substance compared to the standard
medicinal product. The specific activity of a test substance
is expressed in units of action or international units, compa-
red to the international standard of the drug. Conclusion.
According to Eur.Ph. 10.0, biological standardization of dru-
gs is performed in two main directions: biological testing
(sterility control, microbial contamination, etc.) and quan-
titative analysis (biological dosing of heparin, biological do-
sing of insulin, etc.).
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Introducere. Metode biologice de control al calitatii medi-
camentelor sunt utilizate atunci cand este imposibil sa se
traga o concluzie cu privire la calitatea medicamentelor fo-
losind metode fizice si chimice, sau aceste metode nu sunt
suficient de sensibile. Scopul lucrarii. Studiul bibliografi-
ei de specialitate privind evaluarea metodelor biologice de
analiza si importanta acestora in standardizarea medica-
mentelor. Material si Metode. Controlul chimic al calitatii
medicamentelor in unele cazuri este inacceptabil. De exem-
plu, este imposibil sa se determine prin metode chimice
anumiti parametri de calitatea preparatelor extractive din
plante (tincturi etc.) sau organe animale. In acest caz, tes-
tele sunt efectuate pe animale, organe izolate individuale si
grupuri de celule, precum si pe anumite tulpini de micro-
organism. Rezultate. Medicamentele obtinute prin sinteza
chimica sunt bine definite si relativ stabile, beneficiind de
un nivel de puritate ridicat. Produsele biologice, in schimb,
prezinta proprietati complexe, sunt molecule cu masa si
dimensiunea moleculard mare. Conform rezultatelor stan-
dardizarii biologice, calitatea si activitatea medicamentelor
sunt determinate prin evaluarea efectului farmacologic spe-
cific al substantei testate In comparatie cu medicamentul
standard. Activitatea specifica a unei substante de testat
este exprimata in unitati de actiune sau unitati internatio-
nale, in comparatie cu standardul international al medica-
mentului. Concluzii. Conform Ph.Eur. 10.0, standardizarea
biologicd a medicamentelor se realizeaza in doua directii
principale: teste biologice (controlul sterilitatii, contamina-
re microbiang, etc.) si analiza cantitativa (dozarea biologica
a heparinei, dozarea biologica a insulinei, etc.).
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