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Introducere. Preparatele biologice reprezintd o clasa importantd de medicamente utilizate pe larg in
medicina clinici. In acelasi timp, imunogenitatea preparatelor biologice poate limita efectul lor
terapeutic, in special pentru tratamentul bolilor inflamatorii cronice si a celor autoimune.

Scopul lucririi. De studiat structura pietii medicamentelor biologice in Republica Moldova si de a a
pune in evidenta studiile stiitifice privind imunogenitatea realizate pana in prezent.

Material si metode. Analiza a informatiei stiintifice publicatd in reviste medicale, documente de
normare, publicatii stiintifice.

Rezultate. Introducerea in organism a unei proteine straine poate duce la aparitia unei reactii imune
care sd inactiveze astfel efectul therapeutic si, in cazuri rare, sa induca reactii adverse. Prezicereca
raspunsului imunogenic indus de o proteind noud este o provocare in bioterapie. Caracterele critice ale
calitatii asupra imunogenitatii sunt structura proteinei, glicozilarea, modificarile chimice, prorpietatile
de agregare si tehnologia biofarmaceutica.

Concluzii. in conformitate cu rezultatele studiului, existd mai multe cii de optimizare a imunogenititii
biofarmaceuticelor. Evolutia Tmbunatatiri testelor care ar permite determinarea precisd a
imunogenitdtii si comparatia imunogenitatii diferitor preparate biologice, sunt aspect critice in
dezvoltarea producerii preparatelor mai putin imunogenice si mai sigure.
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Introduction. Biopharmaceuticals are an important class of drugs that are used widely in clinical
medicine. In the same time, the immunogenicity of biopharmaceuticals can limit the therapeutic use,
particularly for the treatment of chronic inflammatory and autoimmune diseases.

Objective of the study. To study biopharmaceutical market in Republic of Moldova and to highlight
imunogenicity scietific researches achieved so far.

Material and methods. Meta-analysis of scientific information that was published in the drug quality
standards, medicine journals, specialized periodicals.

Results. It is widely accepted that injection of foreign proteins can elicit an immune reaction leading
to the production of antidrug antibodies inactivating the therapeutic effects of the treatment and, in
rare cases, inducing adverse effects. The prediction of the immunogenic potential of novel protein
therapeutics is thus a challenge in biotherapy. Human-like proteins have proven to be surprisingly
immunogenic in some applications, suggesting that assumptions about immune tolerance, too, require
careful consideration in biologics design. The critical quality attributes on immunogenicity are protein
structure, glycosylation, chemical modifications, aggregation properties and biopharmaceutical
manufacturing.

Conclusions. According to the results of the study, there are many ways of minimizing the potential
immunogenicity of biopharmaceuticals. The development of improved assays, that allow
immunogenicity to be determined with precision and the comparison of immunogenicity data between
biopharmaceuticals, are critical for the development of less immunogenic and safer biopharmaceuticals.
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