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Introducere. Standardizarea este un domeniu de ac-
tivitate ce serveste drept instrument de reglementare in
economia §i societatea contemporani a relatiilor intre
persoane, organizatii, state si sisteme de ajustare a pro-
ceselor si rezultatelor activititii acestora. In activitatea
farmaceutica standardizarea stabileste parametri clar
determinati de calitate a medicamentului. Medicamente-
le se standardizeaza in conformitate cu prevederile inclu-
se in documentatia analitico-normativa elaborata.

Scopul lucrarii. Evaluarea parametrilor de standardi-
zare a substantelor medicamentoase si a formelor farma-
ceutice in conformitate cu cerintele GMP si ICH.

Material si metode. Sinteza si analiza datelor biblio-
grafice, cat si analiza informatiei stiintifice din bazele de
date internationale: PubMed, Medline, Environmental
Issues & Policy Index, Google Academic etc.

Rezultate. In rezultatul studierii datelor din litera-
turd s-a constatat, ci efectuarea standardizédrii medica-
mentelor in conformitate cu prevederile incluse in do-
cumentatia analitico-normativa contribuie la dezvoltarea
industriei farmaceutice, la perfectionarea si unificarea
metodelor de cercetare a standardelor folosite in analiza
medicamentelor. Rolul standardelor constd in protectia
intereselor consumatorilor si ale statului prin asigurarea
calitatii produselor si serviciilor, a caracterului inofensiv
al acestora pentru viata, sandtatea, ereditatea si securita-
tea oamenilor, pentru bunurile materiale si pentru me-

diu.

Concluzii. In urma dezvoltarii tehnologiilor moder-
ne si metodelor de analizd s-au extins si criteriile de stan-
dardizare pentru substante medicamentoase si formele
farmaceutice.
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Introduction. Standardization is an activity area that
serves as a regulatory tool in the contemporary economy
and society of relations between individuals, organiza-
tions, states and systems for adjusting the processes and
results of their activity. In the pharmaceutical activity
the standardization establishes clearly determined pa-
rameters of the quality of the drug. The medicines are
standardized according to the provisions included in the
elaborated analytical-normative documentation.

The aim of the study. Evaluation of standardization
parameters for medicinal substances and pharmaceutical
forms in accordance with GMP and ICH requirements.

Material and methods. Synthesis and analysis of
bibliographic data and analysis of scientific information
from international databases: PubMed, Medline, Envi-
ronmental Issues & Policy Index, Google Academic etc.

Results. As a result of the study of the literature data,
it was found that the standardization of the medicinal
products according to the provisions included in the
analytical and regulatory documentation contributes to
the development of the pharmaceutical industry, to the
improvement and unification of research methods of the
standards used in the drug analysis. The role of standards
is to protect the interests of consumers and the state
by ensuring the quality of products and services, their
harmless character for human life, health, heredity and
security, for material goods and the environment.

Conclusions. Following the development of modern
technologies and methods of analysis, the standardiza-
tion criteria for medicinal substances and pharmaceuti-
cal forms were vastly extended.
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