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Introducere. In Republica Moldova, controlul farmaceutic reprezinti un mecanism
fundamental pentru asigurarea calitatii si sigurantei medicamentelor disponibile pentru
populatie. Acest sistem arela baza un cadru legislativ complex, reglementat de legi,
hotarari de guvern si ordine, care stabilesc directiile principale de actiune si principiile ce
trebuie respectate in activitatea de monitorizare.

Scopul lucrarii. Scopul acestei lucrari este de a analiza organizarea sistemului de control
farmaceuticdin Republica Moldova si reglementarile din domeniul respectiv si de a evalua
aplicarea acestora in cadrul diferitelor tipuri de inspectii.

Material si metode. Studiul s-a bazat pe analiza legislatiei nationale, inclusiv a Legii nr.
1456/1993 privind activitatea farmaceutica, hotarari de guvern, ordine si alte
reglementari [1-4].

Rezultate. Organizarea sistemului de control farmaceutic se bazeaza pe cateva principii
care sunt reglementate de norme clare. Dintre principiile de baza trebuie mentionate:
principiul (pr.) legalitatii, pr. obiectivitatii, pr. responsabilitatii, pr. al transparentei, pr.
imbinarii reusite a diferitor tipuri de inspectie, pr. coordonarii colective a activitatii de
control farmaceutic, pr. libertatii si respectdrii demnitatii umane, pr. asigurarii calitatii
activitatilor de control. Aceste principii, cuprinse in actele legislativ - normative, stabilesc
cadrul de actiune pentru autorititile competente. In ceea ce priveste aplicarea acestor
principii in cadrul inspectiilor, s-a constatat ca autoritatile din Republica Moldova
efectueaza inspectii in conformitate cu standardele internationale de bune practici. Cu
toate acestea, resursele limitate si numarul insuficient de inspectori reprezinta provocari
in realizarea unui control farmaceutic sistematic si eficient.

Concluzii. Sistemul de control farmaceutic din Republica Moldova functioneaza conform
principiilorgenerale de reglementare farmaceutica, dar are nevoie de reforme pentru a se
alinia pe deplin standardelor europene.
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Introduction. In Republic of Moldova, pharmaceutical control is a fundamental
mechanism for ensuring the quality and safety of medicines available to the population.
This system is based on a complex legislative framework, regulated by laws, government
decisions and orders, which establish the main directions of action and the principles to
be respected in the monitoring activity.

Aim of the study. The purpose of this paper is to analyze the organization of the
pharmaceutical control system in the Republic of Moldova and the regulations in the
respective field and to evaluate their application in the framework of different types of
inspections.

Material and methods. The study was based on the analysis of national legislation,
including Law no. 1456/1993 regarding pharmaceutical activity, government decisions,
orders and other regulations [1-4].

Results. The organization of the pharmaceutical control system is based on several
principles that are regulated by clear rules. Among the basic principles should be
mentioned: the principle (pr.) of legality, pr. of objectivity, pr. of responsibility, pr. of
transparency, pr. of the successful combination of different types of inspection, pr. of
collective coordination of the pharmaceutical control activity, pr. of freedom and respect
for human dignity, pr. Of ensuring the quality of control activities. These principles are
included in the legislative-normative acts and establish the action framework for the
competent authorities. Regarding the application of these principles in inspections, it was
found that the authorities of the Republic of Moldova carry out inspections in accordance
with international standards of good practice. However, limited resources and an
insufficient number of inspectors are challenges in achieving systematic and effective
pharmaceutical control.

Conclusions. The pharmaceutical control system in the Republic of Moldova operates
according to the general principles of pharmaceutical regulation, but it needs reforms to
fully align with European standards.
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