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INTRODUCERE. Aplicarea Regulilor de buna practica de fabricatie (GMP) reprezintd cea mai importanta parte a
sistemului de asigurare a calitatii medicamentelor. Implementarea GMP in Republica Moldova (RM) a impus pro-
ducatorii autohtoni la respectarea unui set de cerinte, standarde, tehnologii performante, ce asigura calitatea
produsului medicamentos finit conform standardelor internationale.

SCOPUL STUDIULUI. Evaluarea in timp a producatorilor autohtoni de medicamente si impactul implementarii
GMP asupra activitatii de fabricare a produselor farmaceutice.

MATERIAL SI METODE. Materialele cercetarii includ: acte legislativ-normative ce reglementeaza activitatea far-
maceutica, registre de stat ale medicamentelor, date statistice oferite de producatorii autohtoni.

REZULTATE. Actualmente circa 80% din productia mondiala de medicamente este concentrata in Statele Unite
ale Americii, Elvetia, Germania, Marea Britanie, Japonia, Canada, Danemarca, Franta. in RM producerea me-
dicamentelor, punerea acestora pe piata, precum si conditiile si masurile pentru asigurarea calitatii sunt re-
glementate de un sir de acte legislative si normative. Implementarea. in RM GMP au fost aprobate prin Or-
dinul Ministerului Sanatatii al RM nr. 309 din 26.03.2013 ,Cu privire la aprobarea Regulilor de Buna Practica
de Fabricatie a Medicamentelor (GMP) de uz uman”. Industria farmaceutica nationald a mostenit din epoca
sovietica o singura intreprindere farmaceutica - .Farmaco” S.A. In perioada a.a. 1991-2013 in RM activau 28
producatori autohtoni de medicamente. O crestere semnificativa a numarului de fabrici farmaceutice a fost
in a.a. 2003-2006, ajungand la 33. Implementarea GMP in RM a dus la micsorarea semnificativa a numarului
de intreprinderi farmaceutice producatoare. La data de 22.12.2023 erau certificati in corespunzatori GMP opt
fabricanti autohtoni de medicamente: SOPHARMACY MC SRL, Intreprinderea cu capital strdin Eurofarmaco
S.A., SC Flumed-Farm SRL, Farmaprim SRL, ElaDum Pharma SRL, MC Pharmaceuticals SRL, Biotehnos Prod
SRL, SC Balkan Pharmaceuticals SRL. Pentru implementarea standardelor GMP cu succes, in afara de existenta
unei baze materiale corespunzatoare, este necesar si de prezenta personalului specializat calificat, capabil sa
implementeze si sa asigure respectarea intregului complex de prevederi speciale ale GMP. Dificultatile eviden-
tiate in Republica Moldova privind implementarea GMP au fost: cele de ordin economico-financiar, de instruire
a personalului, de autorizare a medicamentelor si de intretinere a spatiilor intreprinderii.

CONCLUZII. Prin prisma aplicarii si respectarii GMP sistemul farmaceutic al RM se aliniaza la standardele inter-
nationale, iar piata farmaceutica este asiguratd de medicamente calitative. intreprinderile farmaceutice au-
tohtone tind la modernizarea si respectarea standardelor internationale, astfel asigurand populatia cu medi-
camente sigure si calitative.

Cuvinte cheie: reguli de buna practica de fabricatie, producator de medicamente autohton, reglementare, ca-
litatea medicamentului.
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INTRODUCTION. The application of Good Manufacturing Practice (GMP) is the most important part of the drug
quality assurance system. The implementation of GMP in the Republic of Moldova (RM) required domestic ma-
nufacturers to comply with a set of requirements, standards, high-performance technologies, which ensure
the quality of the finished medicinal product according to international standards.

THE AIM OF STUDY. Time evaluation of domestic drug manufacturers and the impact of GMP implementation on
pharmaceutical manufacturing activity.

MATERIAL AND METHODS. The research materials include: legislative-normative acts that regulate pharmace-
utical activity, state registers of medicines, statistical data provided by local manufacturers.

RESULTS. Currently, about 80% of the world production of medicines is concentrated in the United States of
America, Switzerland, Germany, Great Britain, Japan, Canada, Denmark, France. In the Republic of Moldova, the
production of medicines, their placing on the market, as well as the conditions and measures for quality assu-
rance are regulated by a series of legislative and normative acts. Implementation. In the Republic of Moldova
GMP were approved by Order of the Ministry of Health of the Republic of Moldova no. 309 of 26.03.2013 ..Re-
garding the approval of the Rules of Good Manufacturing Practice (GMP) for Medicines for human use”. The na-
tional pharmaceutical industry inherited from the Soviet era only one pharmaceutical enterprise -.,Farmaco”
S.A. During the a.y. 1991-2013 in the Republic of Moldova, 28 local drug manufacturers were active. A significant
increase in the number of pharmaceutical factories was in a.y. 2003-2006, reaching 33. The implementation
of GMP in the Republic of Moldova led to a significant decrease in the number of manufacturing pharmaceu-
tical enterprises. On 22.12.2023, eight domestic drug manufacturers were certified in the corresponding GMP:
SOPHARMACY MC SRL, The enterprise with foreign capital Eurofarmaco S.A., SC Flumed-Farm SRL, Farmaprim
LLC, ElaDum Pharma SRL, MC Pharmaceuticals LLC, Biotehnos Prod LLC, CS Balkan Pharmaceuticals LLC. For
the successful implementation of GMP standards, apart from the existence of an appropriate material base, the
presence of qualified specialized personnel is also necessary, able to implement and ensure compliance with
the entire complex of special provisions of GMP. The difficulties highlighted in the Republic of Moldova regar-
ding the implementation of GMP were: those of an economic-financial nature, staff training, drug authorization
and maintenance of the company’s premises.

CONCLUSIONS. Through the application and compliance of GMP, the pharmaceutical system of the Republic of
Moldova aligns with international standards, and the pharmaceutical market is ensured with quality drugs. Do-
mestic pharmaceutical companies tend to modernize and comply with international standards, thus providing
the population with safe and quality medicines.
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