VI. 1. Probleme actuale ale farmaciei.
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Background. HPLC is a physico-chemical method, which is
able to detect, separate, and quantify the drug substances.
According to USP 28% edition, the validation of an analyti-
cal method is a process that establishes through laboratory
studies the necessary conditions to be applied analytically.
Objective of the study. Evaluation of the parameters of
validation of an HPLC method of assay of drug substances.
Material and Methods. Electronic databases: While, Sco-
pus and Springer. The information was searched by using:
L HPLC”, ,validation”, ,parameters of validation” and ,assay”.
Also, the search was conducted by using printed pharma-
ceutical and chemical journals. 87 bibliographic sources
were eligible for the study. Results. HPLC method linearity
is usually based on five concentration levels between 70%
and 130% of the nominal concentration, each to be injec-
ted three times. Specificity is used to provide an exact result
that allows an accurate statement of the analyte in a sample.
The accuracy expresses the closeness of agreement betwe-
en the true values. The precision expresses the closeness of
agreement between a series of measurements. The robust-
ness of an analytical procedure is a measure of its capacity
to remain unaffected by small, but deliberate variations in
method parameters. Conclusion. On the various interna-
tional regulatory documents the required validation para-
meters for an HPLC assay method are linearity, specificity,
accuracy, precision, and robustness.

Keywords: HPLC, parameters of validation.

* Study conducted with the support of the project 20.80009.8007.14
“Complex researches for the elaboration of new local anti-infectious
pharmaceutical products for the optimization of pharmacotherapy
of dental, oropharyngeal and auricular diseases”, within the State
Program (2020-2023), project leader: Valica Vladimir, PhD, uniyv,
prof., contracting authority: National Agency for Research and De-
velopment.

MJHS 29(3)/2022/ANEXA 1 485

PARAMETRII DE VALIDARE A UNEI METODE
HPLC DE DOZARE

Donici Elena?, Turla Daniela?!
Conducator stiintific: Valica Vladimir!

!Catedra de chimie farmaceuticd si toxicologicd, USMF ,Nicolae
Testemitanu’,

Introducere. HPLC este o metoda fizico-chimica care poate
detecta, separa si cuantifica substantele medicamentoase.
Conform USP editia a 28-a, validarea unei metode analitice
este un proces care stabileste prin studii de laborator con-
ditiile necesare pentru a fi aplicata analitic. Scopul lucrarii.
Evaluarea parametrilor de validare a unei metode HPLC de
dozare a substantelor medicamentoase. Material si Meto-
de. Bazele de date electronice: While, Scopus si Springer au
fost accesate folosind ,HPLC”, ,validare”, ,parametri de va-
lidare” si ,dozare”. De asemenea, cautarea a fost efectuata
folosind reviste farmaceutice si chimice tiparite. 87 surse
bibliografice au fost eligibile pentru studiu. Rezultate. Li-
nearitatea metodei HPLC se bazeaza de obicei pe cinci ni-
veluri de concentratie intre 70% si 130% din concentratia
nominala, fiecare fiind injectata de trei ori. Specificitatea
este utilizata pentru a oferi un rezultat exact care permi-
te o detectie precisa a analitului dintr-o proba. Acuratetea
exprima apropierea rezultatelor de valoarea adevarata.
Precizia exprima apropierea rezultatelor unei serii de ma-
suratori. Robustetea unei metode analitice este o masura a
capacitatii sale de a raméane neafectate de variatii mici, dar
deliberate ale parametrilor metodei. Concluzii. In diferitele
documente de reglementare internationale, parametrii de
validare obligatori pentru o metoda de dozare HPLC sunt:
liniaritatea, specificitatea, acuratetea, precizia si robustetea.
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