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Introducere. Preparatele magistrale contribuie la individ-
ualizarea tratamentului pacientilor. Ins3, in ordinul MS RM
Nr.10 din 06.01.2006 ,,Cu privire la supravegherea calitatii
formelor medicamentoase preparate in farmacii’, nu este
indicat termenul de valabilitate pentru formele farmaceu-
tice extemporale. Scop. Elaborarea unei metode de analiza
si determinarea termenului de valabilitate in timp real a
formei farmaceutice studiate - picaturi oftalmice cu suflat
de atropind 0,01%. Material si metode. Substante individ-
uale utilizate in studiu: sulfat de atropina (PAPMEKC I'PYT],
Ucraina), clorura de sodiu (Salinen Austria AG, Austria); 3
serii experimentale de picaturi oftalmice cu sulfat de at-
ropind 0,01%; balanta electronica AXIS; solventi, reagenti,
solutii titrante si indicatori in corespundere cu cerintele
Farmacopeei Europene 10.0. Rezultate. S-au preparat trei
serii de forma farmaceuticd, in conditii aseptice, fiind de-
pozitate in flacoane, ferite de lumina, la frigider (8 °C), care
au fost analizate calitativ si cantitativ. Metoda de analiza
a fost elaborata reiesind din proprietatile fizico-chimice a
substantelor: acido-bazica in mediu hidro-organic pent-
ru sulfatul de atropina si argintometria (Fajans) pentru
clorurd de sodiu, valoarea erorii relative (E%) constituie
pentru sulfat de atropina - 1,3%, pentru clorura de sodiu
- 0,87 %. Controlul indicilor de calitate pentru determinar-
ea termenului de valabilitate a fost efectuat cu o periodici-
tate de 7 zile. Concluzii. In urma studiului efectuat au fost
propusd metoda optima de analiza a formei farmaceutice
extemporale - picaturi oftalmice cu sulfat de atropina
de 0,01%, izotonizate cu clorura de sodiu de 0,09%. Prin
urmare, a fost stabilit termenul de valabilitate pentru
solutia studiata de cel putin 60 de zile. Cuvinte-cheie: pica-
turi oftalmice magistrale, valabilitate, stabilitate.
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Introduction. Magistral preparations contribute to per-
sonalized treatment. However, the Order of the Ministry of
Health of the Republic of Moldova No. 10 of 06.01.2006 “On
Quality Supervision of Pharmaceutical forms prepared in
pharmacies” does not specify a shelf life for extemporane-
ous pharmaceutical forms prepared. Objective. The devel-
opment of an optimal method of analysis and determination
of validity shelf-life of the researched pharmaceutical form
- ophthalmic drops with atropine sulfate 0.01%. Material
and methods. The individual substances that were used in-
cluded: atropine sulfate (FARMEX GROUP, Ukraine), sodium
chloride (Salinen Austria AG, Austria); three experimental
series of 0.01% atropine sulfate eye drops; AXIS electron-
ical balance; solvents, reagents, titrants, and indicators
which meet the requirements of the European Pharmaco-
poeia 10.0 standards. Results. To evaluate the stability and
determine the shelf life of the pharmaceutical form, three
experimental series were aseptically prepared and stored
in light-protected vials at 8 °C. They were analyzed both
qualitatively and quantitatively. The analytical method was
selected based on the physicochemical characteristics: ac-
id-base titration in a hydro-organic medium for atropine
sulfate, and argentometric titration (Fajans method) for so-
dium chloride. The relative error (E%) was 1.3% for atro-
pine sulfate and 0.87% for sodium chloride. Quality control
assessments were performed every 7 days, in compliance
with the established criteria. Conclusion. Following the
conducted study, optimal analytical chemical method was
developed for the extemporaneous pharmaceutical form -
0.01% atropine sulfate eye drops, isotonic with 0.09% sodi-
um chloride. Based on the obtained data, a minimum shelf
life of 60 days was established for the solution. Keywords:
magistral ophthalmic drops, shelf life, physical stability.



