VI. 1. Probleme actuale ale farmaciei.
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Background. The TLC method is successfully used in sta-
bility studies; it is accessible and ensures the identification
of possible degradation products, being particularly useful
for testing of combined pharmaceutical formulations. Ob-
jective of the study. Study of the accelerated degradation
process of combined eardrops with [sohydrofural (IHF) and
Methyluracil (MU) by TLC. Material and Methods. Expe-
rimental ear drops subjected to accelerated degradation;
chromatographic chamber; mobile phases: chloroform-ace-
tone (70:30), 1-butanol-diethyl-ether-acetone (10: 85:5),
ethylacetate-hexane (2:1), glacial acetic acid-water-butanol
(1:1:4), chloroform-methanol-glacial acetic acid (90:8:8),
chloroform-methanol-glacial acetic acid (95:10:2); UV
lamp; developing reagents. Results. Chromatography re-
sults showed that only the mobile phase ethyl acetate-hexa-
ne (2:1) provides the possibility of simultaneous detection
of both substances, which is used in the qualitative analysis
of the compounds in the mechanical mixture and pharmace-
utical form in the accelerated degradation process (thermal,
oxidative, hydrolytic and UV stress conditions). Degradation
products of IHF (Rf = 0.24) and MU (Rf = 0.51) were deter-
mined following oxidation and exposure to temperature.
The Rf values of the substances in the mechanical mixture
and pharmaceutical form were close (0.37 for IHF and 0.72
for MU). Conclusion. The technique developed for the TLC
determinations ensures separation of components in the
combination and detection of degradation products.
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Introducere. Metoda CSS este utilizata cu succes in studiile
de stabilitate, este accesibila si asigura identificarea eventu-
alelor produse de degradare, fiind utild in special pentru tes-
tarea produsele farmaceutice combinate. Scopul lucrarii.
Studiul procesului de degradare accelerata ale picaturilor
auriculare combinate cu izohidrafural (IHF) si metiluracil
(MU) prin CSS. Material si Metode. Picaturi auriculare pre-
parate 1n laborator si supuse degradarii accelerate; camera
cromatograficd; faze mobile: cloroform-acetona (70:30),
1-butanol-eter dietilic-acetond (10:85:5), etilacetat-hexan
(2:1), acid acetic glacial-apa-butanol (1:1:4), cloroform-me-
tanol-acid acetic glacial (90:8:8), cloroform-metanol-acid
acetic glacial (95:10:2); lampa UV; reagenti de revelare. Re-
zultate. Rezultatele cromatografierii au demonstrat, ca nu-
mai faza mobila etilacetat-hexan (2:1) asigura posibilitatea
detectarii concomitente a ambelor substante, aceasta fiind
utilizata 1n analiza calitativa a compusilor din amestec me-
canic si forma farmaceutica in procesul degradarii accelera-
te (conditii de stress termic, oxidativ, hidrolitic si raze UV).
S-au determinat produse de degradare ale IHF (Rf = 0,24)
si ale MU (Rf = 0,51) in urma oxidarii si expunerii la tem-
peratura. Valorile Rf-ului substantelor din amestec mecanic
si forma farmaceutica au fost apropiate (0,37 pentru IHF
si 0,72 pentru MU). Concluzii. Tehnica de lucru elaborata
pentru determindrile CSS asigura separarea componentelor
din combinatie si detectarea produselor de degradare.
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