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O ABSTRACT 0O

This study aims to investigate the presence of sodium methylparaben and determine its
concentration in some locally marketed pharmaceutical forms. Therefore, we studied 8
ampoules and two oral syrup locally manufactured samples marketed in the Syrian market,
packaging and labelling test applied to all samples. The studied samples belonged to sex
pharmaceutical companies. The concentration of sodium methylparaben was determined
by high-performance liquid chromatography (HPLC) using a column (BDS Hypersil C18
250 mm* 4.6 mm) , mobile phase: methanol as the organic solution with an acetate buffer
in the ratio of 82:18, flow rate: 1 ml/minute, UV detection: 254nm. Packaging test revealed
that all of the locally manufactured samples matching to WHO guidelines, The results of
HPLC analyse showed presence of sodium methylparaben in all studied samples, and all
samples were within the allowable limit (0.25% for ampoules, 0.2% for oral syrups)
according to the Food and Drug Administration (FDA). The specific concentrations ranged
between (1.7-2.28 mg/ml for ampoules and 1.2-1.5 mg/ml for medicinal syrups),
depending on the HPLC device.

Keywords: sodium methylparaben, pharmaceutical ampoules, oral syrups, high-
performance chromatography (HPLC).
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sample code Concentration of standard RSD percentile
methyl deviation SD standard deviation
Paraben mg/ml

Oral syrupes Sal 1.520 0.004 0.2599
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20 20.16 £ 0.208 1.032 20.16 £ 0.25 1.24
50 49.53 + 0.5859 1.1829 49.93 + 0.602 1.207
100 99.3 +£1.0511 1.058 99.83 £ 1.25 1.25
150 149.33 + 0.862 0.5773 149.266 + 1.069 0.7163
200 200.56 + 1.52 0.765 200.16 £ 1.70 0.84
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Concentration of | Concentration | Concentration of Concentration of Recovery | RSD**
methylparaben in of methyl methylparaben in methylparaben (%) (%)
samples before Paraben samples after calculated in
adding (ng/mL) adding Adding (true samples (Calculated
(ng/mL) value) (pg/mL) value) (ug/mL)
80.92 10 90.92 90.8 98.8 0.7
14 94.92 94.66 98.14 0.719
18 98.92 98.866 99.66 0.86
91.28 10 101.28 101.166 98.8 0.840
14 105.28 105.22 99.57 0.875
18 109.28 109.23 99.7 0.762
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