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Preface

Simple, specific and highly sensitive procedures for the simultaneous

determination of some antthistaminic and nasal decongestant drugs in

multicomponent pharmaccutical preparations are presented.

Thus loratadine and pseudvephedrine sulfate have been determined using the
first derivative spectrophotometry .

The average recoveries obtained for different synthetic mixtures were
found to be 97.6% with C.V. 1.79% for loratadine and 101.6% with C.V.
1.93% for pseudoephedrine sulfate.

The method was successfully applied to the determination of loratadine
alone in different dosage forms in addition to loratadine combined with

pseudocphedrine sulfate in their dosage form (Clarinase®) tablets.

An HPLC method has been developed for the determination of the

same mixtwe using methylparaben as internal standard.

The mean percentage recoveries obtained for different synthetic
mixtures were found to be 102.6% with C.V. 2.86% for loratadine and 162.0%
with C.V. 1.27% for pseudoephedrine sultate.

The methad was applied successfully for the determination of loratadine
spiked in  human serum samples using methylparaben as internal standard

after deproteinization with mixture of methanol and acetoniirile.

The developed HPLC method was also applied for the determination of
loratadine alone in different dosage forms inciuding syrups using
prupy]pa:rahen as internal standard due to the presence of methylparaben as

preservative in syrups. The method. has been extended for determination of

methylparaben in these svrups.

The procedure was also successfully applied for. simultaneous

determination of loratadine and ﬁseudoephedrine sulfate in Clarinase ® tablets.



Two me¢thods for the determination of nasal decongestant
oxymetazoline hydrochloride in presence of very high concentration of
antiallergic drug sodium cromoglycate -in the dosage form Nasocrom®

nasal selution*are presented.

The ﬁ.rst method was based on measuring the aﬁsurbanc: difference of

| oxymetazoline hydrochloride at 301 nm using solution of the drug in 0.1 M

sodium hydroxide as sample and its solution in phosphate buffer pH 7.4 as

blank.  This was carried out after precipitation of sodium cromoglycate using
0.1 M hydrochloric acid followed by filtration..

The proposed absorbance difference method was applied successtully

for determination of oxymetazoling hydrochloride in Nasocrom® .

A second derivative spectrophotometric method was also developed for

determination pf oxymetazoline hydrochloride using solution of oxymetazoline

hydrochloride in pH 7.4 as sample and phosphate buffer pH 7.4 as blank.
This proposed derivative spectrophotomettic method was applied

successfully for the determination of oxymetazoline hydrochloride in different

dosage forms,

A sensitive, simple and accurate HPLC method was developed for the
determination of each of oxymetazoline hydrochlaride and sodivm

cromoglycate scparately using propylparaben as an intemal standard,

On the other hand the method failed to determine oxymetazoline hydrochloride
in its combined dosage form with sedium cromoglycate (Nasocrom®}). This
was due to the presence of phenylethy! alcohol ‘as a preservative in nasal

solution which interfered with the peak of oxymetazoline hydrochloride.

This problem was solved by changing the composition of the mobile
phase. This proposed method was applied successfully for determination of
oxymetazoling hydrochloride, sodium cromoglycate in addition to phenylethy!

alcohol in the Nasocrom ® nasal solution.

" *# Nasal solution ¢laimed to contain 2% sodium cromoglycate and 0.025% oxymetazoline hydrachloride



I”ﬂ LIST OF ABBREVIATIONS ]

B.P. | British phatrmacopoeia

CV. Coetlicient of variation

'D : I'irst derivative

D : second denvative

D | Third derivative

D Fourth derivative

EDTA : Ethylencdiamine tetraaceiic acid
FID . Flame iemizatin detector

G.C - gas clwomatography

HPI.C - High perfermance liquid chromatography
HPTLC: High performance thin layer chromatopraphy
LS : Interral standard

LOD . Limut of detection

% : Molar

ng : Microgram

MS Mass spectroscopy

MPB Metiylparaben

i nanometer

NMR Nuclear magretic resonance

PPB propylparaben

3.D. Standard deviation

S : slandard deviation about the slape
5 : standard deviation about rcgression
TLC Thin layer chromatography.

Usp United states pharmacopoeia

Iy : wavciength.
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