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Naphazoline is a 2-imidazolidine derivated drug and alpha-adrenergic agonist with

vasoconstrictive and decongestive properties. Naphazoline is indicated for the therapy of

rhinitis, sinusitis or allergic conjunctivitis. Naphazoline is used in liquid formulations for

ophthalmic and nasal application.

Naphazoline is marketed in a number of commercially available products; for example, it is

contained in Coldan® Augentropfen. Due to economic and therapeutic reasons, hospital

pharmacies produce miscellaneous in-house preparations. For our study, two different

preparations manufactured in the sterile production of a hospital pharmacy containing

naphazoline are investigated. The first formulation is based on two commercially available

products and it is a mixture of Coldan® Augentropfen and Okuzell® Augentropfen at a ratio of

1:9. The second formulation is Bor-Naphazolin Augentropfen and it is completely prepared in

a hospital pharmacy. In addition to naphazoline, this product also contains other ingredients

such as benzalkonium chloride and boric acid. The aim of this study was to investigate these

two in-house preparations and prove their quality in order to increase medication safety.

The project included development and validation of an HPLC method for quantitation of

naphazoline in the respective preparations. Photo- and thermo stability of these preparations

were investigated as well. A new HPLC method was developed for selective and stability

indicating determination of naphazoline. Mobile phase consisting of methanol : triethylamine

0.05M/pH 3 set up using phosphoric acid (30:70 v/v), and a BDS HYPERSIL C18 column

(dim (mm) 150x4, particle size 5µm) were used for the chromatography. The HPLC method

was validated according to international guidelines and proved to fulfill all requirements.



The content of naphazoline hydrochloride in different production lots of both in-house eye

drops are analysed by the proposed HPLC method. Moreover, a stability assessment for the

formulations was carried out with special emphasis on the photodegradation upon light

exposure.

The results of the testing were noted and consulted with representatives of the hospital

pharmacy. Based on the results of the HPLC analysis, the production processes were

evaluated and optimized, thus contributing to medication safety for in-house preparations.


