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	Course Unit Descriptor
	Faculty
	

	GENERAL INFORMATION

	Study program 
	integrATED ACADEMIC STUDIES OF PHARMACY

	Study Module  (if applicable)
	

	Course title
	DRUG ANALYSIS 

	Level of study
	☐Bachelor               ☐ Master’s                   ☐ Doctoral

	Type of course
	☐ Obligatory☐ Elective

	Semester 
	☐ Autumn                     ☐Spring

	Year of study 
	IV

	Number of ECTS allocated
	8

	Name of lecturer/lecturers
	Dr Slavica Sunarić, associate professor
Marko Denić, teaching assistent

	Teaching mode
	☐Lectures                      ☐Group tutorials         ☐ Individual tutorials
☐Laboratory work      ☐  Project work            ☐  Seminar

☐Distance learning      ☐ Blended learning      ☐  Other

	PURPOSE AND OVERVIEW (max. 5 sentences)

	The aims of this course are:

-  to introduce students to Pharmacopeia, ICH, FDA and their quality guidelines

· - to provide graduate pharmacists specialized knowledge of a wide range of modern analytical techniques used to detect, identify and quantitatively determine drugs and related substances
· -  to introduce to techniques for methods development, analytical data evaluation and analytical methods validation

· -  to develop practical lab skills relating to the pharmaceutical analysis and quality control of medicinal products
· - to develop analytical skills to be used in the selection of methods for identification, quantification, and purity assessment based on the structure and physico-chemical properties of active and related substances, impurities, and degradation products in both pharmaceutical raw materials as well as in dosage forms

	SYLLABUS (brief outline and summary of topics, max. 10 sentences)

	Introduction to basic regulations and requirements of ICH, Ph. Eur., BP,USP and FDA for pharmaceutical analysis and drug control. Use of traditional and modern analytical methods for the analysis of pharmaceutical products (titrimetry, UV/visible spectrophotometry, infrared spectrophotometry, thin layer chromatography, gas chromatography, high performance liquid chromatography, chiral chromatography, hyphenated techniques). The principles and application of method validation in analytical procedures. The basic calculations used in the analysis of drugs. Application of analytical methods in the analysis of active substances, impurities, exscipients and degradation products in accordance with officinal pharmacopoeia procedures and other validated methods. Analysis of solid dosage forms. Analysis of parenteral dosage forms. Sample preparation and extraction techniques (solvent extraction, solid-phase extraction). Use of analytical techniques in the assessment of pharmaceutical products stability. Stability studies.

	LANGUAGE OF INSTRUCTION

	☐Serbian  (complete course)              ☐ English (complete course)               ☐  Other _____________ (complete course)
☐Serbian with English mentoring      ☐Serbian with other mentoring ______________



	ASSESSMENT METHODS AND CRITERIA

	Pre exam duties
	Points
	Final exam
	points

	Activity during lectures
	5
	Written examination
	50

	Practical teaching
	20
	Oral examination
	optional

	Teaching colloquia
	25
	OVERALL SUM
	100

	*Final examination mark is formed in accordance with the Institutional documents


