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Questions to be discussed
1. Basic principles and tasks of the organization of the pharmaceutical providing of population at macro- and microeconomical levels. 

2. Levels of management and organizational structure of pharmaceutical industry in Ukraine. 

3. International standards, regulative pharmaceutical activity (GLP, GCP, GMP, GDP, GPP). 

4. Good  Pharmacy Practice (GPP) – definition, targets, elements.

New terms:  
GPP - is the practice of pharmacy that responds to the needs of the people who use the pharmacists’ services to provide optimal, evidence-based care. To support this practice it is essential that there be an established national framework of quality standards and guidelines
Batch (or lot) - a defined quantity of starting material, packaging material or bulk, intermediate or finished product that is intended or purported to be homogeneous in character and quality, and which has been produced during a defined cycle of manufacture.
Batch certificate - a document which provides information on quality of a particular batch.
Batch manufacturing record - a document stating the materials used and the operations carried out during the processing of a given batch, including details of in-process controls and packaging information.
Batch number (lot number) - a distinctive combination of numbers and/or letters which specifically identifies a batch or lot and permits its history to be traced.

Information on the topic

The mission of pharmacy practice is to contribute to health improvement and to help patients with health problems to make the best use of their medicines. 

There are six components to this mission: 

• being readily available to patients with or without an appointment;

 • identifying and managing or triaging health-related problems; 

• health promotion; 

• assuring effectiveness of medicines; 

• preventing harm from medicines; and

 • making responsible use of limited health-care resources.

 In the community setting, pharmacists should be acknowledged as health-care professionals whom patients can consult for health-related problems. Because health-care products and services are available from the pharmacist, some problems can be managed at this point of care. Problems that require additional diagnostic skill or treatments not available from a pharmacist can be referred to an appropriate health-care professional or site of care, such as a hospital. This should be done in good collaboration between the health-care providers. 

To improve the use of medicines, pharmacists have responsibilities for many aspects of the process of medicines use, each of which is important to achieve good outcomes from treatment. This begins with assuring the integrity of the medicine supply chain, including detecting spurious/falsely-labelled/falsified/counterfeit medicines, ensuring proper storage of medicines and quality preparation of medicines when needed. It also includes assuring the proper prescribing of medicines so that dose regimens and dosage forms are appropriate; instructions for use are clear; medicine–medicine and medicine–food interactions are prevented; known and predictable adverse medicine reactions, including allergies and other contraindications, are avoided; unnecessary treatments are minimized and the cost of medicines is considered. 
Another important component of this mission is assisting patients and those administering medicines to understand the importance of taking medicines properly, including the correct timing of doses, foods or other medicines to avoid when taking a dose and what to expect after taking the medicine. Monitoring treatment to verify effectiveness and adverse medicine events is also an important part of the process of use of medicines. Dosage forms are appropriate; instructions for use are clear; medicine–medicine and medicine–food interactions are prevented; known and predictable adverse medicine reactions, including allergies and other contraindications, are avoided; unnecessary treatments are minimized and the cost of medicines is considered. 
Another important component of this mission is assisting patients and those administering medicines to understand the importance of taking medicines properly, including the correct timing of doses, foods or other medicines to avoid when taking a dose and what to expect after taking the medicine. Monitoring treatment to verify effectiveness and adverse medicine events is also an important part of the process of use of medicines.

Requirements of good pharmacy practice 
• GPP requires that a pharmacist’s first concern in all settings is the welfare of patients. 
• GPP requires that the core of the pharmacy activity is to help patients make the best use of medicines. Fundamental functions include the supply of medication and other health-care products of assured quality, the provision of appropriate information and advice to the patient, administration of medication, when required, and the monitoring of the effects of medication use. 
• GPP requires that an integral part of the pharmacist’s contribution is the promotion of rational and economic prescribing, as well as dispensing. 
• GPP requires that the objective of each element of pharmacy service is relevant to the patient, is clearly defined and is effectively communicated to all those involved. 
Multidisciplinary collaboration among health-care professionals is the key factor for successfully improving patient safety. In satisfying these requirements, the following conditions are necessary: 
the well-being of patients should be the main philosophy underlying practice, even though it is accepted that ethical and economic factors are also important; 
• pharmacists should have input into decisions about the use of medicines. A system should exist that enables pharmacists to report and to obtain feedback about adverse events, medicine-related problems, medication errors, misuse or medicine abuse, defects in product quality or detection of counterfeit products. This reporting may include information about medicine use supplied by patients or health professionals, either directly or through pharmacists; 

• the relationship with other health professionals, particularly physicians, should be established as a therapeutic collaborative partnership that involves mutual trust and confidence in all matters relating to pharmacotherapy; 

• the relationship between pharmacists should be one of colleagues seeking to improve pharmacy service, rather than acting as competitors; 

• in reality, organizations, group practices and pharmacy managers should accept a share of responsibility for the definition, evaluation and improvement of quality; 

• the pharmacist should be aware of essential medical and pharmaceutical information (i.e. diagnosis, laboratory test results and medical history) about each patient. Obtaining such information is made easier if the patient chooses to use only one pharmacy or if the patient’s medication profile is available; 

the pharmacist needs evidence-based, unbiased, comprehensive, objective and current information about therapeutics, medicines and other health-care products in use, including potential environmental hazard caused by disposal of medicines’ waste; 

• pharmacists in each practice setting should accept personal responsibility for maintaining and assessing their own competence throughout their professional working lives. While self-monitoring is important, an element of assessment and monitoring by the national pharmacy professional organizations would also be relevant in ensuring that pharmacists maintain standards and comply with requirements for continuous professional development; 

• educational programmers for entry into the profession should appropriately address both current and foreseeable changes in pharmacy practice; and • national standards of GPP should be specified and should be adhered to by practitioners.
Questions, Tests for self-evaluation

1. What is the purpose of good pharmacy practice?

2. What values must a pharmacist observe in his/her practice? 

3. What is pharmacy Practise? 

4. How can you improve your pharmacy service?
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