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1. Topic. «Requirements for the location and composition of the premises of pharmaceutical institutions».
2. Relevance of the topic. Knowledge legislative and regulatory framework for labor protection in pharmaceutical institutions is the basis for conducting business in the pharmaceutical industry.
3. Objectives of the lesson: 

3.1 General objectives:
· students must master the knowledge of the legal and regulatory framework for occupational safety in pharmacies; 
· students must master the skills of choosing the right normative document on a given issue.
3.2 Educational goals: to direct the development of a professionally significant substructure of personality; education of students of modern pharmaceutical thinking on health and safety; responsible attitude to compliance with safety requirements during work.​​​
3.3. Specific goals:
- know:
· to direct the development of a professionally significant substructure of personality;

· education of students of modern pharmaceutical thinking; 

· assimilation by students knowledge of the requirements for production facilities and equipment of pharmaceutical institutions in accordance with applicable regulations. 

3.4. Based on theoretical knowledge on the topic:

- master the techniques / be able /:
· know occupational safety during storage and use of combustible substances; fire supervision of pharmaceutical establishments.
4. Materials of pre-classroom independent training (interdistiplinar integration).​
	№№

p.p.
	Disciplines
	Know
	Be able

	1
	2
	3
	4

	1.
	Previous disciplines
Jurisprudence
	General theory of constitutional law. Fundamentals of the legal status of the individual. Civil law in Ukraine.
	Legal basis of labor protection in pharmacy. The main legislative acts on labor protection, their legal field and the range of issues to which they apply. Means of protection of personnel from dangerous and harmful substances.

	
	Organization and economics of pharmacy
	Pharmacy as an independent business enterprise. Forms of ownership, management, specialization of pharmacies. Types of liability. Pharmacy staff. Location of the pharmacy network. Organization of pharmacy work with inventories. Premises and their equipment. Drawing up of orders-requirements in departments of a drugstore, registration of requirements-invoices.
	Safety precautions when receiving drugs. Means of protection of production personnel from possible consequences of dangerous cases. Action of personnel in emergency situations. Ensuring fire safety when working with flammable substances.

	2.
	The following disciplines

1. Pharmaceutical legislation

2. Good pharmaceutical practice
	The importance of the basics of labor protection in the industry in the system of training pharmacists at the present stage of development of pharmacy 
	- to develop and systematize various legislative acts on labor protection; 

- to study the tasks of labor protection in the quality assurance system of medicines.

	3.


	Intra-subject integration

	Requirements for labor protection in the receipt and analysis of drugs. State and industry standards on labor protection. General requirements for clean production facilities. Occupational safety in production and laboratories for the production and analysis of medicines.
	Occupational hygiene in the manufacture of drugs.


5. Tasks for independent work in preparation for the lesson
5.1 List of basic terms, parameters, characteristics that a student must learn in preparation for the lesson:

Plan
1. Types of pharmaceutical institutions. 

2. Requirements for production facilities and equipment of pharmaceutical establishments in accordance with applicable regulations.

1. In the order of the Ministry of Health of Ukraine "On approval of the list of health care institutions, medical, pharmacist positions and positions of junior specialists with pharmaceutical education in health care institutions of the Ministry of Health of Ukraine; Order, List dated 28.10.2002 № 385 »listed pharmaceutical (pharmacy) establishments:
 Pharmacy
 Pharmacy base (warehouse)
 Base (warehouse) of medical equipment
 Base of special medical supply (central, republican, regional)
 Control and analytical laboratory
 Laboratory for drug quality analysis
 Shop (medical equipment, medical optics).
 Pharmacy - a health care institution, the main task of which is to provide the population, health care institutions, enterprises, institutions and organizations with medicines through retail trade.

Retail sale of medicines - activities for the purchase, storage and sale of finished medicines through the pharmacy and its structural units (including drugs manufactured (manufactured) in the pharmacy) directly to citizens for their personal consumption, health care facilities (except pharmacies) institutions), as well as enterprises, institutions and organizations without the right to resell them. Retail trade in medicines is carried out by business entities on the basis of a license for the relevant type of activity, subject to compliance with the qualification, organizational and other special requirements established by the License Terms. Retail sale of medicines without a license is prohibited. License - a document of the state standard,

Subject of economic activity - a legal entity registered in the manner prescribed by law, regardless of its organizational and legal form and form of ownership, which conducts economic activity, in addition to public authorities and self-government bodies, as well as a natural person - an entrepreneurial entity. When carrying out retail trade in medicinal products, an economic entity must comply with the requirements of the laws of Ukraine, acts of the President of Ukraine and the Cabinet of Ministers of Ukraine, orders of the Ministry of Health of Ukraine, other regulations governing activities related to the circulation of medicinal products. funds, and the procedure established by the current legislation for hiring and registering citizens in accordance with the requirements of the Labor Code of Ukraine. Pharmacy, which is responsible for the administrative and organizational-methodical management of district pharmacies is called the central district pharmacy (CRA). A pharmacy that is intended to provide one or more hospitals, other health care facilities, as well as the population with medicines and medical supplies, is called hospital or interhospital, respectively.
 A licensee engaged in the retail sale of medicinal products must:

· Ensure the availability of all necessary premises, equipment and facilities for proper storage and trade in medicines; 

· To provide for each production room registration and control of temperature and relative humidity of air, serviceability of all means of measuring equipment and to carry out their regular metrological verification;

· Have the required number of employees who meet the qualification requirements established by the License Terms;

· Create the necessary conditions for the accessibility of people with disabilities to pharmacies;

· Adhere to the general and specific storage conditions of medicinal products specified by the manufacturer;

· Have information in the service hall about the availability of a license (copy of the license), about the peculiarities of the rules for dispensing medicines, location and telephone number of the business entity that owns the pharmacy and departments, location and telephone number of the state body for consumer protection, location and telephone number of the territorial body of state quality control of medicines, as well as a book of reviews and suggestions, to ensure the possibility of installation and operation of an information stand or terminal;

· Ensure the availability of a mandatory minimum range of medicines for pharmacies;

· Comply with the requirements of the legislation to ensure quality control of medicines 

· Ensure the safety of medicines;

Classification and types of pharmacy activity.

 Pharmacies can be classified by:

· Forms of ownership;

· Subordination;

· Types of implementation;

· Types of specialization, etc.

  Functions of pharmacies.

 The pharmacy performs social, production, trade, financial and economic functions.

 Social function of the pharmacy:

· Providing emergency medical care to the population;

· Pharmaceutical care;

· Provision of pharmaceutical information;

· Dissemination of sanitary and hygienic knowledge among the population

 Production function of the pharmacy:

· Production according to prescriptions of doctors and requirements of LPZ of dosage forms;

· Carrying out laboratory-packing works; 

· Intrapharmacy quality control of dosage forms;

Information function - the organization of sanitary and educational activities among the population, pharmaceutical care and information assistance to doctors on pharmaceutical issues;

 Financial function:

· In accounting and reporting;

· In carrying out settlement operations with suppliers, banks, buyers.

 Business function:

· Maintenance in the corresponding condition of the room, the fixed territory, 

· Carrying out repairs.
2. For pharmacies that produce (manufacture) drugs, it is mandatory to have a valid State Pharmacopoeia of Ukraine.

Purpose and subject of activity of the pharmacy

The pharmacy is created for the purpose of providing the population and PU with medicines and medical devices, production of dosage forms, rendering of services, and also realization on the basis of the received profit of interests of labor collective.

The subject of activity of the pharmacy is:

· Manufacture, storage and sale of medicines according to doctors' prescriptions and requirements of medical and prophylactic institutions;

· Intrapharmacy quality control of manufactured drugs, their design;

· Release of ready medicines according to doctors' prescriptions, requirements of medical and prophylactic establishments;

· Over-the-counter dispensing of medicines and medical devices;

· Harvesting, collection, processing of medicinal plant raw materials;

· Wholesale sale of medicines (under special conditions);

· Incoming quality control of medicines;

· Determining the demand and establishing the need for medicines;

Requirements for the pharmacy.

 To ensure retail activities, the pharmacy must:

 A. be located in a separate building removed from the housing stock or in a built-in (attached) isolated room on the ground floor with a separate independent exit from the trade hall.

It is allowed to arrange a common entrance vestibule in public buildings (except for schools, preschools and entrances of residential buildings) provided that free access to the pharmacy and compliance with the sanitary and hygienic requirements established for pharmacies. The area of ​​the common entrance vestibule is not included in the minimum and total area of ​​the pharmacy, but this room must be indicated in the passport of the pharmacy.

 If the pharmacy occupies an isolated multi-storey (including basement, semi-basement or basement) room and has several service rooms, one of them must be located on the ground floor with the obligatory organization of one workplace for the supply of medicines.

It is allowed to place a public service hall not only on the ground floor, if its floor level is not lower / higher than the planned ground level by more than 0.5 meters. It is allowed to place a pharmacy in the premises of shopping centers, sanatoriums, hotels, airports, railway stations, in an isolated room on the ground floor without a separate independent exit. In the premises of treatment and prevention facilities it is allowed to place the pharmacy in an isolated room on any floor and without arranging a separate independent exit to the outside. In rural areas, it is also allowed to place a pharmacy in public buildings (except for schools, preschools and entrances to residential buildings), in the premises of the village (settlement) council,

B. Have a service room and production facilities: the necessary area and / or premises for the reception of medicines, premises (zones) for storage of various groups of medicines in accordance with the requirements specified by the manufacturer. Access to the production premises cannot be carried out through public premises (corridors, vestibules, etc.). The minimum total area of ​​storage facilities for medicines may not be less than 10 square meters. m.

It is allowed to equip the service hall with free access of consumers to over-the-counter drugs in accordance with the List of over-the-counter drugs in Ukraine, available by order of the Ministry of Health of Ukraine dated 26.02 .2013 № 166 and related products if there are specialists-consultants (pharmacists, pharmacists) in the hall.

For pharmacies that are located in treatment and prevention facilities and carry out the manufacture (production) of drugs in the pharmacy and the release of finished drugs only in the department of treatment and prevention facilities, the absence of a service hall is allowed provided there is an expedition room. For the retail sale of medicines to the population in these treatment and prevention facilities, such pharmacies may establish pharmacy outlets;

B. have office and domestic premises: staff rooms, toilets with washbasins (for pharmacies located in rural areas and settlements where there are no communications (water supply, sewerage), the location of toilets outside the pharmacy is allowed, and the pharmacy must there must be a separate place for hand sanitation), a room or a closet for storing cleaning equipment. Access to office and domestic premises cannot be carried out through production premises. When the pharmacy staff uses a separate service entrance from the outside, it is allowed to pass in technological clothes and shoes from office and additional premises to the public service hall through the premises for storage of medicines and vice versa.

The total minimum area of ​​premises for staff may not be less than 8 square meters. m.

 D. The total minimum area of ​​pharmacies engaged in the retail sale of medicines should be:

for pharmacies located in cities - not less than 50 square meters. m (area of ​​the trading hall - not less than 18 sq. m);

for pharmacies located in settlements and urban-type settlements - not less than 40 sq.m (area of ​​the trade hall - not less than 18 sq. m);

for pharmacies located in the village - not less than 30 sq.m (area of ​​the trade hall - not less than 10 sq.m, premises for storage of medicines - 6 sq. m; staff room - not less than 4 sq. m) .

 For pharmacies engaged in the production (manufacture) of medicines, the composition of the premises of the pharmacy includes all the premises necessary for the activity of retail trade in medicines, determined by Naka

  The location of production facilities must meet the sequence of operations of the production process and the requirements for the level of cleanliness, to prevent the intersection of technological, material and human flows. Steps must be taken to prevent third parties from entering the premises. Areas of production (manufacture), storage and quality control of raw materials and finished medicines should not be used as checkpoints for personnel who do not work in them.

  The business entity must take measures to validate the technological processes carried out in the production premises and methods of quality control of raw materials and manufactured medicines. The business entity must provide the mandatory composition and area of ​​production and ancillary premises of the pharmacy:

  - a pharmacy with the manufacture of non-sterile drugs must have the following separate production facilities: assistant - not less than 20 square meters. m; to obtain purified water - not less than 8 square meters. m;

for washing and sterilizing dishes - not less than 8 square meters. m; a separate room - the office of a pharmacist-analyst or a separate workplace of a pharmacist-analyst in the assistant room;

  pharmacy with the manufacture of sterile drugs in aseptic conditions must have all of the above premises and additionally equipped with the following production facilities: to obtain water for injection - an area of ​​8 square meters. m (possible combination with the room to obtain purified water); aseptic assistant with a gateway - from 13 (10 + 3) square meters. m; for sterilization of manufactured drugs - from 10 sq.m. m; premises for control labeling and hermetic sealing of medicines - from 10 sq.m. m.

Requirements for pharmacy equipment.

The production premises of the pharmacy must be equipped with equipment to ensure proper storage of medicines (cabinets, racks, refrigerators, safes, etc.) and means to control the temperature and relative humidity. 

Devices, devices, which are in the pharmacy, must have technical passports, as well as be subject to timely maintenance and inspection. The measuring instruments used must be metrologically certified, have a state verification mark and be checked in accordance with the established procedure. The public service hall for ensuring the proper storage of medicines at the time of sale must be equipped with equipment (equipment) for the constant provision of the appropriate temperature regime and means for temperature control. Workplaces must be equipped with devices to protect workers from direct droplet infection.

  Pharmacy production facilities for the manufacture of medicines must be provided with the necessary equipment and facilities for the proper manufacture and storage of medicines (production equipment, laboratory equipment, measuring instruments, cabinets, racks, refrigerators, safes, etc.) and technical means for constant control of temperature and humidity . It is prohibited to place in production facilities equipment and facilities that do not relate to the work performed in them. The production premises of a pharmacy engaged in the production (manufacture) of medicines should be equipped with supply and exhaust ventilation with mechanical motivation to achieve appropriate air purification.

  Requirements for the premises and equipment of a pharmacy engaged in the production (manufacture) of sterile medicines:

  * manufacture (production) of sterile drugs should be carried out in clean areas (premises) in aseptic conditions; 

* aseptic unit consists of a sluice, aseptic assistant, room for water for injection, packaging, sealing and sterilization of drugs. It is possible to combine assistant and packing rooms;

* the premises of the aseptic unit should be as isolated as possible from other premises of the pharmacy, rationally interconnected to ensure direct flow processes and reduce the flow of drugs in the process of their production (manufacture); equipped with locks that protect the outside air of the aseptic room from contamination;

  * windows in the aseptic assistant must be tightly closed; 

* the aseptic unit is equipped with supply and exhaust ventilation with the advantage of air supply before extraction, which provides at least 10 times the air exchange per hour. The air ventilation system must take into account: the size of the room, equipment and personnel in it, and have appropriate filters;

  * access to the aseptic unit should have only certain pharmacy staff. 
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