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1. Topic. «Legislative and regulatory framework for labor protection in 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.
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 Licensing conditions for conducting business activities for the production of medicines, wholesale, retail trade in medicines; About the organization of storage in drugstores of various groups of medicines and products of medical appointment; instructions on the sanitary and anti-epidemic regime of pharmacies; on preliminary examination of documentation for compliance with labor protection standards; on the procedure for imposing fines on enterprises, institutions and organizations for violation of regulations on labor protection; about obligatory preventive examinations and the order of their carrying out, etc.
· 3.4. Based on theoretical knowledge on the topic:
- master the techniques / be able /:
· know safety precautions when working with technological equipment.

	4. Materials of pre-classroom independent training (interdisciplinary 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. Legislative and regulatory framework for labor protection in pharmaceutical institutions.

2. Order of the Ministry of Health of Ukraine dated 31.10.2011 № 723 “Licensing conditions for conducting economic activity in the production of medicines, wholesale, retail trade in medicines”

3. Order of the Ministry of Health of Ukraine № 44 of 16.03.93 "On the organization of storage in pharmacies of various groups of drugs and medical devices." 

4. Order of the Ministry of Health of Ukraine № 275 of 15.05.2006 "On approval of the instruction on the sanitary and anti-epidemic regime of pharmacies." 

5. Resolution of the Cabinet of Ministers of Ukraine №431 of June 23, 1994 "On preliminary examination of documentation for compliance with labor protection standards"

6. Order of the Ministry of Health of Ukraine № 301 dated 15.06.04. DNAOP 0.00 - 4.04– 93 “Regulations on the procedure for imposing fines on enterprises, institutions and organizations for violation of regulations on labor protection”

7. Resolution of the Cabinet of Ministers of Ukraine № 1238 of November 6, 1997 "On mandatory preventive examinations and the procedure for their conduct."

8. Order of the Ministry of Health of Ukraine № 139 of June 7, 1999. “On Amendments and Addenda to the Regulations on the Procedure for Conducting Medical Examinations of Certain Categories of Employees”

9. Order of the Ministry of Health of Ukraine 99199 of 8.07.96 "Rules for the disposal and destruction of substandard drugs."
1. Order of the Ministry of Health of Ukraine dated 31.10.2011 № 723 “Licensing conditions for conducting economic activity in the production of medicines, wholesale, retail trade in medicines”

Licensing conditions are developed in accordance with the Laws of Ukraine "Fundamentals of Legislation of Ukraine on Health Care", "On Medicinal Products", "On Licensing of Certain Types of Economic Activity" and establish qualification, organizational, technological and other requirements for conducting economic activity in the production of medicinal products , wholesale, retail trade in medicines. The License Terms apply to all business entities - legal entities registered in the manner prescribed by law, regardless of their organizational and legal form and form of ownership, which carry out economic activities related to the production of medicines, wholesale, retail trade in medicines, and also for individuals - entrepreneurs,


If the business entity carries out the specified type of economic activity not in full, but in part, the License Terms apply to the business entity in the part that establishes the requirements for conducting business activities specified in the license.


The license shall indicate the type of economic activity carried out by the business entity in full or in part.

According to the legislation, the following are subject to licensing:

 production of medicines;

 wholesale trade in medicines;

 retail sale of medicines. 

Licensing of this type of economic activity is a means of regulatory influence of the state on the activities of economic entities and control over compliance by the licensee with the requirements of legislation in the field of production of medicines, wholesale and retail trade in medicines. 

Acceptance of documents submitted for obtaining a license, issuance, renewal, revocation of licenses, issuance of duplicate licenses, maintenance of license cases and license registers, control within its competence over compliance by licensees with these License Terms, issuance of orders to eliminate violations of these License Terms. Ukraine on medicines (hereinafter - the State Medical Service of Ukraine).


To obtain a license for the activities specified in paragraph 1.4 of this section, in full or in part, the business entity shall submit to the State Medical Service of Ukraine an application in the form specified in Annex 1 to these License Terms, which indicates, in particular, the USREOU code, or registration number of the taxpayer's account card, or series and passport number (for individuals who due to their religious beliefs refuse to accept the registration number of the taxpayer's account card and officially notified the relevant state tax service and have a mark in the passport). This application shall be submitted in person or through an authorized body or person.


If the applicant has separate structural subdivisions that will conduct business activities on the basis of the obtained license, the application shall indicate their places of business activities. 

The application is accompanied by the documents provided for in Article 10 of the Law of Ukraine "On Licensing of Certain Types of Economic Activity".

Information signed by the applicant - the business entity on the availability of material and technical base and qualified personnel are submitted on the forms. and a copy of which is issued to the applicant with a note sold acceptance of documents by the State Medical Service of Ukraine and the signature of the authorized official.


All documents submitted by the applicant are formed in a separate case. The application for a license remains without consideration if:


 the application is submitted (signed) by a person who does not have the authority to do so;

 documents are issued in violation of the requirements of Article 10 of the Law of Ukraine "On licensing of certain types of economic activity".

The applicant shall be notified by the State Medical Service of Ukraine in writing about leaving the application for a license without consideration, indicating the grounds for leaving the application without consideration within the time limits provided for the issuance of a license. 

After eliminating the reasons that were the basis for the decision to leave the application for a license without consideration, the applicant may re-apply for a license. 

The State Medical Service of Ukraine shall make a decision on issuing a license or refusing to issue it within ten working days from the date of receipt of the application for a license and the documents attached to the application.

The basis for the issuance of a license to conduct business in wholesale, retail trade in medicines is the availability of material and technical base, qualified personnel, compliance with the requirements and stated in the documents submitted by the applicant for a license must be checked before issuing a license for the issuance of a license, at the place of activity of the State Medical Service of Ukraine or its territorial bodies - state services for medicines in the Autonomous Republic of Crimea, regions, cities of Kyiv and Sevastopol.

The basis for the issuance of a license for the production of medicines is the availability of appropriate material and technical base, qualified personnel, as well as conditions for quality control of medicines to be produced. Compliance of the material and technical base, qualification of personnel, as well as conditions for quality control of manufactured medicinal products, the established requirements and the characteristics stated in the documents submitted by the applicant for obtaining a license is subject to mandatory verification before issuing a license. , at the place of activity of the State Medical Service of Ukraine in the manner prescribed by the Ministry of Health of Ukraine.

Notice of the decision to issue a license or refusal to issue a license is sent (issued) to the applicant in writing within three working days from the date of the decision. 

The grounds for the decision to refuse to issue a license are:

 inaccuracy of data in the documents submitted by the applicant for a license;

 non-compliance of the applicant in accordance with the submitted documents with these Licensing Conditions established for the type of economic activity specified in the application for a license.

In case of refusal to issue a license on the basis of inaccurate data in the documents submitted by the applicant for a license, the business entity may submit to the State Medical Service of Ukraine a new application for a license not earlier than three months from the date of decision to refuse a license.

In case of refusal to issue a license on the basis of non-compliance of the applicant with these Licensing conditions established for the type of economic activity specified in the application for license, the business entity may submit to the State Medical Service of Ukraine a new application for license after eliminating the reasons for refusal. in the issuance of a license. 


Compliance of the business entity with these Licensing Conditions is established by the licensing authority on the basis of the documents submitted to the State Medical Service of Ukraine, which are attached to the application for a license. The Licensing Authority may not instruct other persons to determine the ability of economic entities to comply with these License Terms in accordance with the submitted documents.


Licenses for the production of medicines, wholesale, retail trade in medicines are issued on the forms of a single sample, approved by the resolution of the Cabinet of Ministers of Ukraine of 20.11.2000 No. 1719 

"On the introduction of a single standard license for certain types of economic activity." The license is signed by the head of the State Medical Service of Ukraine or his deputy and certified by the seal of this body.

The license is issued no later than three working days from the date of receipt of the document confirming the payment for the license.

If the applicant within thirty calendar days from the date of notification of the decision to issue a license has not submitted a document confirming payment for the license, or has not applied to the State Medical Service of Ukraine for a license, the State Medical Service of Ukraine has the right to cancel the decision to issue a license or decide to invalidate such license.


The license for the production of medicinal products is issued taking into account the list of dosage forms and special conditions of economic activity, which are specified in separate annexes to the license for the production of medicinal products. The appendix to the license for conducting business activities for the production of medicinal products (Annex 12) is issued for each specific location of the business entity and / or its separate structural unit (if any) depending on the place of production of medicinal products.


A change in the list of dosage forms permitted for the production of the licensee, as well as the languages ​​of the activity of production of medicinal products is a change associated with the licensee's conduct of a certain type of economic activity.

The presence of appendices (indicating the number of pages) is indicated in the license for the production of medicines.

The issuance of a license is registered in a numbered, bound and sealed journal of applications and issued licenses in the prescribed form (Annex 3). The log of applications and issued licenses is kept separately for each type of economic activity subject to licensing.

For each place of business activity of a separate structural subdivision, which will conduct business activity on the basis of the license obtained by the licensee, the State Medical Service of Ukraine shall issue to the licensee a certified copy of the license and a copy of the relevant license annex (if any). A copy of the license certified by the State Medical Service of Ukraine and a copy of the relevant annex to the license (if any) are documents confirming the right of a separate structural unit to conduct a certain type of economic activity at the place of business specified in the copy of the license.


A copy of the license is issued in the manner prescribed for the issuance of the license.

If the licensee creates a new separate structural unit that will carry out a certain type of economic activity in accordance with the obtained license, the licensee must submit to the State Medical Service of Ukraine an application for a copy of the license and documents provided by Article 10 of the Law of Ukraine "On licensing certain types of economic activity". transfer the license or its copy to another legal entity or individual for business activities. 


The license is subject to renewal in the case of:

change of the name of a legal entity (if the change of name is not related to the reorganization of the legal entity) or surname, name, patronymic of the natural person - entrepreneur;

changes in the location of a legal entity or the place of residence of a natural person - entrepreneur;

changes related to the conduct of the licensee of a certain type of economic activity specified in paragraph 1.4 of this section. 

If there are grounds for re-issuance of the license, the licensee is obliged within ten working days to submit to the State Medical Service of Ukraine an application for re-issuance of the license (Annex 5) together with the license to be reissued and relevant documents or their notarized copies confirming these changes. 

The licensee, who has submitted an application for renewal of the license and relevant documents, may conduct its activities on the basis of a certificate of acceptance of these documents for consideration, issued by the State Medical Service of Ukraine. 

In case of loss or damage to the license, the licensee is obliged to apply to the State Medical Service of Ukraine with a request for a duplicate license. 

A licensee who has submitted an application and relevant documents for issuing a duplicate license instead of a lost or damaged one may conduct its activities on the basis of a certificate of application for a duplicate license issued by the State Medical Service of Ukraine in case of application for a duplicate license.


In case of liquidation of a separate subdivision of the licensee, which carried out economic activity in accordance with the license obtained by the licensee, or in case of termination of proceedings by a separate subdivision of the licensee in accordance with the obtained license, the licensee is obliged within seven working days. by such a separate subdivision to submit a notice of termination of the activity of the separate subdivision of the licensee in writing to the State Medical Service of Ukraine directly or to send it by registered mail. 

The application for revocation of the license submitted to the licensing body by the business entity, which carried out economic activity in accordance with the obtained license, is the basis for revocation of the license. 

The State Medical Service of Ukraine forms and maintains a license register for the production of medicines, wholesale and retail trade in medicines. 

2. Order of the Ministry of Health of Ukraine № 275 dated 15.05.2006. "On approval of the instruction on the sanitary and anti-epidemic regime of pharmacies."

The instruction contains the main requirements to the sanitary and anti-epidemic regime and personal hygiene of employees of economic entities engaged in the production (manufacture) of medicines in a pharmacy, wholesale, retail trade in medicines. The Instruction applies to all business entities engaged in the production (manufacture) of medicines in pharmacies, wholesale, retail trade in medicines located in Ukraine, regardless of departmental subordination and ownership.

The business entity is obliged to provide sanitary and hygienic conditions for the work of staff and the production process of pharmacies (warehouses (bases), pharmacies, their structural units) in accordance with applicable law. 

 Responsibility for compliance with the requirements of this Instruction rests with the heads of economic entities engaged in the production (manufacture) of medicines in a pharmacy, wholesale, retail trade in medicines. 

3. Order of the Ministry of Health of Ukraine №139 dated June 7, 1999. "On Amendments and Addenda to the Regulations on the Procedure for Conducting Medical Examinations of Certain Categories of Employees."

Developed in accordance with the Law of Ukraine "On labor protection" 

 The regulations set:

 - a single procedure for organizing and conducting preliminary (when hiring) and periodic (during employment) medical examinations of employees engaged in heavy work, work with harmful or dangerous working conditions or those where there is a need for professional selection, as well as annual mandatory medical examination of persons under the age of 21; *

 - duties, rights and responsibilities of the owner or his authorized body (hereinafter - the owner) of the enterprise, institution, organization, employee, body and institution of the Ministry of Health of Ukraine.

Issues of investigation, accounting for occupational diseases, compensation for damages, determining the degree of disability, disability, pension in connection with occupational diseases are regulated by relevant laws and regulations.

The organization and carrying out of medical examinations are provided by:

 - the owner of the enterprise, institution, organization, regardless of ownership and types of their activities;

 - bodies and institutions of the Ministry of Health of Ukraine: 

medical-preventive, sanitary-epidemiological, research, medical institutes (universities), on the territory of which there are enterprises, institutions, organizations, collective farms, state farms, farmers, leases, cooperatives, small, joint ventures, food industry facilities, children's and preschool institutions and other objects.

The owner at the expense of the enterprise organizes medical examinations, reimburses the cost of treatment, professional and medical rehabilitation of persons with occupational diseases, examination of specific working conditions for the compilation of sanitary and hygienic characteristics.

Preliminary medical examinations at employment are conducted in order to establish the physical and psycho-physiological fitness of persons to work in a specific profession, specialty, position, prevention of diseases and accidents, detection of diseases (infectious, etc.) that pose a threat of infection to workers, manufactured products, admission to work of persons under 21 years of age.


Periodic medical examinations:

- are carried out for persons employed in heavy work, work with harmful or dangerous working conditions, in accordance with the List of harmful substances, adverse production factors and work for which medical examinations of employees are mandatory (Annexes 1, 2 of the order of the Ministry of Health USSR from 29.09.89 N 555 "On improving the system of medical examinations of employees and drivers of individual vehicles"), and for persons under 21 years - in accordance with the order of the Ministry of Health of the USSR from 10.04.81 N 387 " About measures for improvement of medical and sanitary help to teenagers ", and also according to the List of professions and types of activity for which the primary and periodic preventive narcological inspection approved by the resolution of the Cabinet of Ministers of Ukraine is obligatory"About obligatory preventive narcological examination and the order of its carrying out "from 06.11.97 N 1238, and the order of the Ministry of Health of Ukraine from 28.11.97 N 339" About improvement of system of preventive antialcoholic and anti-narcotic measures and obligatory preventive narcological examinations ", registered in the Ministry of Justice of Ukraine 11.12.97 for N 586/2390; - provide dynamic supervision over the state of health of workers, detection of early signs of influence of working conditions and harm on an organism, and also the diseases which do not allow to continue work on the given profession, accident prevention , the spread of infectious and parasitic diseases;On improving the system of preventive anti-alcohol and anti-drug measures and mandatory preventive drug examinations ", registered with the Ministry of Justice of Ukraine on 11.12.97 under N 586/2390; on the body, as well as diseases that do not allow to continue working in this profession, accident prevention, the spread of infectious and parasitic diseases;On improving the system of preventive anti-alcohol and anti-drug measures and mandatory preventive drug examinations ", registered in the Ministry of Justice of Ukraine on 11.12.97 under N 586/2390; - provide dynamic monitoring of workers' health, detection of early signs of exposure to working conditions and harmfulness on the body, as well as diseases that do not allow to continue working in this profession, accident prevention, the spread of infectious and parasitic diseases;as well as diseases that do not allow to continue working in this profession, accident prevention, the spread of infectious and parasitic diseases;as well as diseases that do not allow to continue working in this profession, accident prevention, the spread of infectious and parasitic diseases;



- may be carried out during the employee's stay in the hospital, or in cases where he sought medical help. The results of the survey are passed to the treatment and prevention facility that serves the company.

The results of preliminary and periodic medical examinations, annual medical examinations of persons under 21 years of age and conclusions on the state of health are entered in the "Card of the person subject to medical examination" (hereinafter Card - Annex 2), which is an insert to the "Medical card of an outpatient "(form 025 / U-87), approved by the order of the Ministry of Health of the USSR from 31.12.87, N 1338" On the introduction of a new form of medical card of an outpatient ", and stored in a medical institution that conducts medical examinations.


When moving to another company, the card is sent to a treatment and prevention facility that serves the employees of this company.

The results of completed medical examinations during the month are made out in the final act (Appendix 3), which is made in four copies (for the treatment and prevention institution, the owner, the trade union committee and the sanitary-epidemiological station).

At the time of medical examination, examination in occupational pathology centers, clinics, research and medical institutes (universities) to clarify the diagnosis or determine the role of production factors in the development of diseases for workers retains a job (position) and average earnings.


Reporting on the results of medical examinations is carried out in the manner prescribed by the Ministry of Health of Ukraine. 

4. Order of the Ministry of Health of Ukraine №349 dated July 8, 2004. "Rules for the disposal and destruction of substandard drugs."

The rules are developed in accordance with the Laws of Ukraine "On Medicinal Products", "On Ensuring Sanitary and Epidemic Welfare of the Population", Regulations on the State Service of Ukraine for Medicinal Products, approved by the Decree of the President of Ukraine dated 08.04.2011 N 440.


The rules define the general requirements for the disposal and destruction of substandard drugs in order to prevent adverse effects on human health. 

The rules apply to withdrawn from circulation low-quality and counterfeit domestic and foreign medicines (hereinafter - waste medicines) and are mandatory for all business entities engaged in activities related to the circulation of medicines. 


Low-quality medicines are subject to withdrawal from circulation in accordance with the Procedure for prohibition (suspension) and withdrawal from circulation of medicines on the territory of Ukraine, approved by the order of the Ministry of Health of Ukraine dated 12.12.2001 N 497 and registered in the Ministry of Justice of Ukraine on 28.12.2001 N 1091 / 6282. Such drugs are not subject to further use and sale and must be disposed of or destroyed.
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