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Lectures №5 «Organization of production and quality control of medicines and other products of the pharmacy assortment»

1. Background.  The level of drug supply is largely dependent on the organization vnutrshshoaptechnogo quality control of drugs.

One of the elements of the system ensure the quality of medicines is self-control pharmacy. It refers to the production activity, which includes a range of measures, mandatory and appropriate controls. These activities are aimed at preventing admission of substandard and counterfeit medicines from the pharmacy to the patient, as well as losses associated with poor drug manufacture (raw material losses, material and energy resources and labor specialists) and improper storage organization (loss on extinguishment).

2.  The objectives of the lecture (purpose):

- training

students must learn (1-2 degrees the organization of the pharmacy for receiving and dispensing prescriptions.
- educational

educate students responsible attitude to compliance with laws and regulations; concerning the legal basis of the pharmaceutical service form a professional pride in the high rank of pharmacist; educate students to respect the visitors of drugstores and mandatory compliance with the requirements of pharmaceutical ethics and deontology.
	3. Plan and organizational structure lectures .

№№


	The main stages of lectures and their content
	Goals in levels of abstraction
	Type lectures, lectures distribution
	Equipment of time

	1
	2
	3
	4
	5

	1.

2.

3.
	Preparatory stage

Definition of learning objectives.

Provide positive reinforcement.

The main stage

Presentation of lecture material.

 Plan:

1. Intrapharmacy quality control of extemporaneous drugs.

2. The organization of input control drugs and pharmaceutical products range.

3. The duties of the authorized person conducting the quality control of medicines.
The final stage

Summary of lectures, general conclusions.

Lecturer answers to possible questions

Tasks for self-study student.
	I,II

I,II

ІІ,ІІІ
	According to the publication, "Guidelines for planning and analysis of prepare  lectures."

References, question, problem
	to 10%

85% - 90%

to 5%




* Notes:

- I familiarize students level, disinformation

- II level - the student should know

- Third level - to enable students to develop the skills

- IV level - to enable students to develop the skills of research or theoretical generalization
4. Contents of lectures:

- Structural and logical scheme of content topics
	1. Intrapharmacy quality control of extemporaneous drugs.


	2. The organization of input control drugs and pharmaceutical products range.


	3. The duties of the authorized person conducting the quality control of medicines.


· Text of the lecture
1. Intrapharmacy quality control of extemporaneous drugs.

Intrapharmacy control of extemporaneous preparations (EP) according to State Pharmacopoeia of Ukraine (SPhU) include: writing, questionnaire, organoleptic, physical, chemical and leave control in accordance with regulations.

All EP produced (made) by prescription for a specific patient or commissioned medical institutions, must be organoleptic (visual), writing, questionnaire monitoring and control during dispensing. They are not usually subject to physical and chemical control, they are trained under the supervision of a responsible person.

Physical and chemical control must be EP produced (made) by prescription for a specific patient or orders for medical institutions that contain potent, poisonous, narcotic drugs, psychotropic substances and EP for infants and children up to a year.

As an exception, the production (manufacture) of medicinal products for infants and children up to a year for complex specifications, flavored waters and internal pharmacy stocks medicines for external use containing tar, ihtiola, sulfur, naftalansku oil, collodion, etc., control of which can not be done in terms of pharmacies, conducted in the presence of (supervised) pharmacist analytics, or in his absence - of employees: Head of pharmacy, his deputy, authorized person must possess all kinds Intrapharmacy quality control of manufactured (made) drugs in the absence pharmacist analytics provide its implementation.
Written control is completing written in memory of passport control (hereinafter - MPK) immediately after the production (manufacturing) EP.

Writing in the control panel displays technology (the order of introduction of ingredients) and performed in Latin by the person who produced (manufactured) drug.

In the control panel indicate the date, prescription number (requirements) taken substances and their number; the total weight or volume of dosage forms, the number of doses; stamped signature of the person who produced (manufactured) and checked the packaging the dosage form.

When using semi-finished and concentrates in the control panel indicate their concentration, taken number and series.

The production (manufacture) powders and suppositories noted a lot of individual dosage units and their number. Number suppository mass as noted in the control panel and in the recipe.

If the composition EP are poisonous, narcotic drugs, psychotropic substances and substances to be subject-quantifiable, and when EP produced (made) for the recipe, which involves delivery of a medicament for free or on favorable terms, MPK fill the back of the counter, remaining at the pharmacy. In MPK note used in calculating the coefficients for water absorption of medicinal plants, factors increasing the volume of aqueous solution dissolving drugs.

MPK retain a pharmacy within two months.

Produced (made) EP, prescriptions filled and transmit the control panel to check the responsible person. The control is to verify compliance with the rules of technology, compliance prescription records in the control panel in the recipe, the accuracy of the calculations. If you find a mistake EP subject to physical and chemical control. In the absence of methods of analysis EP made (produced) again. If conducted physical and chemical control EP, then put down MPK analysis number and signature of the person who conducted the analysis.


The production (manufacture) injectable drugs and infusion of intravenous drugs all stages of production (manufacturing) and quality control are recorded in logbook separate stages of production (manufacturing) injection, intravenous infusion and eye medicines in the form provided in annex 3 to this Regulation.

In the production (manufacturing) concentrates (semi) intrapharmacy harvesting and packaging of medicines all entries made in the logbook of test results of medicines produced (made) at the pharmacy, intrapharmacy blanks, ethanol in the form provided in Appendix 7 to this Regulation.

Powders for external and extemporaneous oral administration should comply with general articles on SPhU dosage forms "Powders for external use" and "powder for oral administration."

In conducting the questionnaire monitoring responsible person calls the first ingredient, which is part of EP, and its amount, then the person who conducted the production (manufacturing), calls all taken it for production (manufacturing) EP ingredients and their quantities, and the use of semi-finished products (concentrates) calls their composition and concentration. If you make a mistake, EP subject to physical and chemical control. In the absence of methods of analysis EP made (produced) again.

Organoleptic control is to verify the appearance, color, odor, mixing uniformity, no mechanical inclusions in terms of testing, quality sealing ELZ.

Physical control is to verify the total mass or volume ELZ, quantity and weight of individual dosage units (at least three doses). Permissible deviations standards for drugs made in pharmacies are listed in Annex 8 to this Regulation.

Chemical control is the identification and quantitative content of substances that are part of ELZ. Chemical control is carried out by the pharmacopeia methods.

Results are logged in the form provided in the order of Ministry of Health of Ukraine №812. This log records all cases of poor production (manufacturing) drugs. Poor quality medicines to the decision of the authorized person removed in "Quarantine", recycled or destroyed in accordance with legislation.

Control at delivery is made for all EP.

Control at delivery is to check compliance:

 packaging EP - physical and chemical properties of the ingredients it contains;

 design EP - regulatory requirements;

 specified in the recipe doses toxic, narcotic, psychotropic substances and potent - the age of the patient;

 number on the recipe and number on the label; patient names on receipts and the names on the label of prescription or its copy;

 of EP specified in the control panel and words in the recipe.

The person who let drug obliged to sign and date on the back of dispensing prescription (order) and in the control panel.

To assess a drug used two terms: "Met" or "not satisfied."

Inadequacy EP set for a type of non intrapharmacy control.

2. The organization of input control drugs and pharmaceutical products range.


The quality of the drug - a combination of characteristics (efficiency, safety, storage stability, cost) that provide the drug's ability to meet consumers in accordance with its purpose. Quality Evaluation of Medicinal Products holds the State Inspectorate for Quality Control of Medicines at the Ministry of Health of Ukraine and its territorial offices.

Organization of input quality control of drugs in pharmacies is regulated by the order of Ministry of Health of Ukraine №677 from 29.09.2014.

Receiving goods from supplier to the pharmacy by the Commission or authorized by a person who is appointed by order of the head of the pharmacy.

Input quality control of medicines in pharmacies by an representative person who must have higher or secondary pharmaceutical education. His last name, telephone number and form of communication (telephone, fax, e-mail) should be reported to the regional (city) State Inspectorate for Quality Control of Medicines (hereinafter - territorial inspection). The competence of the authorized person applies to preparation and execution of the output with respect to the results of input quality control of medicines series with a mark on the transfer to their implementation.

Methods of control input at the pharmacy

Input quality control of medicines, which come to the pharmacy, is that:

1. Purchasing and receiving medicines should only subjects who have valid licenses for the wholesale trade. Copies of these licenses are attached to the agreements on the supply and stored at the head of the pharmacy or the authorized person with the whole set of documents.

2. These pharmacy medicines should be visually inspected by an authorized person, the positive terminal of which is a written permission for the implementation of these drugs.

3. The authorized person checks the manufacture of a medicament supporting documents relative to the amount of dosage, a series of numbers, expiration dates, registration status, name, dosage form, manufacturer. Each series of drugs must be accompanied by a certificate of quality issued by the manufacturer, stamped by the last supplier. The drugs listed below should be followed by further analysis of the certificate issued by the laboratory, or a subordinate authorized by the territorial inspection.

4. Group container, foreign (secondary) and internal (primary) packaging, labeling, package insert, appearance without revealing the package are checked for consistency, uniformity, damage, quality of packaging materials. If required, when there is suspicion of quality medicines are tested with respect to the disclosure of packaging size, shape, color, homogeneity, the number of units in the package, the presence of impurities.

5. If the result of the input control authorized person transmits the series of medicines in the implementation.
6. With a negative result, the authorized person is an act of identified defects, which is the basis for the return of the party to the supplier. A copy is served to the territorial inspection, which after additional testing and sampling laboratory analysis takes measures regarding the information to other pharmacies on identified substandard or counterfeit medicines, and controls the actions of the supplier on their destruction, disposal or return (in the case of low-quality series) manufacturer.

7. In case of doubts about the quality of medicines in the performance of visual inspection the authorized person selects questionable drug samples and sends them to the territorial inspection for the passage of laboratory research. At the time of these studies, a final solution to the question about their quality, a series of dubious drugs are in quarantine, isolated from other drugs with the designation "Trade is not allowed to an individual order."

3. The duties of the authorized person conducting the quality control of medicines.

The main duties of the representative person is:

- Checking medicines, which come to the pharmacy, and the supporting documents - invoices (with the obligatory indication of the name, dosage, dosage form, batch number, quantity, manufacturer's name), manufacturer of quality certificates of the registration status of the drug data.

- Design input output quality control of medicines.

- Keeping the register of medicines, which came to the subject of economic activity.

- To check if a pharmacy substandard and counterfeit medicines in series according to the information of the territorial inspection.

- Provision of the territorial inspection reports to identify substandard and counterfeit medicines or those for which there is a suspicion of their quality. The suspension of trade with respect to such funds,

- Harmonization of the internal order of trafficking drugs.

5. Materials for activating students during lectures.

Question:
The importance of quality control of drugs and medicinal goods

Types of quality control, carried in pharmacies

Agent


6. General financial and methodological support lecture:

- Classrooms, lecture room;

- Equipment: kodoskop, slide film;

- Equipment: PC, projector;

- Illustrative material: portraits of outstanding scientists
7. Materials for self students:

a). lectures on the topic outlined

literature:
1. MOH Ukraine of 17.10.2012 p. Number 812 "On approval of rules of production (manufacturing) and quality control of medicines in pharmacies» URL: http://zakon5.rada.gov.ua/laws/show/z1846-12
2. MOH Ukraine of 30.11.2019 p. 929 number "Licensing conditions for the business of drug manufacturing, wholesale and retail sale of medicines." URL: http://zakon4.rada.gov.ua/laws/show/z1420-11/page
3. Pharmaceutical Encyclopedia / Chairman Ed. Council and author of the preface VP Black. - K .: Morion, 2017. - 1546 p.

questions 
1. Intrapharmacy quality control of extemporaneous drugs.

2. The organization of input control drugs and pharmaceutical products range.

3. The duties of the authorized person conducting the quality control of medicines.

b). on the topic of the next lecture " Company quality control of extemporaneous and finished medicines and other pharmaceutical products range."

a list of basic questions:

1. Intrapharmacy quality control of extemporaneous drugs.

2. The organization of input control drugs and pharmaceutical products range.

3. The duties of the authorized person conducting the quality control of medicines.
8. Literature lecturer who used to prepare the lecture.

1. MOH Ukraine of 17.10.2012 p. Number 812 "On approval of rules of production (manufacturing) and quality control of medicines in pharmacies» URL: http://zakon5.rada.gov.ua/laws/show/z1846-12
2. MOH Ukraine of 30.11.2019 p. 929 number "Licensing conditions for the business of drug manufacturing, wholesale and retail sale of medicines." http://zakon4.rada.gov.ua/laws/show/z1420-11/page
3. The official site of the State Service of Ukraine on drugs and drug control URL: http://region.diklz.gov.ua/control/kJd/uk/publish/article/566777;jsessionid= A7F3DF8CDDA9511BC9348404CC50C540
4. Pharmaceutical Encyclopedia / Chairman Ed. Council and author of the preface VP Black. - K .: Morion, 2017. - 1546 p. 1. Hromovyk B. P.Farmatsevtychna Logistics: focus on helping the patient: monograph / BP Hromovyk, Leo Ungureanu. - Lviv: Raster 7, 2017. - 214 p.
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