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Questions to be discussed
1. Providing of medicine quality as an international problem. 

2. System of providing of medicine quality in Ukraine. 

3. State registration and certification of medicine as a mechanism of state control of quality of medicines. Pharmacy in the structure of System of medicine quality control. 

4. Organization of entrance control. 

5. Conducting of intrachemists types of medicine quality control that made in the conditions of pharmacy.

New terms:  
Quality assurance -  is a wide-range concept covering all matters that individually or collectively influence the quality of a product. It is the totality of arrangements made with the object of ensuring that pharmaceutical products are of the quality required for their intended use.

Quality control - covers all measures taken, including the setting of specifications, sampling, testing and analytical clearance, to ensure that raw materials, intermediates, packaging materials and finished pharmaceuticals products conform with established specifications for identity, strength, purity and other characteristics.

Prohibited drugs - There are drugs with toxicity or side effects that outweigh their therapeutic usefulness, so that public health and welfare are protected by prohibiting their production, manufacture, export, import, trade, distribution, supply, possession or use, export in amounts required for medical and scientific research. Prohibited drug are normally determined by the national or regional registration/licensing authority.

Spurious/falsely-labelled/falsified/ counterfeit medical products (SFFC) - A pharmaceutical product which is deliberately and fraudulently mislabeled with respect to identity and/or source. Counterfeiting can apply to both branded and generic products and may include products  with the correct ingredients, with the wrong ingredients, without active ingredients, with an insufficient quality of active ingredient or with fake packaging

Substandard medicines - are pharmaceutical products that fail to meet either their quality standards and specifications, or both.

Place of receipt of medicinal products -A separate place which shall be established for the purpose of receipt of medicinal products and carry out the incoming inspection

Quarantine - This is the retention of a consignment until further tests are performed to ascertain its quality 

Immediate container -is a packing material such as a tin or a bottle that is in direct contact with the medicine; an immediate container is also often referred to as the “primary container”

Secondary container -is a packing material that encloses a number of immediate or primary containers

Batch -A defined quantity of any drug product processed in a single process or series of processes such that it can reasonably be expected to be uniform in character and quality.

Batch number -A distinctive combination of numbers and /or letters which specifically identifies a batch on the labels, the batch records, the certificate of analysis, etc.

Certificate of Analysis -This is a document supplied by the manufacturer summarizing the physical and analytical data for a particular lot or batch of drug product that formed the basis for the product batch or lot being released for sale

Import Certificate -is a document issued by the SMDC authorizing the importation of approved drugs into the country

Product recall -is a process for withdrawing or removing a pharmaceutical product from the pharmaceutical distribution chain because of defects in the product or complaints of serious adverse reactions to the product. The recall might be initiated by the manufacturer/importer/distributor or a responsible agency.

Sample Receipt Form -is a document drug inspectors must complete for every sample of a batch of drug product collected

 Quality Control Methods -are the quality control methods for the medicinal product that include the medicinal product composition, release and storage specifications, detailed method descriptions, data on the manufacturers, packaging description, shelf-life and storage conditions.

Information on the topic

System of quality assurance for medicines with marketing authorization, i.e. export of medicines, is performed by the competent administrative authority.

Medicines have to be manufactured according to the standards of good manufacturing practice recognized in Ukraine or according to other equally strict standards of other countries, which include the system of quality assurance and control of every batch.

Competent administrative authority assures that all the medicines are in compliance with the regulated standards of quality. The assurance is provided through the evaluation of documentation on quality, laboratory control of quality and inspection supervision.

Laboratory control of quality of every medicine, when it is necessary, is performed in compliance with European, national pharmacopoeia or other recognized pharmacopoeias and other validated methods of analysis.

In case of deviation from the standards of quality of medicines  the competent administrative authority orders a suspension of trade in that medicine, i.e. prohibits the trade or withdraws the batch of such a medicine from the market.

Competent administrative authority has the right to conduct the following laboratory quality controls:

pre-marketing quality control:


- quality control of the medicine in the procedure of issuing marketing authorization, especially  for the medicines of manufacturers who do not apply the standards of good manufacturing practice, within the period from the  Law;

            - quality control of the  first batch of medicines after issuing marketing authorization


- quality control of a medicine for the purposes of renewal of the authorization and during the procedure of amendments and supplements to the authorization, within the period from the Law;


- obligatory quality control (reanalysis) of every batch of the following medicines: sera, vaccines, and blood medicines;


- repeated quality control of a medicine which has a certificate of manufacturer on the performed quality control of the batch for the medicines of domestic and foreign manufacturers that are not completely in compliance with the standards of good manufacturing practice, within the period from the Article 107 of this Law.

Quality control of medicines on the market:


- taking random samples;

            - at least once during the period of validity of marketing authorization;


- testing the quality of sensitive medicines;


- solving identified problems.

Laboratory control is performed also by checking methodology, working out the standards, i.e. by developing pharmacopoeia and international cooperation in the aim of assuring quality of a medicine.

As for imported medicines and for the medicines of domestic manufacturers, holders of wholesale authorizations and manufacturers of medicines are obliged to submit to the competent administrative authority  valid certificates on conducted quality control for every  batch of medicine  that enters the country or is manufactured in the country.

Competent administrative authority may conduct the control of a sample of every medicine it deems to be necessary for providing the appropriate quality provided that those having  manufacturing and  marketing authorization are not brought in the position of inequality. 

Quality control of medicines from the Article 78 of this Law is performed by the control laboratory for pharmaceutical testing of medicines, in compliance with good laboratory practice.

Competent administrative authority can establish its own laboratory from Paragraph 1 of this Article or can contract the quality control to other laboratory in Montenegro or  national laboratory for quality control of some other country.

Ministry regulates the contents and the manner of pharmaceutical testing of a medicine for the purposes of quality control.

Control laboratory submits to the competent administrative authority a report on the results of the quality control of medicines 

Legal entities that manufacture and market medicines have to provide the competent administrative authority with the possibility to take a necessary number of samples for quality control 
The costs of the samples taken , as well as the control of medicines are to be covered by the applicant for issuing  the marketing authorization, the holder of marketing authorization,  i.e. the holder of wholesale authorization, pharmacy and veterinary pharmacy.

Exceptionally,  the costs of quality control of a medicine are covered by the competent administrative authority , provided that the quality  of a medicine  fulfills quality standards. 

Questions or Tests for self-evaluation
1. Who is responsible for reception of goods and medical products with simultaneous incoming quality control? 

A. Pharmacist

B. Supplier pharmacist 

C. Authorized representative

D. Head of pharmacy 

E. Analyst

2. A pharmacy received a batch of drugs from a supplier. What type of drug quality control should be performed in the pharmacy by an authorized person?

A. Laboratory

B. Chemical 

C. Physical 

D. Complete chemical

E. Incoming
3. Who is responsible for the acceptance of goods and medical products with accompanying incoming quality control?
A. Supplier pharmacist

B. Authorized representative

C. Dispensing chemist 

D. Pharmacy head manager 

E. Analyst

4. Incoming medicines inspection is performed by an authorized employee. What is NOT a part of the responsibilities of this person? 

A. To check the pharmacy stock for low-quality or fake medicines 

B. To draw up conclusions regarding inspection of incoming medicines 

C. To keep a roster of incoming medicines 

D. To draw up orders for medicines and medical products, to conclude sales contracts

E. –

5. To ensure the quality of medicines the pharmacy devotes much attention to quality control. The following document is the quality assurance of a drug: 

A. Certificate of compliance with hygiene regulations 

B. Registration certificate 

C. Quality certificate

D. Sanitary-epidemiological certificate 

E. Sanitary passport 

6. How long should a retail business that deals in medicines keep the quality certificates issued by drug manufacturers? 

A. 3 years 

B. 5 year 

C. 2 years 

D. 6 months 

E. 1 year

7. Inspection of received medicines should be performed by an authorized employee. What is NOT a part of the responsibilities of this person? 

A. To check the pharmacy stock for low-quality or fake medicines

B. To draw up orders for medicines and medical products, to conclude sales contracts

C. To keep a record book of received medicines 

D. To draw up conclusions regarding inspection of received medicines

E. –

8. The following below belong to laboratory inspection on  drug quality analysis:

A. children’s drugs
B. TB drugs
C. non-narcotic analgesics
D. alcohol drugs
E. parenteral medicines

9. On the basis of which document, given to Ministry of health of Ukraine or authorized person is state registration of medication conducted by?

А. Trade patent

В. Agreement

С. Certificate

D. Application

E.-

10. What organ of state administration authorized to carry out state control after implementation of economic activity  of requirements of legislation of Ukraine subjects in relation to quality of medications?

А. State medical inspection on control of quality of medications

В. The State Pharmacological center

С. The State Pharmacopeia center

D. State scientifically expert pharmacopeia center

E. - 

11. A pharmacy received a batch of drugs from a wholesale firm. What document signed by an authorized person is the basis for further sale of drugs?

A. National register of medicinal products 

B. Quality certificates

C. Information on state registration

D. Register of medicinal products accepted for sale

E. Opinion letter of the territorial Inspectorate

12. Incoming control is conducted in the course of wholesale and retail trade, such control is carried

out during receipt of goods by visual inspection or analysis of drug. Incoming control is carried out by authorized person, which is assigned by:

A. State inspection of drugs quality control 

B. Managers order

C. Head of regional structure

D. Proprietor of an enterprise

E. The order of head of territorial inspection

13. Who is responsible for the acceptance of goods and medical products with accompanying incoming quality control?

A. Authorized representative

B. Supplier pharmaceutist

C. Pharmaceutist

D. Head of pharmacy

E. Analyst

14. A pharmacy received the goods according to the accompanying documentation. Who is responsible for keeping the record of medicines received by a business entity?
A. Chief accountant
B. Authorized representative
C. Materially responsible person
D. Pharmacist of the pharmacy
E. Trustee
15. During the inspection of pharmacy an inspector of the regional State
inspection of medicines quality control carried out a selective selection of samples of medicines for the laboratory analysis. What the least quantity of every medicines should be taken?
A. Not less than five packs
B. Not less than one packs
C. Not less than three packs
D. Not less than four packs
E. Not less than two pack
16. During conducting of visual control in pharmacy there was a doubt in relation to quality of medicinal forms that entered from the wholesale pharmaceutical firm. Actions of the authorized person of pharmacy on the entrance control?
A. To send a samples of doubtful medicines in the department of control of quality of firm-producer for passing of laboratory researches
B. To return doubtful medicines to the wholesale pharmaceutical firm
C. To return doubtful medicines to the pharmaceutical firm-producer
D. To send samples of doubtful medicines to the inspection of medicines quality control for analyses
E. To utilize doubtful medicines
17. In pharmacy № 5 material assets on the Invoice № 7 are entered. What document must be filled in the work?
A. Certificate of reception of transmission
B.  Invoice
C.  Register of medicines, that have entered to the subject of economic activity
D.  Register of medicines, which will be realized by the subject of economic activity
E.  Journal of account of commodities
18. In accordance with the accompanying documents a pharmacy got medicines. Who does discharge duties on the filling of register of medicines, have entered to the subject of economic activity?
A. Authorized person
B. Druggist of pharmacy
C. Materially – responsible person
D. Trusted person
E. Chief accounter
19. During the retail and wholesale sales the entrance control is carried out. It includes visual verification or analysis of getting medicine. The entrance control in a pharmacy carries out by the Authorized person which is appointed:
A. By a state inspection of quality control of medicines
B. By the order of a head of the pharmacy
C. By the chief of regional management
D. By the owner of enterprise
E. By the order of the head of territorial inspection
20. By the order of pharmacy pharmacist Ivanova I.V. is assigned on position of „Authorized person”. What document must it fill at implementation of its duties?
A. Book-keeping balance 
B.  Commodity report of pharmacy point
C.  Register of the requirements-invoices written out
D.  Table of account of working hours
E.   Register of medicines, that entered to the subject of economic activity
21. Which of the pharmacy departments is responsible for checking the quantity and quality of received goods, their storage and dispensing to other departments?
A. Compounding and production department
B.  Department of over-the-counter drugs
C.  Department of curative cosmetics
D. Inventory department
E.  Department of finished dosage forms
22. Having ascertained that the quality of raw material meets the requirements of the analytical normative documentation the quality control department should issue a document. Specify this document:
A. Request
B. Standard
C. Certificate of analysis
D. Pharmacopoeia entry
E. Order
23. A pharmacy received a batch of drugs from a wholesale firm. What document signed by an authorized person is the basis for further sale of drugs?
A. Information on state registration
B. Quality certificates
C. Opinion letter of the territorial inspectorate
D. National register of medicinal products
E. Register of medicinal products accepted for sale
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