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Text

Quality of the Medicinal Product shall be the sum of the properties which make the medicinal product capable to satisfy consumers and to meet the requirements established by the legislation.
Ensuring the quality is a traceable process that introduces quality to all the production stages, including the documentary monitoring of all the ingredients and a particular production process, and/or quality control that includes all controls regarding the medicinal product quality. Quality control is performed in production (at the beginning and during the production process), on the finished product (on the batch), as well as, on the samples taken from the market (control performed  after the product has been placed on the market).

Sale of medicinal products is prohibited:  
· for medicinal products  non-quality   
· for medicinal products   turnover of which is prohibited

· for  medicinal products not registered in Ukraine

· for medicinal products   without a batch quality certificate issued by the manufacturer

· If State Control over the importation of medicinal products to the customs territory of Ukraine shall not been performed

· If State Control of medical immuno-biological preparations shall not been performed
· if the shelf-life of medicinal products  has expired

The State quality control of medicinal products is performed by State Service of Ukraine on Medicinal Products and Drugs Control (SMDC).  
All documents  of procure, storage, transportation, sale, destruction or disposal of medicines must be kept in pharmacies within three years.

The Quality Control in pharmacies is provided by incoming inspection upon receipt medicines from stockstorage.

The Authorized person carries out the incoming inspection. The Authorized person is responsible for the quality of medicinal products which are receipt in pharmacy. The Authorized person is a person with degree in pharmacy and who has had at least two years' experience. The Head of the Pharmacy appoints the Authorized person by the order.  The following personnel details of the Authorized person must be reported to SMDC within ten days: Name,  phone number, E-mail address. The Authorized person makes and registeres a conclusion on the quality of received medicinal products. No batch of medicinal products can be released for sale prior to inspection by the Authorized person.
The Authorized person is responsible for:

- verifying received medicinal products and their compliance with accompanying documents: receipts (Name of Medicines, Dosage Form, Strength, #Batch, expiry date, quantity, manufacture’s name),  Batch Quality Certificate,  Certificate of Conformity (for imported drug),  Conclusion on State Control over Quality of Medicinal Producrs Imported to Ukraine,  Conclusion on Conformity for Medical Immuno-Biological products (hereinafter – MIBP), information on State Registration of   Medicinal products.  
- making a conclusion of incoming inspection of medicines by the mark “Incoming Inspection Performed, Positive/Negative Result, Approved/Not Approved for Sale, Signature, Name of the Authorized person, Date”
- registering of medicines that are received in the “Register of Medicinal Products received”
- controlling over prohibited and not-registered medicines and medicines   with expired shelf-life 
- monitoring storage conditions for medicines

- approval for supplying medicines to the structural subdivisions 

Procedure of incoming inspection for quality control of medicines:
· it must to procure and receive medicines  from enterprises, institutions, organizations, and individual - entrepreneurs in accordance with the license. The copy of the license must be kept in a pharmacy within 3 years 
· the incoming inspection is carried out in a separate place for the purpose of receipt of medicinal products
· the medicinal products must be visual examined by the Authorized person
- 
The sale of the received medicinal products prior to the written conclusion the Authorized person is prohibited
- 
The Authorized person verifies the compliance with the accompanying documents 
- 
The Authorized person performs visual inspection of the  outer  and immediate package of medicinal products, labeling, drug leaflets. The  group packaging,   the  outer  and immediate packaging are checked for integrity, damage, compliance with the graphic representation of packages, and the availability of approved instructions for use.
- 
if the quality of medicines  positive the Authorized person gives the approval for sale of received  batch of medicines
-  
if the quality of medicines  is suspicious, they must be  placed in “Quarantine”. The Authorized person must select samples of the medicinal products for laboratory testing of their quality. The cost of selected samples and of performing the quality control tests shall be included in the production costs of subjects whom these samples have been taken from.
- 
if the quality of medicines  is negative, the Authorized person must complete the Act of the Detected Defects and  submit its copy with all  accompanying documents to SMDC within 10 days. 
Terms
	Incoming inspection
	Visual inspection of receive medicines or laboratory testing of quality (if necessary) 


	 suspicious medicines
	· discrepancy between the actual package and the registered layouts (location of elements, font and its size, technical symbols, etc.);

· discrepancy between the text of the printed instruction and the approved one;

· discrepancy of the font sizes on the package or the sizes of fonts and line spacing in the instruction with the requirements of the legislation;

· discrepancy of the medicinal product with the requirements of methods of quality control based on visual inspection results;

· lack of information or error in the certificate of quality or its translation (for example, the inconsistency of the list of methods in the certificate to the approved quality control methods);

· errors or discrepancies between the Conclusion on the recognition of the GMP certificate, the registration certificate, the QCM, the certificate of quality;

· suspicion of violation of the storage and transportation temperature conditions, etc.



	Non-quality medicines 
	after the expiry date 
not in conformity as  quality   


	Place of receipt of medicinal products

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


	 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.


	Counterfeit medicinal product
	is a medicinal product which was deliberately non-identically (inconsistently) marked according to the materials (one or some of them) about medicinal product with the relevant name which had been entered to the State Register of Medicinal Products of Ukraine as well as a medicinal product deliberately faked in any other way and not corresponding to the materials (one or some of them), including composition, about medicinal product with the relevant name, which had been  entered to the State Register of Medicinal Products of Ukraine.




PHARMACEUTICAL INSPECTION
The health system in the country counts on the Drug Regulatory Authority (State Service of Ukraine on Medicinal Products and Drugs Control (SMDC)) for good, safe, and effective medicines and for fair rules and control on drug trade, information, and use. Drug regulation is a multi- faceted activity at the centre of complex interactions between various stakeholders as shown in figure below.
Drug regulation is a multi- faceted activity at the centre of complex interactions
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 REGULATORY AUTHORITY
A comprehensive system to assure the safety, efficacy and quality of pharmaceutical products at a national level is therefore necessary and this must have the following basic functions: 
· Licensing of manufacturers, importers, distributors, wholesale and retail outlets (premises, persons and practices)

· Marketing authorization for drug products 

· Quality control laboratory testing 

· Provision of drug information and monitoring of drug promotion and advertising 

· Inspection of manufacturing and distribution channel premises 

· Adverse drug reaction monitoring 

· Authorization of clinical trials 

· Monitoring of drug dispensing and prescribing practices
· Monitoring of drug utilization and promotion of rational drug use 
· Application of sanctions 
Drug regulation comprises of all the legal, administrative and technical arrangements which are meant to ensure that: 
· all premises, persons & practices engaged in the development, manufacture, importation, exportation, wholesale, supply, dispensing & promotion of drugs comply with approved standards, norms, procedures and requirements 
· drug products are safe, effective and of acceptable quality
· product information is unbiased, accurate and appropriate 
· drugs are available
· drugs are used rationally
PHARMACEUTICAL INSPECTION 
An essential part of any medicine control system is the provision of an inspection body with the responsibility and authority to inspect some or all of the activities involved in research, development, manufacture, control, distribution, and supply of medicines. Qualified and experienced drug inspectors constitute an indispensable component of the inspection system. 
 “Inspection” is, therefore, the act of looking closely at something to ensure that it meets certain prescribed or known standards and specifications. Drug inspection is therefore, the act of examining or looking closely at all the drug attributes and the condition of all the facilities that deal with drugs. The overall objectives of drug inspection are to ensure that drugs and related supplies, either locally manufactured or imported from outside the country, meet set standards of quality. Drug Inspection is performed for monitoring of quality throughout the distribution chain to the utilization point. The aim is to ensure the safety of the patients and members of the public. The safety of drugs can be assured by enforcing drug laws and regulations governing compounding, distributions, importation, exportation, storage, and use of drugs.
To ensure the quality of drugs entering or circulating in the market, the following establishments associated with drug supply and the distribution chain should be inspected regularly— 
Ports of entry (POEs) 
Pharmacies and pharmacy shops (both established and new ones, before they are licensed) 
Wholesalers (both established and new ones, before they are licensed) 
Manufacturing facilities (both established and new ones, before they are licensed)
TYPES OF INSPECTION 
The Inspectors use different types to check compliance with the drugs laws and regulations, Regional or International conventions. 
The types used are:
1. Pre-approval Inspection. 
This is an inspection generally intended for a new establishment which has applied for permit to operate a pharmacy practice or has changed premises or wants to extend scope of operation. The inspection should be announced 
2. Routine inspection: This type of inspection is generally carried out for already approved and an operating pharmaceutical establishment It may be indicated when the establishment:
 a) has not been inspected for a long time (1-2) years 
b) has made important changes in its key personnel 
c) has a history of non - compliance with GMP or GDP The inspection may be unannounced 
3. Special/Investigative Inspection This type of inspection is undertaken to deal with specific complaints received about lapses or non compliance with standards of professional practice or performance of new establishment whose scope of operation was previously unknown. Such inspection may be focused on one product, a group of related products or specific operations such as mixing, sterilization or labelling etc. The inspection should be unannounced 
4. Concise inspection. This is reserved for establishments that have previously been inspected with a view to assessing standards of good pharmacy practice. The outcome of the inspection will help in the proper assessment of the establishment. Evidence of unsatisfactory pharmacy practice performance observed during concise inspection should trigger a more comprehensive inspection. The inspection will be done at least twice a year and should preferably be unannounced 
5. Follow –up inspection. This is normally carried out to ensure that corrective measures have been undertaken following advice and notice given during a previous inspection. The inspection should be unannounced.
SPECIFIC INSPECTION
Specific inspection applicable to individual establishments Inspectors when going for inspection should make sure that they do a fully comprehensive inspection. This should include the following:
1. Importer 
(a) All drugs accompanied by import documents such as bill of lading, export authorization, product licence and batch certificate
 (b) Controlled drugs also accompanied by export authorization certificate or export declaration, whichever is applicable 
(c) Imported drugs are in original packs, except for drugs imported in bulk for repackaging and/or manufacturing drug formulations. 
2. Retail and hospital pharmacy
 (a) Compounding of drugs carried out by or under the supervision of a pharmacist 
(b) Quality of raw materials used in compounding complies with pharmacopoeial specifications 
(c) Dispensing of prescription drugs carried out by or under the supervision of a pharmacist 
(d) Entries of dispensed prescription drugs made in prescription book and for controlled drugs in controlled drugs book
 (e) Prescriptions for prescription drugs retained on premises for periods provided in the drug laws 
(f) dispensed drugs labelled appropriately with name of drug, name of patient, name and address of pharmacy, clinic or hospital, instructions for using the drugs and, where appropriate, warning labels
 (g) Counselling of patients on use of dispensed drugs 
(h) Adequacy of containers for dispensed drugs 
(i) Personnel observe high standard of personal hygiene and wear clean protective clothing 
(j) Dispensing area clean, adequate and has necessary equipment
 (k) Walls in dispensing area easily cleaned 
(l) Quality of extemporaneous preparations
 (m) Sources of drugs sold and supplied from the pharmacy
 (n) Suitable cabinets for storage of controlled drugs and poisons.
DRUG INSPECTORS

QUALIFICATIONS 
Inspectors should normally be pharmacists who have work experience in community and/or hospital pharmacy. Where persons other than pharmacists are employed as drug inspectors, they should be adequately experienced in drug control affairs and suitably trained in inspection functions. The possibility of having part-time inspectors with special knowledge as part of inspection teams may also be considered if deemed necessary. The inspector should: 
1. Advise on whether applicants and premises should be issued license to engage in drug related activities. 
2. Ensure that all licensed premises and authorized persons adhere to existing laws and regulations. 
3. Ensure that counterfeit and substandard pharmaceutical products are not found in the country. Inspection should be held regularly. Premises should be inspected at least once every 6 months. Where problems are frequently noticed, the inspection should be carried out more frequently (e.g. every three months). For premises with a good record, less frequent inspection may be needed

REGULATORY AUTHORITY








