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Regulatory acts regulating pharmaceutical inspections
s The Decision of the Council of the Eurasian Economic Commission Ne 83 dated November 3, 2016 “On Approval of the Rules for
Conducting Pharmaceutical inspections”
¢ The Decision of the Council of the Eurasian Economic Commission Ne 127 dated August 19, 2022 "On
HALMOHA/bHBbIA Amendments to the Rules of Pharmaceutical Inspections”
| T K 5;'2§2'$0 The Order of the Minister of Health of the Republic of Kazakhstan Ne KR DSM-9 dated January 27, 2021
e "On approval of the rules for conducting pharmaceutical inspections on appropriate pharmaceutical
practices”
s are carried out on the basis of the application of the subject of inspection or by the decision of the authorized body




Pharmaceutical inspections for compliance with the requirements of GMP of the

EAEU for 2021-2023
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The most frequent critical and significant deficiencies founded during the inspection

1. the production of the medicinal product does not correspond to the registration dossier

2. lack of validation and qualification of premises, systems, equipment, lack of records on the
qualification of clean rooms, critical equipment, water treatment systems, compressed air preparation
systems

3. not ensuring the appropriate condition and the required level of cleanliness in clean rooms

4. lack of confirmation (validation) of time intervals between the end of one technological process
before another

5. failure to ensure orderly storage of various categories of materials and products and failure to
comply with proper storage conditions for incoming raw materials and materials

Tasks
1. Cooperation with international organizations and regulators
2. Preparation of an application to PICs (Pharmaceutical Inspection Cooperation Scheme)
3. Achieving the 3rd level of maturity of WHO Benchmarking
4. Continuous professional development and training of pharmaceutical inspectors
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