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Промени в управленски стандарти на ISO през 2025 и 2026 година 
 

ISO 14001:2026 Environmental management systems — Requirements with guidance for use. 
Публикуван: 2026.04. 
БДС EN ISO 14001:2026 Системи за управление по отношение на околната среда. Изисквания 
с указания за прилагане. 

ISO 14155:2026 Clinical investigation of medical devices for human subjects — Good clinical 
practice. Публикуван 2026.03. 
БДС EN ISO 14155:2026 Клинично изпитване на медицински изделия върху хора. Добра 
клинична практика. 

ISO 37001:2025 Anti-bribery management systems — Requirements with guidance for use. 
Публикуван: 2025.02. 

БДС ISO 37001:2025 Системи за управление за борба с подкупването. Изисквания с 
указания за прилагане. 

ISO/IEC 17020:2026 Conformity assessment — Requirements for bodies performing inspection. 
Публикуван 2026.03. 
БДС EN ISO/IEC 17020:2026 Оценяване на съответствието. Изисквания за органи, извършващи 
контрол. 

ISO/IEC 17024:2026 Conformity assessment — General requirements for bodies operating 
certification of persons. Публикуван 2026.03. 
БДС EN ISO/IEC 17024:2026 Оценяване на съответствието. Общи изисквания към органите, 
извършващи сертификация на лица. 

- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - 
ISO 19011: 2026 Guidelines for auditing management systems. Очаквана публикация: 2026.05. 

БДС EN ISO 19011:2026 Указания за извършване на одит на системи за управление. 

ISO 9001:2026 Quality management systems — Requirements. Очаквана публикация: 2026.09. 

БДС EN ISO 9001:2026 Системи за управление на качеството. Изисквания с указания за 
прилагане. 

ISO 45001:2027 Occupational health and safety management systems — Requirements with 
guidance for use. Очаквана публикация: 2027.Q1. 
БДС EN ISO 45001:2027 Системи за управление на здравето и безопасността при работа. 
Изисквания с указания за прилагане. 

- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - 
Няма да се промени ISO 13485:2016 Medical devices — Quality management systems — 
Requirements for regulatory purposes. 

БДС EN ISO 13485:2016 Медицински изделия. Системи за управление на качеството. 
Изисквания за целите на нормативните актове. 
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Промени в регулациите по GMP и GDP през 2025 и 2026 година 
 

ICH Harmonised Guideline: Guideline for Good Clinical Practice E6(R3). Adopted 2025.01. 

Commission Implementing Regulation (EU) 2025/2091 of 17 October 2025 laying down 
good manufacturing practice for veterinary medicinal products in accordance with 
Regulation (EU) 2019/6 of the European Parliament and of the Council. 

Commission Implementing Regulation (EU) 2025/2154 of 17 October 2025 laying down 
good manufacturing practice for active substances used as starting materials in veterinary 
medicinal products in accordance with Regulation (EU) 2019/6 of the European Parliament 
and of the Council. 

European Commission: Regulation laying down Union procedures for the authorisation 
and supervision of medicinal products for human use and establishing rules governing the 
European Medicines Agency. 

European Commission: Directive of the European Parliament and of the Council on the 
Union code relating to medicinal products for human use. 

European Commission: The Rules Governing Medicinal Products in the European Union. 
Volume 4. Good Manufacturing Practice. Medicinal Products for Human Use (EU GMP). 
Annex 1: Pharmaceutical Quality System. Очаквана публикация: 2026/2027. 

European Commission: The Rules Governing Medicinal Products in the European Union. 
Volume 4. Good Manufacturing Practice. Medicinal Products for Human Use (EU GMP). 
Chapter 4: Documentation. Очаквана публикация на новата редакция: 2026. 

European Commission: The Rules Governing Medicinal Products in the European Union. 
Volume 4. Good Manufacturing Practice. Medicinal Products for Human Use (EU GMP). 
Annex 11: Computerised Systems. Очаквана публикация на новата редакция: 2026. 

European Commission: The Rules Governing Medicinal Products in the European Union. 
Volume 4. Good Manufacturing Practice. Medicinal Products for Human Use (EU GMP). 
Annex 15 - Qualification and Validation. Очаквана публикация на новата редакция: 2026. 

European Commission: The Rules Governing Medicinal Products in the European Union. 
Volume 4. Good Manufacturing Practice. Medicinal Products for Human Use (EU GMP). 
Annex 22: Artificial Intelligence. Очаквана публикация: 2026. 

- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - 

FDA Quality Management System Regulation (QMSR) - incorporating by reference the 
international standard specific for medical device quality management systems ISO 
13485:2016. Влиза в сила 2026.02. 

National Medical Products Administration of China - Good Manufacturing Practice for 
Medical Devices. Ще влезе в сила 2026.11. 
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