Top Management Advisors

NMpomeHu B ynpasneHcKU ctaHgaptm Ha ISO npe3 2025 u 2026 roguHa

ISO 14001:2026 Environmental management systems — Requirements with guidance for use.
My6aukysaH: 2026.04.

BAC EN ISO 14001:2026 Cuctemun 3a ynpasBneHue no OTHOLEHWEe Ha OKoJsIHaTa cpeaa. N3nckBaHuA
C YKa3aHuA 33 npunaraHe.

ISO 14155:2026 Clinical investigation of medical devices for human subjects — Good clinical
practice. Mly6aukysaH 2026.03.

BAC EN ISO 14155:2026 KAWMHMYHO M3NMTBaHE Ha MeAMUMHCKM u3genus Bbpxy xopa. [obpa
KNMHWUYHA NPaKTUKa.

ISO 37001:2025 Anti-bribery management systems — Requirements with guidance for use.
My6aukysaH: 2025.02.

BAC ISO 37001:2025 Cuctemu 3a ynpaBaeHue 3a bopba ¢ nogKkynsaHeTo. N3McKBaHUSA ¢
yKa3aHuA 3a npunaraHe.

ISO/IEC 17020:2026 Conformity assessment — Requirements for bodies performing inspection.
My6aukysaH 2026.03.

BAC EN ISO/IEC 17020:2026 OueHaABaHe Ha CbOTBETCTBMETO. M3UCKBAHMSA 33 OpraHu, M3BbpLUBALLM
KOHTpO.

ISO/IEC 17024:2026 Conformity assessment — General requirements for bodies operating
certification of persons. My6aukysan 2026.03.

BAC EN ISO/IEC 17024:2026 OueHABaHe Ha CbOTBeTCTBMETO. OBLM M3UCKBAHUA KbM OpraHuTe,
N3BbPLUBALLN cepTUdMKaLMA Ha nLa.

ISO 19011: 2026 Guidelines for auditing management systems. O4yakBaHa ny6aukauusa: 2026.05.
BACEN ISO 19011:2026 YKa3aHuA 3a U3BbpLUBAHE HAa OAUT HAa CUCTEMM 33 YNpaBJ/ieHMeE.

ISO 9001:2026 Quality management systems — Requirements. OuakBaHa ny6aukauma: 2026.09.

BAC EN ISO 9001:2026 Cuctemu 3a ynpaBiaeHMe Ha KayecTBOTO. M3MCKBaHMA C yKasaHMA 3a
npuaaraHe.

ISO 45001:2027 Occupational health and safety management systems — Requirements with
guidance for use. OuakBaHa nybankauua: 2027.Q1.

BAOC EN ISO 45001:2027 Cuctemum 3a ynpas/ieHMe Ha 34paBeTo M be3onacHocTTa npu pabora.
MN3nckBaHMA C yKasaHUA 3a NpuaaraHe.

Hama paa ce npomenum I1SO 13485:2016 Medical devices — Quality management systems —
Requirements for regulatory purposes.

BAC EN ISO 13485:2016 MepguumHckmn nusagenua. Cuctemu 3a ynpassieHMe Ha Ka4ecTBoToO.
U3ncKBaHMA 3a LenntTe Ha HOPMaTUBHUTE aKTOBe.

Pharma Bulgaria/Top Management Advisors, 2026.04 | pharma@tma-bulgaria.com Ctp.1oT12



mailto:pharma@tma-bulgaria.com

Top Management Advisors

NMpomeHu B perynaummnte no GMP n GDP npe3 2025 n 2026 roguHa

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. OuakeaHa nybaukauusa: 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. OuyakBaHa ny6iuKauua Ha HoBaTa peaaKkuua: 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. OuakBaHa ny6anKkauua Ha HoBaTa pegakuma: 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. OyakBaHa ny6anMKauua Ha HoBaTa pegakuusa: 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. OuakBaHa ny6aukaums: 2026.

FDA Quality Management System Regulation (QMSR) - incorporating by reference the
international standard specific for medical device quality management systems 1SO
13485:2016. Bansa B cuna 2026.02.

National Medical Products Administration of China - Good Manufacturing Practice for
Medical Devices. LLle Bnese B cuna 2026.11.
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