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1. PoboTa npucssiueHa po3pooLii Ta HAYKOBOMY OOI'PYHTYBaHHIO IPOIIO3ULIiii 010 OpraHizanii BasiganiiHol

IiSJIBHOCTI Ha MigIIPUEMCTBAX 3 BUPOOHUIITBA JIiKapChKUX 3ac06iB. Ha 0CHOBI IpoBeeHuX AOCTiIKeHb CKIaeHa

iHTErpoBaHa y cucTeMy ylnpaBJliHH4 SKIiCTIO OpraHisaliiiHa CTPyKTypa BajlifalitHMX po0iT, BU3HAYEHi BUMOTH 10
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PO3po6bJieHi peKoMeH1allii 010 JOKyMEHTYBaHHS BaslifaliliHOI OisiIbHOCTI.

2. The thesis is devoted to the development and scientific basis of proposals for the organization of validation

activities at the enterprise of medicines production. The organizational structure of validation works integrated in

the quality management system is compiled based on these studies; the competence requirements for qualification

and validation personnel are determined, approaches to study and attestation of this personnel are proposed,
recommendations for documenting validation activities are developed.
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