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(apMakonenHUX METOIiB aHAI3Y

2. Standardization of the results estimation of pharmaceutical laboratories professional testing by the example of
pharmacopoeial methods of analysis

Pedepar:

1. PoboTta nmpucBsueHa CTaHJapTU3allii OLiHKY pe3yJIbTaTiB (papMaleBTUYHMX J1ab0opaTopiil B YKpaiHi B MeXKax
[Tporpamu npodeciitnoro TectyBanHs (ITI1T-6 i [1T1T-7) npu BUKOpUCTaHHI (papMaKONeHUX METOLIB aHali3Yy:
HEBOJHOTO TUTPYBaHHS, BTPATU B Maci Ipu BucymyBaHHi i TIIIX i BIIpOBAaI>)KEHHIO €JIEMEHTIB CUCTEMU YIIPaBJIiHHS
SKICTIO J1aGOPaTOPiil 3 KOHTPOJIIO SIKOCTI JIIKAPChKUX 3aCO0iB i3 3aCTOCYBaHHSM METO/IiB Ta iHCTPYMEHTIB
VIPAaBJIiHHS PU3MKaMU 1151 SIKOCTi. Ha OCHOBI IpOBeIeHUX NOCIIiIPKEHb PO3PO0JI€HI KpUTEPil OL[iHKY PEe3yJIbTaTiB
BUIIPOOYBaHHSI, OL[iHEHO PiBeHb KOMIIETEHIIii 1JabopaTopiil 3 KOHTPOJIIO SIKOCTI JIIKApChKUX 3aC0O0iB, pO3pO06JIEHO i
BaJIiIOBAaHO METOAMKH KiJIbKiCHOTO BU3HAY€HHS BMiCTy 3-(2,2,2-TpUMETUIITiIpa3yHiil) MIPONioHaTy METOJOM
HEBOJHOTO TUTPYBAHHS Ta BMiCTy CyNpoBigHuX AoMimok metogom TIIX B AQI ta I'JI3 «MeToHnaT», po3po6yeHO i
IIPAKTUYHO allPOOOBAHO AJITOPUTM 3arajibHOTO OLiHIOBAHHS Ta KOHTPOJIIO KPUTUYHUX (PAKTOPIB HA Pe3yJIbTaTax
smabopaTopint B meskax [I1T.



2. The thesis is devoted to the standardization of the results estimation of pharmaceutical laboratories in Ukraine
within PTP-6 and PTP-7 using pharmacopoeial methods of analysis: non-aqueous titration, loss on drying and TLC
and to the implementation of elements of the quality management system of laboratories in drug quality control
using the methods and instruments of risk management. The criteria for estimation of testing results have been
developed on the basis of the research, the methods for quantitative determination of 3-(2,2,2-
trimethylhydrazinium) propionate content by the method of non-aqueous titration and the content of related
substances by the method of TLC in the active pharmaceutical ingredient and the manufactured drug “Metonat”
have been developed and validated, the algorithm for assessment and control of critical factors have been
developed and practically approved using the results of laboratories within the PTP-6 and PTP-7.
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