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Tema gucepranii:

1. CtBOpeHHs cucteMu papMaleBTUYHUX CTaHIAPTHUX 3pa3KiB B YKpaiHi

2. Development of a system of pharmaceutical reference standards in Ukraine

Pedepar:

1. Inceprarnist npucBsiueHa po3poblLii i yBeleHHIO B Jil0 CUCTEMHU CTaHIAPTHUX 3pa3kis (C3) y papmMalieBTUYHIN
rayysi YKpainu. [1j1s1 OLiiHKM CyMapHOI HEBU3HAYEHOCTI 3allpOIIOHOBAHA JIiHiiHA MOZEJIb, 110 PYHTYEThCA Ha
CKJIa/IAHHI KBa/IpaTiB JOBipYMX iHTEpBasIiB YaCTKOBUX CKJIQJIOBUX HEBM3HAYEHOCTi. CHOPMYIbOBAaHUI IPUHIUIT
HE3HAUyLWOCTi: 1715 piBHA 95% HaZIiMHOCTI 4acTKOBa CKJjlaloBa HEBU3HAYEHOCTI He [TI0BUHHA NepeBuinysatu 0,32 Bif
CyMapHOi HeBU3Ha4YeHOCTi. OGI'PYHTOBaHi BUMOTH [10 MaKCUMaJIbHO JOIyCTUMOI HEBU3HAUEHOCTI Pe3yJIbTaTiB
aHai3y 17151 OCHOBHMX (papMalleBTUYHUX BUNIPOOYyBaHb. OOIPYHTOBAHO, M0 MAKCUMAJIbHO JOIIyCTUMA
HEBU3HAYEHICTb aT€CTOBAHOrO 3Ha4eHHs C3 He mae nepesuinysatu 0,32 Bii MAKCUMaJILHO MPUINTYCTUMO]
HEBU3HAYEHOCTI Pe3yJIbTaTy aHali3y. 3alIPOIIOHOBAHO JJIs1 YCiX YaCTKOBUX CKJIAJIOBUX HEBU3HAYEHOCTI
arecToBaHOro 3HayeHHs C3 (BCTaHOBJIEHHS aT€CTOBAHOIO 3HAYEHHS, ONHOpPigHiCTh C3, 10ro CTabiNbHICTb) CTABUTH
BUMOTY He 6izbiie 0,32 Bii MaKCMMasibHO IIPUIYCTUMOI HEBU3HAYE€HOCTI pe3yJIbTaTiB aHaMi3y, 1J11 NEPBUHHUX i

BropuHHUX C3. Po3pobsieHa i ynposampkeHa Ha 14 ninnpruemcrsax Ykpainu cucrtema podounx C3. Po3pobieHi



MIPUHIMIIN 3aCTOCOBaHI 17151 aTecTallil TECTOBUX 3pa3KiB /s IporpaM npogeciiHoro tectyBaHHs. CTBOpEHa
cucrema dpapmakorneitnux C3 (OC3) Iepxkasuoi Papmakornei Ykpainu (IPY). Homenknatypa ®C3 OV nepesuilye

600 HallMeHyBaHb.

2. The dissertation is devoted to developing and implementing a system of reference standards (RS) into the
Ukrainian pharmaceutical industry. To evaluate the total uncertainty (expanded), a linear model based on the
summarizing of squares of confidence intervals of partial components of the uncertainty has been proposed. The
principle of insignificance was formulated for reliability 95 %: a partial component of the uncertainty should not
exceed 0,32 of the total uncertainty. Requirements for the maximum acceptable uncertainty of results of the
analysis for major pharmaceuticals tests have been substantiated. It is proven that the maximum acceptable
uncertainty of the RS certified value should not exceed 0,32 of the maximum acceptable uncertainty of results of
the analysis. The requirement that partial uncertainty should not exceed 0,32 of the RS maximum acceptable
uncertainty was suggested to an all partial uncertainty components for primary and secondary RS (the
establishment of the certified value, homogeneity, stability). A system of working RS was developed and
implemented at 14 laboratories of Ukrainian drug manufacturers. The proposed principles were applied to test
samples for the proficiency testing program. The system of pharmacopoeial reference standards of the State
Pharmacopoeia of Ukraine (PhRS SPhU) was established. The nomenclature of the PhRS SPhU exceeds 600 titles.
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