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Pedepar:

1. luceprauis npucsBa4YeHa CTaHgapTU3allii Npoueaypy IPOBENEHH Bajlifalii METOIUK KiJIbKiCHOTO BUBHAYEHHS
JIiKapCbKUX 3aCO0iB METOLOM CTaHApPTy. OGIPYHTOBAHO PO3PaXyHOK KPUTEPiiB NPUMHATHOCTI 17151 BaliJalifHAX
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Bunpo6yBanp'N [JOY 1.2.

2. The dissertation is devoted to the standardizing of the validation of assay methods by the method of standard.
For the first time criteria for validating characteristics with the respect to the requirements for the uncertainty of
pharmaceutical analysis method was elaborated. A rational standardized procedure for the validation for the
simultaneous evaluation of the characteristics of linearity, precision and accuracy was developed.Scientific



approaches to the validation scheme and validation criteria for the characteristics of quantitative analysis by the
method of standard were introduced to the general monograph "2.2.N.2 Validation of analytical methods and
tests"N SPU 1.2.
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