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KOHTPOJIb KAUECTBA, ®APMALIEBTUYECKAS CYBCTAHLIMA, BAJIMJALIMA,
METOJMKA UCIBITAHUN, COITYTCTBYIOLIUE ITPUMECH, BBICOKOR®DEKTUBHA
KUAKOCTHAS XPOMATOI'PA®UA (BOXKX)

OOBeKT wucceoBaHUSI — KOHTPOJIb KadecTBa IPH IPOHM3BOACTBE  (hapMareBTHYECKON
CyOCTaHIIMHM UMaTUHNOA ME3UJIaT.

Llens pabOTHI — MOBTOPHAS BANUAALNS METOANKH ONPECIICHNS COMYTCTBYIOIIUX ITPUMECer
B UIMaTHHHOA Me3HIaTe.

B teoperndeckoii 4acTi paboOThl pacCMaTPUBAIOTCSI OCHOBHBIE ACHEKTHI KOHTPOJIS KadecTBa
npyd TPOM3BOACTBE HMMaTHMHMOa Mesuiara. [IpakTuyeckas yacTb pabOTHI MPEACTaBISIET COOOM
WCCJIECZIOBaHNs, NMPOBEICHHBIE B paMKaxX BaJMAAIMHM METOAWKH OIPEAEIEHUs COIyTCTBYIOIIHX
npuMeceil B (QapmaneBTuueckoi cyOcTaHuMum uMaruHumOa wmesmnar merogom BDXKX. Ilocne
anpobanuy BaJIHIUpyeMass METOAMKAa MOXKET YCIICIIHO NPHUMEHSTHCS C ILENbI0 OLEHKH KauecTBa
IPOJIYKTA.

PODPEPAT

Jpimiomuas pabora, 53 ¢., 2 Main. , 16 tabm. , 35 KpbIHII , 5 TPBIKIaIaHHIY

KAHTPOJIb SIKACIII, ®APMALIEDYTBIYHA S CYBCTAHIIbIS, BAJITIALLBIA,
METO/BIKA BbITTPABABAHHSY, CITAJAPOXHBIA [MPBIMEIIKI,
BBICOKAD®EKTBIVHAS BAJIKACHASI XPAMATATPA® 15 (BOBX)

AO'exT macienaBaHHA - KaHTPOJb SKACIi MpbI BRITBOpUYACHi (GapMandyThiuHail cyOcTaHIbI
UMaTbIHI0a Me3inaT .

MbTa paboThl - mayTopHAs BaJiJalbll METOABIKI BBI3SHAYIHHS CHAapPOKHBIX MPBIMEIIAK Y
MMaTbIHI0a Me3iarle .

VY T3apaThIuHai yacTibl paboThl pa3mIfsgarolila aCHOYHbIS aCIEKThl KAaHTPOJIIO SIKaclli MpPbI
BBITBOpYACIIl MMarbiHiOAa Me3inmarta. [IpakTerdHas dacTka paboThl Yysynse caboil gaciieaBaHHI,
MpaBEeI3CHBII § paMKax Balifambli METOMBIKI BBI3HAYIHHS CHAJAapOXKHBIX MPBIMEIIaK ¥
dapmarpyTeIYHA  cyOcTaHIbll WMMaThiHIOA Me3imar wmetagam BOBX. Tlacma  ampabaribri
BaJIiIbIpaBaHHAass METOABIKA MOYKA MACTISIXOBA Y)KBIBAIIIA 3 MATAl al[dHKI SKACI TPATYKTY.

ABSTRACT

Thesis, 53 p., 2 Fig., 16 Tables, 35 Ref., 5 App.

QUALITY CONTROL, PHARMACEUTICAL SUBSTANCE, VALIDATION, TEST
METHOD, RELATED SUBSTANCES, HIGH PERFOMANCE LIQUID CHROMATOGRAPHY
(HPLC)

The object of the survey is quality control during imatinib mesylate manufacturing.

The objective was to revalidate HPLC method of related substances test used to identify
impurities in imatinib mesylate.

In the theoretical part the main aspects of quality control during imatinib mesylate
manufacturing are described. The experimental part involves a research carried out while validating
HPLC method of a test for related substances in imatinib mesylate. After approbation the validated
method may be successfully used to estimate the product quality.



