Pedepar

KonTtponas kauectBa daynapabuna docdara.

O6bvem 86 cTpanuir, 63 pucynka, 13 Tabnuir, 52 uCTOYHHKA, 6 TPUIIOKEHUH.

enpto  numiaoMHOM  pabOThl  SBASETCS  BaduAalus  METOAUKH  JUIS
KOJIMYECTBEHHOTO OMPE/IEICHNs MaHHUTOJIA B JIEKapCTBEHHOM cpencTBe Diynapabden.

Meton uccnenoBanus: BbICOKO3(DPEeKTUBHAS )KUIKOCTHAST XpoMaTorpadusi.

[Ipy Banmumanuu METOOUKHA KOJMYECTBEHHOTO OMpEACNICHUS MaHHHUTOJA
U3YUYUIIUCh CIEAYIOUIME BaTUAAIMOHHBIE XapaKTEPUCTUKU: JIHUHEWHOCTb, TOYHOCTD
(cXO0IMMOCTB), MPABUIILHOCTD, TUANAa30H MPUMEHEHHSI, CIETUPUIHOCTD. [lomydeHHbIS
JaHHBIE COOTBETCTBYIOT KPUTEPHUSIM MPUEMIIEMOCTH.

Metoauka Tponuia BaMMIAMI0O W MOXET OBITh HCIIOJIb30BaHA  JUIA
KOJIMYECTBEHHOTO OTPE/ICIICHNs MAHHUTOJA B JIEKApCTBEHHOM cpencTBe Dirymapabder.

KiroueBbie ciioBa: Banmuianusi, KOJWYECTBEHHOE ONPEICICHUE, KpPUTEPHU
PUEMJIEMOCTH, BBICOKO3((PEKTUBHAS KHUAKOCTHAS XpoMaTorpadusi.

Abstract

Fludarabine phosphate quality control.

Volume 86 pages, 63 figures., 13 tables, 52 references, 6 applications.

The objective of the current thesis was to validate a method of quantitative test
for mannitol in Fludarabel.

The research method: high performance liquid chromatography (HPLC).

During the quantitative test for mannitol method validation the following
validation characteristics have been studied: linearity, precision (repeatability),
accuracy, range, specificity. The data obtained correspond to the criteria established.

After approbation the method validated may be used for mannitol quantitative
test in Fludarabel.

Keywords: validate, high performance liquid chromatography (HPLC), criteria
established, quantitative test.

Pr¢gepar

KanTposnsb skacii daynapaduna dacdary.

AG'ém 86 cTaponak, 63 manroHKa , 13 Tabumin, 52 KpbIHILbI, 6 TPBIKIATaHHSY .

MbTaii AplITIOMHAR TIparsl 3'syIsiera Bagigalbisi METOMBIKI JII KOJbKacHara
BBI3HAUAHHS MaHITOA ¥ JIEKaBbIM cpoaky Dirymgapader.

Metan pacnemaBaHHsS: BbICOKad(peKThIyHass BagkacHas xpamararpadis. [Ipsi
BaJiJaIbli METOJIBIKI KOJIbKacHara BBI3HAUAHHS MaHITONMAa OBUII  pasriiemKaHbl
HACTYMHBIS  BAIiIAlIBIOHHBIA  XapaKTapbICTHIKI: JiHEHHAcIb,  JaKJaJHacllb,
IPaBUIbHACI, ABISITIA30H MPBIMSIHEHHS, CHIEIbI()IYHACIb.

ATpeIMaHBIS BBIHIKI  aAMaBAJAONb KPBITIpaM TpbIMajbHACI. MeTobIka
mpaiiUia BaTianbllo 1 MOXKa OBIIb BBIKAPHICTAHA [JI1 KOJbKAcHAara BBI3ZHAYIHHS
MaHiToJa ¥ JIeKaBbIM cpoaky Dirymgapader.

KitouaBeis CITOBBI: Baigampls, BbICOKad(DEeKThIVHAS BaJKacHas Xpamararpadis,
KOJIbKaCHAE BbI3HAYIHHE, KPHITAPhIi IPHIMAILHACIII.



