PEDPEPAT

JlutimomHast paboTa cOCTOUT U3 56 cTpaHHUIl, B TOM 4HCie 9 pucyHkoB, 23
Ta0uL, 31 UCHoJIb30BaHHBIX HCTOYHHUKOB.

Tema: “Tpanchep METOAMKHA  KOJMYECTBEHHOTO  OMNpENETIeHUS U
NOJJIMHHOCTH  a3eJlaCTUHA  TUIApoxXJopuaa, (IyTHKa30Ha MpPONUOHATA W
(EeHWIPTUIIOBOTO CIUpPTa B JIEKQpCTBEHHOM Tpernapare «PuHommucTa, crpei
Ha3aJIbHBIN J103upoBaHHbId 137+50 Mkr/mo3a»”

[Tepeuens kmtoueBbix cioB: PUHOMUCTA, IUMHUCTA, A3SEJIACTUHA
T'UAPOXJIOPHJ], ®IIYTUKA3ZOHA IIPOITMOHAT, ®EHMJISTUIIOBBIN
CIINPT, TPAHC®EP, BAJIMJJALIMA, BBICOKOO®EKTUBHAA
KUJIKOCTHAA XPOMATOI'PADUA, [NOJJIMHHOCTH,
KOJIMYECTBEHHOE OITPEJIEJIEHUE.

OOBeKT wuCCclIeAOBaHUS — METOJMKA KOJMYECTBEHHOT'O OIpEeeTeHUus |
MO/UIMHHOCTH  a3ejlacTMHa  rujpoxjopujaa,  (iyTukazoHa  MPONUOHATA,
(EeHUJIPTUIIOBOTO CIMPTAa B COCTAaBE JIEKAPCTBEHHOro Ipemnapara «PuHOMMCTA,
crpeii Ha3aJdbHBIN 103UpOoBaHHbBIN 137+50 MKr/m03a»

Lenp  gumuiomHOW  paboThI.  mpoBeacHUE  TpaHchepa  METOAUKU
KOJIMYECTBEHHOTO OIpEJCICHUs] W TOJJUHHOCTH a3ejacTHHa THUIPOXJIOpHUIA,
bayTHKa30Ha MpONTMOHATa M (PEHUIITHIIOBOTO CIIUPTA B JICKAPCTBEHHOM TIpenapare
«PuHOMHCTa, cropel Ha3aJdbHBIA M03upoBaHHBIN 137+50 MKr/mosza» Meromom
BOXX.

Merton ucciaenoBanus: BEICOKO3(G(HEKTUBHAS KUIKOCTHAS XpoMaTorpadus

[TomyuenHple pe3ynbTaThl. OblIa MPOBEJCHA BAIMAANMUS  METOJUKH
KOJINYECTBEHHOT O OIIpELIECIICHUS benmmTaHOIA METOA0M BOXX.
Xpomarorpadudeckasi cuCTeMa MPOIIIa UCIBITAHAE HA MPUTOAHOCTh. B pamkax
BaJIMJAIIMA METOJMKA TPOIIIa HCIBITAHWS HAa CHEHNU(PUIHOCTH, JIMHEHWHOCTh MU
JMana3oH MPUMEHEHHs, TMPaBHJIBHOCTh U TOBTOPSIEMOCTh, BHYTPUIA00PATOPHYIO
OPEU3HUOHHOCTL M pobacTtHOCTh. [lo oTBanmuaupoBaHHOM MeTonMKe ObuLla
NpOBE/IeHa AaTTeCTalMs CTaHAapTHOTO oOpasma (QEeHWIdTUIOBBIA CHOUPT TIO
MOKAa3aTesiM OINHCAaHWEe, albJACTHJ, COACpX)aHUE (PEHWIDTUIOBOTO CHUPTA U
HeonpeaeéHHoCcTh. [locne mpoBea€HHON aTTecTaluy OBLI BBITTOJIHEH TpaHCchep
METOJUMKH  KOJMYECTBEHHOIO ONpEACNIeHUss U TNOMJIMHHOCTA  a3elacTHHA
ruapoxyiopuaa, (¢GiIyTUKa3oHa MponmuoHaTa ¢ (PEHWIITWIOBOIO CHHUpPTAa B
JIEKapCTBEHHOM npenapare «PuHomMucTa, cripeit Ha3anbHbIN 103upoBaHHbIN 137+50
Mkr/mo3a» merogom BDOXKX. Jling moATBEp:KACHUS HMPHUTOJHOCTH HMCIOJIb30BaHHMS
METOJUKH C LIEJIbI0 OMpeAeIeHUs] MOJJIMHHOCTA ObUIM OIpEJleNIeHbl MOKa3aTenu
BPEMEH yACPKUBAHUSI 1 MAKCUMYMOB TOTJIOIIEHUS UCCIIETYEMbIX BEIIECTB. Takxke



OBLJIO IIPOBEJIEHO MOATBEPKICHUE MPUTOJHOCTH KOJIMYECTBEHHOTO OMpEEIeHUS,
OLICHEHBI IapaMETPbl OTHOCUTEIBHOI'O CTAHJAPTHOTO OTKJIOHEHUS, pa3Inyus
CpPEIHUX 3HAYEHUH, a TAKXKe OLIEHKA MPOMaxX0B € MOMOIIbI0 Q-KpuTepus.



P3®EPAT

JIpITuIOMHas mpana ckiiajaenia 3 56 cTapoHak, y ThIM JIKY 9 mantoHkay, 23
TabiL, 31 BHIKAPBICTAHBIX KPBIHIII.

Toma: "Tpancdep MeTONBIKI KOJIbKacHara BBI3HAUIHHS 1 campayIHacill
aszenacuiHa ripaxiapeiaa, QuylikazoHa nmpaminaHaTa 1 (eHUIdThIIaBara CipTy y
JIeKaBbIM Tpamiaparie «PeiHamicTa, Cripai Ha3anbHbI qa3aBanbl 137 + 50 mkr/moza»”.

[Tepanik kmouaBbix cioy: PBIHAMICTA, ABIMICTA, A3EJIACIIIHA
I IPAXJTAPBI/, ®JIYIIIKA3OHA TIPAITMAHAT, ®EHIJISTBIJIABEI CITIPT,
TPAHC®EP, BAJIJAIBII, BBICOKAD®EKTBIVHAS BAJKACHAS
XPAMATATPA®IS, CIIPAYJIHACIL, KOJbKACHAE BBISHAUDHHE.

AOG'eKT macienaBaHHs — METO/IbIKA KOJIbKACHara BeI3HAYIHHS 1 carpayaHacili
aszenaciiiHa ripaxiapeiaa, QuylikazoHa mpamniuaHaTta 1 GeHUIdThIIaBara CruipTy ¥
CKJIaJ3¢e JiekaBara npanapara «PeiHamicTta, cripail HazanbHBIM na3aBanbl 137 + 50
MKT/103a».

MbTa ABITIOMHAM TMpalibl: MpaBsa3eHHe TPaHCHEPY METOJIBIKI KoJibKacHara
BBI3HAUAHHS 1 camnpay/IHacCIl a3enaciiiHa Tiapaxiapbeiaa, Giaylika3oHa mparninaHaTa
1 (peHUdTHIIABara CHipTy y JEKaBbIM Ipamapaiie «PeiHamicTa, cripsi HazallbHBI
nazasanbl 137 + 50 mkr/no3a» mertagam BOBX.

Meraz nacnenaBaHHs: BICOKad(DEeKThIYHAS BaJKacHasi XxpaMmararpadis.

ATpbeIMaHbIs BBIHIKI: ObUTa MpaBe3eHa BaJliJallbli METOIBIKI KOJIbKacHara
BbI3HAUIHHS ¥ ¢eHwmTanoie meragaMm BDOBX. Xpamararpadiunas cictoma
nmpaiinuia BeIIpabaBaHHE Ha TMPBIATHACIE. Y paMKaxX Baiarbli METOAbIKA
npaiiuia BellipadaBaHH1 Ha CTICIBI(IYHACIIB, TIHEWHACIH 1 JIBISATIa30H MPHIMSIHECHHS,
npaBUIBHACI, 1 TMayTapaHacilb, BHYTPbUIAOAPATOPHYIO MPAIbI3iHHACIE 1
pabacHacip. [la aTBanmmmaBanaii MeETOABINBI ObLIA MpaBel3eHa aTICTAIbISA
CTaHaapTHara y3opy (eHUIIThIIaBara CipTy MMa Maka3yblKax aicaHHe, albJIdTiIbl,
3MecT (DeHUIIITUIIOBOTO CIIPTY 1 HiBbI3HAYaHACIb. [lacis mpaBea3eHaii aTacranbli
OBy BBIKAHAHBI TpaHChEp METOJBIKI KOJbKAacHara BBIZHAUYIHHS 1 campayaHacili
aszernaciliHa rigpaxiapbiaa, (ayrika3oHa mpanuaHaTta i GeHUIdThUIaBara CHipTy ¥
JeKaBbIM TIpamaparie «PeIHamicTa, cripsi HazaJIbHBI aa3aBaHbl 137+50 MKr/mo3ay»
meragam BOBX. Jlnsg manBep pkaHHS NPBIIATHACII BBIKAPBICTAHHS METOABIKI 3
MAOTall BBI3HAUDHHS  campayaHacii ObUIl  BBI3HAYAHBI IMAaKa34YbIKi  4acoy
YTpbIMITIBaHHSL 1 MakciMymay NarjiblHaHHSI JlacleqHbIX paubiBay. Takcama ObLIO
MpaBeA3eHa TalBep/PKaHHE MPHIJATHACI]I KOJbKAaCHAra BBI3HAUDHHS, AaI[PHEHBI
napaMeTphl aJJHOCHara cTaHJapTHara aJaxuleHHsl, aJpO3HEHHI CSPI/IHIX 3HAUIHHSY,
a Takcama alpHKa rmpomMaxay 3 ganamorai Q-KpbIT3pHIIO.



ABSTRACT

The graduate thesis consists of 56 pages, including 9 figures, 23 tables, and
31 sources used.

Topic: "Transfer of the method for the quantitative determination and
authenticity of azelastine hydrochloride, fluticasone propionate and phenylethyl
alcohol in the drug «Rhinomista, nasal spray dosed 137+50 mcg/dose»”.

Keywords: RHINOMISTA, DIMISTA, AZELASTINE
HYDROCHLORIDE, FLUTICASONE PROPIONATE, PHENYLETHYL
ALCOHOL, TRANSFER, VALIDATION, HIGH-PERFORMACE LIQUID
CHROMATOGRAPHY, AUTHENTICITY, QUANTITATIVE
DETERMINATION.

The object of research are method for the quantitative determination and
authenticity of azelastine hydrochloride, fluticasone propionate, phenylethyl alcohol
in the composition of the drug «Rhinomista, nasal spray dosed 137+50 mcg/dose».

The purpose of the thesis: to transfer the methodology for the quantitative
determination and authenticity of azelastine hydrochloride, fluticasone propionate
and phenylethyl alcohol in the drug «Rhinomista, nasal spray dosed 137+50
mcg/dose» by HPLC.

Research method: high-performance liquid chromatography

The results: the validation of the method of quantitative determination in
phenylethanol by HPLC was carried out. The chromatographic system has passed
the suitability test. As part of the validation, the technique has been tested for
specificity, linearity and range of application, correctness and repeatability,
intralaboratory precision and robustness. According to the validated methodology,
the standard sample phenylethyl alcohol was certified according to the parameters
description, aldehyde, phenylethyl alcohol content and uncertainty. After the
certification, the transfer of the methodology for the quantitative determination and
authenticity of azelastine hydrochloride, fluticasone propionate and phenylethyl
alcohol in the drug "Rhinomista, nasal spray dosed 137+50 mcg/dose" by HPLC was
performed. To confirm the suitability of using the technique to determine
authenticity, retention times and absorption maximum of the studied substances
were determined. The suitability of the quantitative determination was also
confirmed, the parameters of the relative standard deviation, the differences in the
average values, as well as the estimation of misses using the Q-criterion were
evaluated.



