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O0beKT uccieN0BaHusl — METOJIMKA ONPENENIEHUsI OCTATOYHOI O KOJIMYECTBA
BAJIEPEHOBOM KHCJIOTHl W3 HACTOWKM BajiepuaHbl JekapcTBeHHON (Valeriana
officinalis L.) B mpon3BOJCTBEHHOM 000PYAOBAHUU

Heap padorbl — Bamuganuss METOAUMKH OMNPEIEICHUS OCTATOYHOIO
KOJIMYECTBA BEILECTBA B MPOM3BOACTBEHHOM OOOPYIOBaHHMH, UCIOJIb3YEMOM Ha
OAO «bopucosckuit 3aBox Meauuunckux [Ipenapatosy.

MeToabl HcciIeq0BaHUSA: XpOMaTOTpadhuIecKoe ONpeeICHHEe OCTATOYHOTO
KOJIMYECTBA BaJIEPEHOBOW KUCIIOThHI U3 HACTOMKH BaJI€pUaHbl B IPOU3BOJICTBEHHOM
000py1I0BaHUHU.

B pe3ynpTrare Banugauuyu METOAMKN UCHBITAHUN ONpEAEiIeHa MPUTrOAHOCTh
CUCTEMBI JJI BBINOJHEHUS UCHBITAHUN. B pe3ynbTaTe MCHBITAaHUI YCTAaHOBIIEHO,
4TO:

Meronuka gBisieTcst n30MpaTenbHOM 0 OTHOIIEHUIO K BAJIEPEHOBOM KHCIIOTE
W TPUTOJHA JUIA ONPEIENEHUs] OCTATOYHOI'O KOJIMYECTBEHHOIO COJEpKaHUs
BaJIEPEHOBOW KHMCIIOThl METOJOM KUAKOCTHOW XpoMaTorpaduu Mnpu NpoBEIECHUU
OYUCTKH 000PYIOBAHMS.

Meronuka nuHEiHA B HCCIEAYEMOM [MAala30HE KOHILIEHTpaUuid pabdouyux
pactBopoB 0,000200 — 1,000 mr/mi1 BaJiepeHOBOM KUCIOTHI.

KoHueHTpanusi BajnepeHOBOM KHUCIOTHI B HcmbITyeMoM pactBope 0,00020
MI/MJT SIBJSIETCS] IPEIETIOM KOJIMYECTBEHHOT'O ONPeIeTICHUSI.

KoadduumenT n3BiekaeMocTH NpU CMbIBAX C MOBEPXHOCTHU HEPKABEIOIIAS
crajib coctaBui 0,86.

OTHOCHUTENIPHOE CTaHJAPTHOE OTKJIOHEHUE CPEAHEro 3Ha4YeHus JJis
pE3yNbTATOB OMNpPENENeHUs KOJUYECTBEHHOIO COJIepKaHUsI BaJ€PEHOBOM KUCIIOTHI
B Ipo0ax CMBIBOB C TOBEPXHOCTEH HepxaBerolllasi CTajlb B TECTE «ITOBTOPSIEMOCTD
Y BHYTpUJIa0OpaTOpHAasi TOYHOCTH) COOTBETCTBYET HOPME.

CTaOuiIbHOCTh PACcCTBOPOB B IPOIIECCE NMPOBEIECHUS BaluAallMd METOIUKU
OIpEAEIICHHs] OCTATOYHOIO KOJIMUECTBEHHOI'O COJIEPKAHUsI BaJIEPEHOBON KUCIOTHI
MOJTBEPXKAEHA COOTBETCTBYIOIIMMH HCHBITAHUSAMHM pPacTBOpa CpaBHEHUS, Ha
OCHOBAaHHMH PACCUUTAHHBIX PE3YyIbTATOB % cTaOMIbHOCTH. [lomyueHHbIN pe3ynbTart
cocTaBiisieT 99,8%, uTo HaxoAuTCS B JoNycTUMBIX npenenax 99,0% — 101,0%.

Copbuust BasiepeHOBOM KHUCIOTBI Ha MeMOpaHHbIX ¢uibTpax u CBOb c
TaMIIOHOM HAXOAUTCS B AOIYCTUMBIX IIpEAEIIax.



MeTtonuka ynoBIeTBOpSET 3apaHee BHIOPAHHBIM KPUTEPHUSIM MTPUEMIIEMOCTH.
Takum 00pazoM, aHaTUTHYECKAs] METOJIUKA ONIPEICTICHUSI OCTATOYHOTO KOJTMYECTBA
BaJICPEHOBOM KHUCIOTHI METOJOM JKHIAKOCTHOW XpoMmaTorpaduu Mpu MpOBEICHUN
OYUCTKH 00OPYIOBAaHHSI METOJIOM CMBIBOB SIBJISICTCS] BaJTMIUPOBAHHOM.

O06acTh UCTIONB30BaHUsA: (papMaIrieBTUIECKast TPOMBIIIUICHHOCTb.
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AO0'eKT AacjelaBaHHs - MCTOJbIKA BBI3HAYIHHS pAIITKAaBara KOJbKAcCIIi
BaJICPEHOBOM KICJIAaThl 3 HACTOWKI BaJsp'sHbI jekaBai (Valeriana officinalis L.) y
BBITBOPYBIM a0CTaISIBAaHHI.

MbTa paboThl - BamiIalbisi METOABIKI BEI3HAUIHHS PAIITKaBara yTpbIMaHHS
pAYBIBay y BBHITBOPUYBIM a0CTasiBaHHI, sikoe cnaxkbiBaenia Ha AAT "Bapsicaycki
3aBoa MeapbIlbIHCKIX 103".

Meraapl JaciegaBaHHsl: XpamaTtarpadidHae BBI3HAUDHHE KOJBKACII
paIITKaBara Bajisip'sHaBaidl KICIaThl 3 HACTOWKI Balsp'siHbl § BBITBOPYBIM
aOCTaJIsIBaHHI.

Y BBIHIKY  Bajijanbli  METOABIKI  BbllIpabaBaHHAY  BbI3HAYaHA
MATaHaKIpaBaHACIb CICT3MbI U1 BbIKAHAHHS BbIIpaOaBaHHAY. Y  BBIHIKY
yCTaHOYJIeHa, IITO: METOJIbIKa BbhlOapuall 3ajexHaclll aJi BaJepeHOBOM KICIATHI i
NpbIJaTHAs I BBI3HAYAHHS POIITKABara CHAXbIBaHHS BaJlEpPEHOBOW KICIAThI
MeTaZaM BaJKkacHail xpamararpadii npbl J0alHBIM aubICTLbI A0CTaISIBAHHS.

Mertonbika JiHEMHAl y HaTypalbHBIM CTAaHE KaHIPHTPALbIM MpanoyHbIX
pactBopay 0,000200 - 1000 mr / MJ1 BaJIepeHOBOM KiCIaThl

KanipHTpaneis BasiepeHOBOM KichaaThl ¥ maablcibITHBIM pacTBopbl 0,000200
MI/MI 3'syJisenia MsKOM KoJbKacHara BeI3HausHHS. Kas(iupleHT BpIMaeMactii pbl
3MBIBaHHSX 3 MaBepxa HepxkaBerouai craii 0,86.

AJIHOCHae CTaHJapTHae aJxiJIeHHE CSApAIAHATa 3HAYAHHA JJIs BBIHIKAY
BBI3HAUAHHS 3MECTY BaJIepEHOBOM KicaaTel ¥ mpobax 3MbIBay 3 JaKjiaaHai
BEIIYBIHEN y I1ECLI0 «mayTapajibHacllb 1 YHyTpbUiabapaTopHas HaKIagHACIb)
aanaBsijac HOpMeE.

CrabiuibHacIp pallldHHS ¥ Mpaipce MpaBsA3€HHS Baligalbli, Mpaidaypbl
BbI3HAYDHHS PAIITKABAra BbI3HAYAHHS 3MECTY BaJIEPEHOBOM KicllaTbl. ATpbIMaHbI
BBIHIK cKJangae 99,8 mparpHTa, MTO 3HAXO31IIa Y AanylmrdaibHbIX Mexax 99,0
npaipHTa - 101,0 nmpampHra.

CopOupls BajiepeHOBOM KicnaThl Ha MeMOpaHHblx (uibTpax 1 CBOb 3
TaMIIOHaM 3HaXO0/3111a ¥ JamylIyaibHbIX MEXKax.

Mertonbika aanaBsigae KpbITapaM npbiManbHacill. TakiM 4blHaM, aHaJIThIYHAS
METOJIbIKa BBI3HAUAHHS PAIITKABara BaJIEpEHOBOW KicCJaThl METaJaM BaJKacHai
xpamaTtarpadii npel g0aiiHal a4bICTIBI a0CTAIIBAaHHS METa1aM 3MbIBay 3'syIiseriia
BasigaBaHail. Bobacup BhIKapbICTaHHS: (hapMalpYThIYHAS TPAMBICITIOBACIb.



ABSTRACT

Diploma project: 82 pages; 55 drawing; 12 tables; 39 sources of literature.

ANALYTICAL CHARACTERISTICS, VALERIAN TINCTURE,
VALERIAN OFFICIAL, VALIDATION, VALERENIC ACID,
CHROMATOGRAPHY

The aim of the research: is a method for determining the residual amount of
valerenic acid from the tincture of valerian officinalis (Valeriana officinalis L.) in
production equipment.

The purpose of the work: is to validate the methodology for determining the
residual content of substances in production equipment consumed at OJSC Borisov
Medical Doses Plant.

Research methods: chromatographic determination of the amount of residual
valeric acid from valerian tincture in production equipment.

As aresult of the validation of the test methodology, the purposefulness of the
system for performing tests was determined. As a result of the tests, it was found
that:

1) The valerenic acid selective dependence method is suitable for determining
the residual consumption of valerenic acid by liquid chromatography with a
thorough cleaning of the equipment.

2) The method of linear in natural state concentrations of working solutions
0.000200 - 1000 mg / ml of valerenic acid

3) The concentration of valerenic acid in the test solution of 0.000200 mg/ml
is the limit of quantitation.

4) The coefficient of extraction with washings from the surface of stainless
steel is 0.86.

5) The relative standard deviation of the mean value for the results of the
determination of the content of valerenic acid in samples of lavages with a
significant value in the test "repeatability and within-laboratory accuracy" is in line
with the norm.

6) The stability of the solution during the validation process, the procedure for
determining the residual determination of the content of valerenic acid. The result
obtained is 99.8%, which is within the acceptable range of 99.0% - 101.0%.

7) Sorption of valerenic acid on membrane filters and SWEB with a swab is
within acceptable limits.

Methodology for meeting the selected acceptance criteria. Thus, the analytical
method for the determination of residual valerenic acid by liquid chromatography
with thorough cleaning of equipment by the washes method is validated.

Area of use: pharmaceutical industry.



