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AHHOTANINUA

JumomHass pabora Ha Temy: «Pa3paboTka u Bamupanus METOIHUKHU
orpeeneHus OaKTepUaIbHbIX SHAOTOKCHHOB B CyOCTaHIIMU KalbIus (POIMHAT rUApaT
U JICKapCTBEHHOM IIpernapaTe «Kaiblus (OJIIMHAT, PACTBOP AJSi BHYTPHUBEHHOTO U
BHYTPUMBIIIEYHOTO BBeAeHUs 10 Mr/mi B ammynax 3 MJI U 5 M) COACPKUT
CTpaHHLbl, 4 pUCYHKa, 14 Tabmuu, 36 UCTOUHUKOB.

OObekT uccnenoBanus: (papmarneBTHUECKass CyOCTaHIUsl Kanblus (HoNUHAT
ruapat, cepun C00024-130255, C00020-130023, C00022-130242, nexapCTBEHHBII
npenapar «Kanpuusa (onuHaT, pacTBOp s BHYTPUBEHHOTO M BHYTPUMBIIIEYHOIO
BBeneHus 10 mr/mut B ammynax 3 mut u 5 mun»y cepun 030122, 021121,

Lenp paboOTBI: 00OOHIMTH TEOPETUYECKUE JIaHHbIE O OaKTepUalIbHBIX
sapoTokcrHax (bD) u MeToax ux onpeeneHus, o MeToauke nposeacHus LAL-Tecra,
pa3paboTaTth U BaIUAMPOBATh METOJIUKY ompejaesieHns bD B cyOcTaHUMU KaibIus
donMHAT THApPAT U B JIEKapCcTBEHHOM mnpenapate «Kanpuus donunar, pactBop Ais
BHYTPUBEHHOTO U BHYTPUMBIIIEYHOrO BBeeHHs 10 Mr/mi B ammynax 3 Mi1 1 5 Mi»,
MOATBEPUTH UX KAYECTBO 110 JAHHOMY IOKA3aTellto.

Meroabl HccleqOBaHUS: aHAIW3, CpPaBHEHUE, OOOOIIEHHE TEOPETHYECKHUX
naHHbIX, LAL-TecT (remp-TpoMO MeTo A, IPeaeIbHOE UCTIBITAHHE).

B xoze paboThl ObUT MPOBEJEH aHAIN3 HAYYHOU JINTEpaTyphl 0 OaKTepUaTbHBIX
SHAOTOKCHHAX, WX CTPOCHHUM, CBOMCTBAX, METOJAX BbIAeNCHUs, pa3padoTke JIAJI-
peakThBa, CHUCTEME Koaryjsiuuu, MmeTtojax mnpoBeneHuss LAL-tecta, cranmaprax
HAOTOKCHHOB, c(hepax NpUMEHEHHS TECTA, JENUPOTECHU3ALINH.

DKCIEepUMEHTAIBHO pa3paboTaHa U BAIUIUPOBAHA METOMKA onpenesieHus: b2
B cyOCTaHIMU KaybliMsl (OoNMHATA TUIpaTa U B JIEKapCTBEHHOM npenapare «Kanpims
dbonuHaT, pacTBOP ISl BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBeAeHUs 10 mMr/mi B
aMmIryiax 3 M1 1 5 M.
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AHATAIDBIA

JpimioMHass pabora Ha ToMy: «Pacmpamoyka 1 Bamigambii  METOMBIKI
BBI3HAUAHHSA OaKTIPBIIIBHBIX SHAATAKCIHAY ¥ CyOCTaHIIbI Kaubllbld (asliHaT Tiapar i
naekaBeiM mpomapane «Kampneist  QanmiHaT, pacTBOp IS YHYTpHIBEHHara i
HyTparriinasara yBsazeHas 10 mr/ma y ammynax 3 Miti 5 Mun» 3MsIII4ae _ CTapoHKi,
4 manronka, 14 tabmim, 36 KpBIHIII.

AOG'exT nacnenaBanHs: papMaldyThIYHAsA CyOCTaHIIBIS KaJbLbIA (haniHaT ripar,
ceppii  C00024-130255, C00020-130023, (C00022-130242, nexkaBbl mplamapar
«Kanpupis daninat, pacTBOp sl YHYTpbIBEHHAra 1 HyTpaudriinasara yBsia3eHus 10
Mr/mi y ammynax 3 mit 1 5 mu» cepoii 030122, 021121.

Mbsra paboTel: abaryibHINb TIAPITHIYHBIA JAA3EHBIS Ipa OaKTIPBIJIbHBISA
srnatakcinbl (B2), MeTazpl iX BBI3HAYIHHS, TIpa METOABIKY TpaBsa3eHHs LAL-Tacra,
pacrpaniaBaip 1 BajijjaBailb METOJBIKY BbI3HaUdHHSA BD ¥ cyOcTaHIbIl Kaablbls
daminaT rigpatr 1 Y nekaBeiM mpamapane «Kambipis ¢amiHat, pacTtBop Uit
VHyTpbIBEHHAra 1 HyTpausriinaBsara yBsa3eHas 10 mr/mn y ammynax 3 mit 1 5 miny,
HaIBep.I3ilb iX AKACIb Ia JTa3¢HBIM ITaKa3aIbHIKY.

Meranpl nacnefaBaHHS: aHall3, MapayHaHHE, a0aryJIbHEHHE TIap3ThIYHBIX
nam3enbix, LAL-TacT (Tenb-TpoMO MeTan A, manspdJHsist mpooa).

VY xoa3ze paboTbl OBy MpaBeA3€HBI aHajl3 HaBYKOBAW JiTaparypsl Ipa
OaKTIPBLUTBHBISL  DHIATAKCiHBI, 1X OyIOBY, YyiaciiBacili, METaJbl BBUIYYIHHSI,
pacmpanoyky JIAJI-prakTbiBa, CICTOIMY KaaryJisiiibli, MeTa bl npaBsazeHds LAL-1acra,
CTaHIAPTHI PHIATAKCIHAY, c(hepbl BBIKAPBICTAHHS TICTA, I3MIpareHi3ambIio.

DKcrnepeIMEHTaIbHA pacrpaliaBaa i BajigaBaHa METOJbIKa BBI3HAYIHHS B ¥
CyOCTaHIIbII KaJbIbIs (ayiHaT TiapaT 1 ¥ JekaBeiM mpamapaie «Kambipis ¢ainar,
pacTBOp [UIsl YHYTpBIBEHHAra i HyTpamsriinasara yBaazenus 10 mr/mn y ammynax 3
M 15 M.
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ABSTRACT

Thesis on the topic: "Development and validation of a technique for the deter-
mination of bacterial endotoxins in the calcium folinate hydrate substance and the me-
dicinal preparation "calcium folinate, solution for intravenous and intramuscular ad-
ministration of 10 mg/ml in ampoules of 3 ml and 5 ml" contains __ pages, 4 figures,
14 tables, 36 sources.

The object of research: pharmaceutical substance calcium folinate hydrate, series
C00024-130255, C00020-130023, C00022-130242, drug "Calcium folinate, solution
for intravenous and intramuscular administration of 10 mg/ml in ampoules of 3 ml and
5 ml" series 030122, 021121.

The purpose of the work: to summarize theoretical data about bacterial endotox-
ins (BE) and about methods for their determination, about the methodology of the
LAL-test, to develop and validate a method for determining BE in the substance cal-
cium folinate hydrate and in the drug «Calcium folinate, solution for intravenous and
intramuscular administration of 10 mg/ml in ampoules of 3 ml and 5 ml», to confirm
their quality according to this indicator.

Research methods: analysis, comparison, generalization of theoretical data,
LAL-test (gel thrombus method A, limit test).

In the course of the work, the scientific literature about the bacterial endotoxins,
their structure, properties, methods of their isolation, about the development of the
LAL-reagent, coagulation system, methods of conducting the LAL-test, endotoxin
standards, areas of application of the test, depyrogenization was analyzed.

A method for determining BE in the calcium folinate hydrate substance and in
the drug «Calcium folinate, solution for intravenous and intramuscular administration
of 10 mg/ml in ampoules of 3 ml and 5 ml» has been experimentally developed and
validated.



