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Anb"oranus

HecMoTps Ha TO YTO CIMCOK MMPOT€HOB TOBOJBHO OOIIMPEH, B 06IACTM KOHTPOJISI KAUeCTBa MHBEKIMOHHBIX Jie-
KapCTBEHHBIX CPENCTB MPAKTMUECKOe 3HAUeHVe MMEIOT IVIABHBIM 00pa3soM MMPOreHbl, BbIPabaTbIBaeMble IPaMOTPUIIA-
TeJbHBIMU OaKkTepusiMy, — OGakTepuaabHble SHOOTOKCUHBI [1]. VIX 3HaUMTE/IbHOE TPUCYTCTBYE B TOTOBBIX JIEKAPCTBEH-
HBbIX MHBEKIMOHHBIX (hOpMax M aKTMBHBIX (apMalleBTMUYECKUX CYOCTAHIMSIX MOKET OKa3bIBaThb CYIIECTBEHHOE BO3LEN-
CTBME Ha OPraHM3M UeJIOBeKa, BbI3BIBAsI a//Iepruueckye ¥ BOCIAINUTEeIbHbIE peakiyy, MOBPEXIEHNe TKaHel, U Jaske
MOKET MPUBOIUTH K Cephe3HbIM HAPYIIEHMUSIM OMOXMMMUUYECKMX mporeccoB. CoracHO TpeGOBaHMSIM MeKIYHAPOILHOTO
Y OTEYeCTBEHHOTO CTaH[IapTa, COepsKalllero CBOJ MpaBui 6e30I1acHOrO M KauyeCTBEHHOI'O M3TOTOBJIEHMS JIEKAPCTBEH-
HBIX CPEACTB, KOJIMUECTBO MMPOTEHHBIX TPUMECe B MHbEKIMOHHBIX JIEKAPCTBEHHBIX IIperaparax AO/DKHO ObITh CBEIEHO
K MyaMMyMmy [2]. Heob6xomymblit KOHTPOJIb 32 YPOBHEM 3TUX NPUMECEN MOKET ObITb OCYIIECTBJIEH C MOMOIIBIO TPeX
METOIIOB: TeCTa Ha MMPOTeHHOCTb C MCIOIb30BaHNMeM JKMBOTHBIX — KpoimkoB [3], JIAJI-tecta [4] u TecTa akTMBauum
MOHOIIUTOB [5], KOTOPbI METOAMYECKH ellle TPeOYeT JOMOTHUTEIbHbIX MCCIeNoBaHmii 1 Baaugaiyn. Hanbonee pacmipo-
CTPAHEHHBbIMY METOLAMM KOHTPOJISI B JIAGOPATOPUSIX SIBJISIFOTCSI MMpOreHHOCTh U JIAJI-TecT.

Abstract

Despite the fact that the list of pyrogens is quite extensive, in the field of quality control of injectable medicines, pyrogens
produced by gram-negative bacteria — bacterial endotoxins are mainly of practical importance [1]. Their significant presence in
ready-made injectable dosage forms and active pharmaceutical substances can have a significant effect on the human body, causing
allergic and inflammatory reactions, tissue damage and can even lead to serious violations of biochemical processes. According to the
requirements of the international and domestic standard, which contains a set of rules for the safe and high-quality manufacture of
medicines, the amount of pyrogenic impurities in injectable medicines should be minimized [2]. The necessary control over the level
of these impurities can be carried out using three methods: a pyrogenicity test using rabbit animals [3], a LAL test [4] and a monocyte
activation test [5], which methodically still requires additional research and validation. The most common control methods in labora-
tories are pyrogenicity and LAL test.

Llesibo JAHHOTO MCCIIENOBAHMSI SIBJISJIOCh CPaBHEHME METOHA OIMpPeNeIeHNs] MMPOTEeHHOCTH C VMCIIOJIb30BaHMEM
JKMBOTHBIX U HA.H-TeCTa JJI1 KOHTPOJISA 6aKTepI/IaIIbeIX SHAOTOKCMHOB B BaKIMMHAX, ITOJYUEHHbIX '€HHO-MH>KE€HEPHBIM
METOMIOM.

Onpepesnenne 6aKTePUATbHBIX IHAOTOKCYHOB MPOBOAMIIOCH C MCIIO/Ib30BAHMEM IKCIIEPMMEHTAIbHbBIX CEPUI BaK-
mH. Bo Bcex uccieqyembix o6pasiiax TeCT Ha MMPOreHHOCTh [MOKA3asl, YTO BaKIMHbI allMPOr€HHbI M HE BbI3bIBAIOT Ce-
PbE3HBIX AJIJIEPTUYECKUX WJIM BOCHIATUTEIbHBIX PeakLmit y KposmkoB. JIAJI-TecT mokasan pesy/ibTaT HuKEe BEpXHEN rpa-
HUIIBI [TOPOTOBOTO MMPOreHHOrO MpeIesia I HOPMaJIbHOM mepeHocuMocTy opraumsmom 350 ED/no3a. Takum obpasom,
C TIOMOIIIbIO TECTA Ha MMPOTEHHOCTD YAaI0Ch ONPENeUTh JeCTBME 000MX KIACCOB MUPOrEHOB: 9K30- M IHIOTOKCHMHOB.
JIAJI-TecT B CBOIO Ouepenb Mmokasas Hajauume GaKTepuaabHbIX SHIOTOKCHMHOB B IIPeeiaX HOPMbI /ISl TIOATBEPKAECHMS
6e30IMaCHOCTM SKCIIEPYMEHTaIbHBIX BaKIIVH.

HecmoTpst Ha BBICOKYIO UYBCTBUTEIBHOCTh, KoTopas cocrasiser 0,005 ES/mi, JIAJI-Tect crnienmbudeH TOIbKO
K BBISIBJIEHMIO SHIOTOKCMHOB, a BCE BW[bI MMPOTE€HHbIX MPUMECE) OMPENEISIIOTCS METOIOM KOHTPOJISI MMPOreHHOCTH
Ha KpOJIMKaX MJIM Ha MOHOIIMTAaX KPOBM YeJIOBEKaA. Hp]/[ 3TOM UYBCTBUTEJIBHOCTb METOAA IIMPOr€HHOCTU Ha KPOJIMKaXx ro-
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pasno MeHblile, ueM B JIAJI-tecte. Takum 06pasoM, TECT Ha TUPOreHHOCTDb U JIAJI-TeCT MOKHO CUMTATh OHOHAIPABJIEH-
HBIMM, TaK Kak 06a TecTa OIpenesisioT MMporeHHble mpyumecy. OgHAKO Mpy pa3paboTKe HOBBIX BAKIMH /IS TOATBEPXKIe-
HMsL 6€30MaCHOCTY JOIYCKAETCS IIPOBOAUTH 062 METOMA C MOCIELYIONIMM BKIIOUEHVEM B HOPMATMBHYIO JOKYMEHTALMIO
Ha Ipernapar.
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