KaTano)xHbii Homep EVV10K
UHAOANKATOPbI SHAOTOKCUHA 10 000 E3
HA3HAYEHME

NHOvKaTopbl 3HAOTOKCMHA MpeaHasHadeHbl AN8 Baaujauuu UM MOHUTOPUHIa MnpoLeccoB
AenuporeHusaumm, Takux Kak, Hanpumep, Cyxoxaposas AenuporeHusaums Winm  MOWKa.
3ddeKTUBHOCTL npouecca AenuporeHnsaumm MoxeT 6biTb OueHeHa nyTeM CpaBHEHWS pe3ysbTaToB
U3MepeHun coaepxxaHns 3HAOTOKCMHOB A0 M Noc/ie UuMKia AennporeHmsaummn ¢ ucnonb3osaHunem J1IAJI-
peakTmBa npowussoacrtea Charles River Endosafe. CornacHo Tpe6osaHuam ®apmakoneu CLUA umkn
AenuporeHnsauum [O/DKEH MPUBOAUTL K CHUXXEHMUIO aKTMBHOCTM WCMOJIb3YyEMOro WHAMKaTopa
3HAOTOKCMHA KakK MMHMMYM B 1000 pa3 (3-log) npu aHanuse c nomolbto JIAJ1-Tecta (1).

OBbSACHEHME TECTA

CyxoxapoBas AenuporeHusauuns sensercs Hambonee npeanoyTUTENbHbIM CNocoboM yaaneHus
3HAOTOKCUMHOB, Takasa o6bpaboTka npuMeHMMa AnA CTeKNsHHOW nocyabl UM ApYrux MaTepuanos,
BblAEPXKMBAOLWNX TeMnepaTypHyto 06paboTky. MNpasBuna NoaAroToBKM M UCMOb30BaHNSA SHAOTOKCUHOB-
vHomkaTopoB npueBeaeHbl B ®apmakonee CLUA, TexHuuyeckoMm 6GronneteHe N°7 Accounaumm
npousBoAnTENen napeHTepanbHbIX NeKkapCTBeHHbIX npenapartoB (Parenteral Drug Associations), B
pekoMeHaauumax LAL Users Group 1 B ApYrux HOpMaTUBHbIX AOKYMeHTax (1-6).

MHanKaTopbl 3HAOTOKCMHA npousBoacTtBa Charles River Endosafe nogrotoBaeHbl M UCMbITaHbI
Ha npeaMeT aKTUBHOCTW SHAOTOKCMHOB TaknuM 06pasoM, YTO KOHLEHTpauns 3HAOTOKCUMHOB BO driakoHe
MoxeT 6biTb TOYHO onpeseneHa ¢ nomoulbio JIAJ1-peakTuBa B pamMkKax AoMyCTUMOM OwMOKWM onbiTa.
SddEKTMBHOCTL AeNMpPOreHn3aumnm MoxeT 6biTb OLeHeHa NyTeEM CpaBHEHUS KOMYeCTBa SHAOTOKCMHOB
B 06paboTaHHbIX (priakoHax, coAepXalnx WHAMKATOPbl SHAOTOKCMHA, C KOIMYECTBOM 3HAOTOKCMHA B
HeobpaboTaHHbIX dnakoHax. Hambonee yaobHbIM CnoCO60OM KOMMYECTBEHHOM OUEHKM CoAep>XaHus
9HAOTOKCMHA B 3HAOTOKCUHAX-MHAMKATOpPAX SBASETCA KMHETMYECKUIM aHanm3 C MCMNOSb30BaHMEM Kak
NAN-peaktnBa Charles River Endosafe: Endosafe KTA ans nposeaeHus TypbuanMeTpuyeckoro
KWHETUYEeCKoro aHanmsa (KaTasioxHble HoMepa R150), Tak n J1IAJl-peakTBa Charles River Endosafe:
Endochrome K 4514 XpoMOreHHoro KMHeTn4eckoro aHasamnsa (KatanoXxHbole HoMepa R170).

COCTAB

Kaxablh  dnakoH cogepXxut npubnusautensHo 10000 E3 (EAMHML  DHAOTOKCUMHA)
nmodunmnsnpoBaHHoOro nunononucaxapuaa E.coli 055:B5., oTkannbpoBaHHOro nNo MeXxayHapoAHOMY
ctaHpapty. WHaukatop HaxoauTtcs BO dnakoHax u3 6opocunukatHoro crekna | ruaponutuyeckoro
Knacca, npenapart 3HAOTOKCMHA He COAEPXUT HanonHuTeNnen n ctabmnnsatopos.

BHuMaHue: Buonornuyeckas akTMBHOCTb WHAWMKATOPOB 3SHAOTOKCWMHA O6bina onpepeneHa ¢
nomowbio JIAJ1-peakTmBa ansa renb-tpomb Tecta. OgHako, cepTUdmKaT akTUBHOCTU SHAOTOKCUMHA AN1K
KaXaoh KOHKpeTHol cepuun JIAJl-peakTvBa He BbinyckaeTcs. B cnyyae Heo6XxoAMMOCTU KOHEYHbIN
nonb30BaTeslb MOXET MNOATBEPAUTb WM CaMOCTOATESIbHO YCTaHOBUTb AaKTMBHOCTb WHAMKATOPOB
9HAOTOKCHHA B paMKax AOMyCTUMON owmnbKkm onbiTa € ucnonblyemon cepuen JIAJ1-peakTumBsa.

XPAHEHUE
XpaHuTb pnakoHbl Npu 2 — 25° C Npu YCIOBUN COXPAHEHNSA LEOCTHOCTU YNaKOBKMU.
NPEAOCTEPEXXEHUE

NHOMKaToOpbl 3HAOTOKCMHA CoAepXaT 3SHAOTOKCUHbI B KOMMYECTBax, CMOCO6HbLIX BbI3BaTb
MUPOreHHYI peakuuilo B  Clydyae MNapeHTepanbHOro BBeAEHUS.  DHAOTOKCUHbI-UHAUKATOPbI
npeaHasHauyeHbl TONbKO AN UCMOMb30BaHMS in Vvitro U He npeaHa3HauyeHbl ANA BBEAEHUS YeNoBeKy
WU XUBOTHbIM.

NMPOLEAYPA

Mpouenypa o6pa6botku. [nsg npouenypbl CyXOXapoBOW AenuporeHusauuu MnomeLwlarT
dnakoHbl B Banuaumpyemoe obopyaoBaHue. HenocpeactseHHO nepen ob6pabotkon  yganswooT
aNtOMUHKNEBBIN KONMA4oK 1 Npobky, 3akpbiBalOT HNakoH antoMUHMEBON Gonbroi. Mocne 3Toro pnakoH
MOXeT 6bITb NoABEPrHYT NpoLueaype AenUporeHm3aLmm.

BHMMaHMe: DTUKeTKM (IaKkoHOB BbIAEPXKMBAIOT HarpeBaHWe, MO3TOMY HEeT HeobXxoauMMOoCTu
yOansTb 3TUKETKM C (hJIAKOHOB Nepes AenuporeHnsaumen.



MoaroroBka kK aHanusy. [locne npoBeaeHUs uuMkna aenuporeHmsaumm obpaboTaHHble
¢dnakoHbl M oawH - gABa HeobpaboTaHHbIXx dnakoHa (MOMOXKUTENBbHBIN KOHTPONb) FOTOBAT AN
npoBefeHus aHanusa. MHamkatopbl cnefayeT MpoBepsATb C MOMOLWbIO BanMAMPOBaHHOM npoueaypsbl
nposeneHna JIAJI-Tecta, 4YyBCTBUTENbHOCTb WCMNONb3yeMoro Ans nposepkun JIAJl-peakTuBa AOXKHA
6bITb noaTBEpXAEHa C noMmouwpbl cepTuduumpoBaHHoro npenapata KC3 (KoHTponbHbii CTtaHaapT
JHAOTOKCMHA, KaTtanoxHbii Homep E110 wnu E120) wnm RSE. Coaepxumoe BCEX WCMbITyeMbIX
¢$NakoHOB C WHAMKATOPaAMM pasBoAsAT C MOMOLLbHO 1,0 mn Boabl ana J1AJI-Tecta, pacTBOpbI
rnepeMeLlMBaloT Ha BMXPEBOW Mellasike cHadana B TeyeHue ABYX MUHYT, 3aTeM B TeyeHue nosiyyaca
MPpOAOMKAKT NepeMelnBaHme no OAHOW MUHyTe Kaxable 10 MMHYT. AHanu3 nNpoBOAAT Cpasy Mo
OKOHYaHMN NepeMeLLBaHus .

AHanm3 ¢ NOMOLbIO KUHEeTU4Yeckunx meropoB. Hambonee ynobHbIM cnocobom npoBepkwu
3(pDEKTUBHOCTN Npoueaypbl AenUpPOreHn3aunn SBASTCS KUHETMYecKue MeToabl nposeaeHus JIAJ-
Tecta. AHanu3 MoxeT ObiTb MpoBeAeH KWHETUYECKUM TypbuanMEeTpUYECKUM WM KUHETUYECKUM
XPOMOreHHbIM MeToAOM. B aHanmse onpepensieTcs KOHUEHTpauus SHAOTOKCMHA B KOHTPOJIbHbIX U B
obpaboTaHHbIX dakoHax. [Ana onpeaeneHns KOHUEHTpaumMm 3HAOTOKCMHOB UCMONb3yeTca CTaHaapTHas
KannbpoBo4yHasa KpMBas C AMaNa3oHOM M3MeEpPSIEMbIX KOHLEHTpaumMin aHAOTOKCMHaA oT 0,05 E3/mn go 5,0
E3/mMn. N ana KOHTPONbHbIX, U Ans 0bpaboTaHHbIX Pp1akOHOB HEO6X0AMMO CTaBWUTb MOSIOXUTENbHbIN
KOHTPONb WCMbITYEMOro npenapaTta ANd MOATBEPXKAEHUS OTCYTCTBMS Mewawwmx GaKTopos.
OnpeneneHHoe B OMbiTeé CoAepXaHWe 3SHAOTOKCUMHOB B MOMIOXWUTENBHOM KOHTPOSE MCMbITYEMOro
obpasua AomKHO 6bIThb B paMkax aonyctumorn owmnbku onbita (50% - 200%).

Mpouecc penuvporeHMsauumM MOXET CUUTATbCA YAOBNETBOPUTENbHBIMW, €CiuM  MNoKa3aHo
CHWKEHWe KOHLUEeHTpauumn sHAoTokcMHa 6onee yeM Ha 3 nopsgka (3-log). T.e. log (KOHL. 3HAOTOKCMHa
B KOHTPOMbHbIX hnakoHax, E3/mn) - log (KoHU. 3HAOTOKCKMHA B obpaboTaHHbIX dnakoHax, E3/mn) > 3.

B npuBeaAeHHOM HWXe npuvMepe paccMaTpMBaeTCd BapuaHT, B KOTOPOM KOHLEHTpaums
3HAOTOKCUHA B KOHTPOSbHbIX (h1akoHax 6bina pasHa 10 000 E3/dnakoH, a B obpaboTaHHbIX oka3anacb
MeHee 3HayeHua nambabl (A), T.e. MUHUMANbHOMW KOHUEHTpauuu 3SHAOTOKCWMHA, WCMONb3yeMOWn Ans
NOCTPOeHMSA KanmbpoBOYHOM KPUBOWA:

CTeneHb CHMXEHUst KOHLeHTpaummn aHA0TOKCMHa = log 10 000 E3/mn - log 0,05 E3/Mn
=4 - (-1,301)

=5,3
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