KaTano)xHbii Homep EVV10K
UWHAUKATOPbI SHAOTOKCHHA 10 000 E3
HA3HAYEHUE

NHOnKaTopbl 3HAOTOKCMHA rMpeAHa3HayeHbl ANA Banuaauuuv WM MOHUTOPWMHIa MpoLeccoB
AenuporeHnsauum, TakMX Kak, HanpuMmep, Cyxoxaposas AenuporeHusaumnss  wuamM  Monka.
3P PeKTMBHOCTL Npouecca AenMporeHn3aumm MoXeT 6biTb OueHeHa nyTeM CpaBHEHUS pe3y/bTaToB
MU3MepeHnii cogep)kaHns 3HAO0TOKCMHOB A0 W MocAe uuKna AenuporeHnsaumm ¢ ucrnonb3osaHuem J1AJ1-
peakTMBa npoussoactBa Charles River Endosafe. CornacHo TtpebosaHuam ®apmakonen CLUA umkn
AEernuvporeHnsaunn  [O/MKEH TMPUBOAUTb K  CHVMDKEHMIO aKTUMBHOCTM  WUCMOJIb3YyeMOro WHAMKaTopa
3HAOTOKCMHA Kak MMHUMYM B 1000 pas (3-log) npu aHannse ¢ nomowbto JIAJT-Tecta (1).

OBbSACHEHME TECTA

CyxoxapoBas aenuvporeHmsaumnsa sBnsercsa Hambonee npeanoytTMTenbHbIM CNOCOBOM yaaneHus
3HAOTOKCMHOB, Takaa o6paboTka npuMeHuMa AN CTEKJSHHOW nocyAbl W ApYrMx MaTepuanos,
BblAEPXXMBaOLWMX TemnepaTtypHyto 06paboTky. Npasmna NoaAroTOBKM U MCMNOMb30BAHMUSA SHAOTOKCUMHOB-
MHOMKATOpOB npuBeaeHbl B ®dapmakonee CLUA, TexHuuyeckoMm ©6ronneteHe N°7 Accouunauum
npoun3BoAMTENENn MNapeHTepasnbHbIX JIEKApPCTBEHHbIX MpenapaTtoB (Parenteral Drug Associations), B
pexkoMeHgaumnax LAL Users Group v B ApYrMX HOPMaTUBHbIX JOKYMeHTax (1-6).

NHamMkaTopbl 3HAOTOKCUMHA npoussoacTBa Charles River Endosafe noarotoBneHbl M UCMbITaHbI
Ha npegMeT akTMBHOCTU 3HAOTOKCMHOB TakMM 06pa3oM, UTO KOHUEHTpauus 3HAOTOKCMHOB BO (lakoHe
MOXeT 6bITb TOYHO onpegeneHa ¢ nomowbio JIAJ1-peakTMBa B paMKax AOMyCTMMOM OWwWBKWM onbiTa.
SPPEKTUBHOCTb AENMPOreHn3aunmn MoxeT 6biTb OLeHeHa NyTeM CpaBHEHUSA KOJIMYecTBa 3HAOTOKCUHOB
B 06paboTaHHbIX (pnakoHax, coaepXalnx WHAMKATOPbl S3HAOTOKCMHA, C KOJIMYECTBOM 3HAOTOKCUHA B
HeobpaboTaHHbIX (rakoHax. Havbonee yaobHbIM CNOCO6OM KOAMYECTBEHHOM OLEHKM coAepXaHus
SHAOTOKCMHA B 3HAOTOKCMHAX-UHAMKATOPaX SBASETCA KMHETMYECKUIN aHanu3 C UCMOoSb30BaHMEM Kak
NAN-peaktnBa Charles River Endosafe: Endosafe KTA pgna nposeaeHus TypbuamMMeTpuyeckoro
KWHETUYECKOro aHanm3a (KaTasiokHble HoMepa R150), Tak u JIAJl-peaktnea Charles River Endosafe:
Endochrome K as151 XpoMOreHHOro KUHeTU4Yeckoro aHanunsa (KatasnoxHble HoMepa R170).

COCTAB

Kaxabin  dnakoH copgepxumt npubnmsantensHo 10000 E3 (EaMHUL  DHAOTOKCUHA)
nmoduamanposaHHoOro nunononucaxapmga E.coli 055:B5., oTkanMbpoBaHHOro no MeXAyHapoAHOMY
cTaHgapTty. MHamkatop HaxoauTcs BO nakoHax w3 6opocumnmkatHoro crtekna | ruaponmTnyeckoro
Knacca, npenapaTt SHAOTOKCMHA HE COAEPXUT HanoaHuTenen n ctabnnnsatopos.

BHumaHmne: Buonormyeckass akTMBHOCTb WMHAMKATOPOB 3HAOTOKCMHA 6bina onpepeneHa c
nomouwbto JIAJ1-peaktTnBa ans renb-tpomb6 Tecta. OgHako, cepTudmKaT aKTMBHOCTU SHAOTOKCUHA ANS
KaXaon KOHKpeTHon cepun JIAJl-peakTuBa He BbinyckaeTca. B cnyyae Heo6xoouMMOCTM KOHEYHbIN
nonb3oBaTteslb MOXET MNOATBEPAUTb WM CaMOCTOATENIbHO YCTAHOBUTb AaKTUBHOCTb WHAWKATOPOB
3HAOTOKCMHA B paMKax AOMyCTMMOW owmnbKM onbiTa C ncnonb3dyemon cepuent J1AJ1-peakTuBa.

XPAHEHUE
XpaHuTb pnakoHbl npun 2 — 25° C npu yCNoBMM COXPAHEHUS LLeNIOCTHOCTU YNAaKOBKN.
NMPEAOCTEPEXXEHMUE

MHavMKkaTopbl 3HAOTOKCMHA CoAepXaT 3SHAOTOKCMHbI B KONMMYECTBAax, CrMOCOGHbIX Bbi3BaTb
MUPOreHHYI0  peakuuio B  Cllydyae MapeHTepasbHOro  BBEAEHUS.  DHAOTOKCUHbI-MHAMKATOPbI
npeaHasHayeHbl TONIbKO 411 UCMOJIb30BaHMs in Vitro M He npefHa3HayeHbl [/1sl BBEAEHUS 4YenioBeKy
WJIN JKMBOTHbIM.

NMPOLEAYPA

Mpoueaypa o6paboTkm. [na npoueaypbl CyXOXapoBOW AenuMporeHusaumm nomeLwaroT
¢dnakoHbl B Banuaupyemoe obopyaosaHue. HenocpeacTsBeHHO nepen obpaboTkor  yganswooT
aNOMUHMEBBIN KONNA4YoK 1 npobky, 3akpbiBaoT dfakoH anoMmHneBor donbron. Nocne 3Toro gnakoH
MOXeT 6bITb NOABEPTHYT Npoueaype AennporeHnsauum.

BHMMaHue: IDTukeTkM (HIAKOHOB BbIAEPXMBAKT HarpeBaHue, MO3TOMY HET HeobXoAMMOCTU
yAanaTb 3STUKETKN ¢ GIakoHOB nepes AenvporeH3aunei.



MoaroroBka Kk aHanusy. [locne npoBedeHMs UMKIa AenuporeHusaumm obpaboTaHHble
pnakoHbl M OAMH - pABa HeobpaboTaHHbIX dnakoHa (NONOXUTENbHBLIA KOHTPOSAb) FOTOBAT A4
npoeegeHns aHanusa. MHAukaTopbl crneayeT NpoBepATb C MOMOLWbIO BanuAMpOBaHHOW npouenypsbl
nposeneHns JIAJI-Tecta, 4YyBCTBUTE/IbHOCTb WCMOSb3yeMoro Ans nposepku JIAJT-peakTuBa A[0/KHa
6bITb NoATBEpXKAEHa C noMowbio ceptmduumnposaHHoro npenapata KC3 (KoHTponbHbin CTaHpapT
JHAaoToKeuHa, KatanoxHbin Homep E110 wunam E120) wnm RSE. Codep>xXMMOe BCeX WCMbITyeMbIX
(NakoHOB C WHAMKaTOpaMuM pasBoaAaT Cc nomowbio 1,0 mn Boabl ansa JIAJ1-Tecta, pacTsBopbl
nepeMeLlnBaloT Ha BUXPEBOM MeLlasike cHavana B TeyeHue ABYX MUHYT, 3aTeM B TeyeHue nosy4vaca
NpOAO/KAIOT NepeMelmBaHne Mno OAHOW MUHYyTe Kaxable 10 MUHYT. AHanm3 npoBoAAT cpasy no
OKOHYaHWM NepeMeLnBaHuns.

AHanu3 c noMouiblo KMHEeTUM4Yeckux metroposB. Hanbonee yaobHbIM crnocobom nposepku
3P HeKTUBHOCTN Npoueaypbl AeNUPOreHn3aumm SBASITCA KUMHeTUYeckme meTtodbl nposefeHus J1AJ1-
Tecta. AHanM3 MoxeT O6blTb MpoBeAeH KWHEeTUYECKUMM TypbuanMeTpuuyeckMMm WM KUHETUYECKUM
XPOMOreHHbIM MeToAOM. B aHanuse onpepensieTcs KOHUEHTpauusi SHAOTOKCMHA B KOHTPOJIbHbLIX U B
obpaboTaHHbIX pnakoHax. [Ans onpeaeneHns KoOHUEHTpaumMm 3HA0TOKCMHOB UCMOb3yeTCs CTaHAapTHas
KannbpoBo4yHas KpMBas C AMarnasoHOM M3MEpPSIEMbIX KOHLUEHTpauum sHAOTOKCKMHA oT 0,05 E3/mn go 5,0
ES/Mn. M ansa KOHTPONbHbIX, N Ana o6paboTaHHbIX hNakoOHOB HEO6XOAMMO CTaBWUTb MONOXUTENbHbIN
KOHTPO/Ib  MCMAbITYEMOrO npenapaTta Ans NOATBEPXAEHUS OTCYTCTBMS Mewarwmx @(aKTopos.
OnpegeneHHoe B OMbiTeé COAEPXaHWE 3SHAOTOKCMHOB B MOMOXWUTEIBHOM KOHTPOJIE WUCMbITYEMOro
obpa3sua Ao/mKHO 6bITb B paMKax A0oNycTUMon ownbkm onbita (50% - 200%).

Mpouecc AenuporeHnsaumm MOXeT CUYMTaTbCsA YAOBETBOPUTENbHLIMU, €C/AN  MOKa3aHo
CHWXXEeHMe KOHLUeHTpauMmn 3HAOTOKCMHa 6onee yem Ha 3 nopsaaka (3-log). T.e. log (KOHU. 3HAOTOKCMHA
B KOHTPONbHbIX dnakoHax, E3/mn) - log (KOHL. 3HAOTOKCMHA B 06paboTaHHbIX dnakoHax, E3/mn) > 3.

B npvBeaeHHOM HWXe rMpuMepe paccMaTpMBAETCA BapuaHT, B KOTOPOM KOHUEHTpauus
3HAOTOKCMHA B KOHTPOJIbHbIX pnakoHax 6bina pasHa 10 000 E3/dnakoH, a B 06paboTaHHbIX oka3anacb
MeHee 3HauyeHus namb6abl (A), T.e. MUHWMaNbHOM KOHLUEHTpauuu 3SHAOTOKCMHA, MCNONb3yemMon Ans
NOCTPOEHNSA Kannb poBOYHON KPUBOI:

CTeneHb CHMXXEHUSA KOHLEHTpaumm 3HA0TOKCMHA = log 10 000 ES/mn - log 0,05 ES/Mn
=4 - (-1,301)

=53
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