Kartano>xHbii Homep EVV10OM
WHAUKATOPbI SHAOTOKCHUHA 10 mnH. E3
HA3HAYEHME

MHoukaTopbl 3HAOTOKCMHA npeAHa3HadeHbl ANd9  BanvjaumMm WM MOHUTOPUHIa npoLeccoB
AenvporeHnsaunmn, TakumxX Kak, HanpuMep, CyXxoXapoBas AenMporeHusauus uam Morka. DPpPeKTMBHOCTb
npouecca AenuporeHnsaunm MoxeT 6biTb OLEeHEeHa NyTeM CpaBHEHWS pe3ynbTaTOB U3MEPEHWIA COoAEepXKaHus
SHAOTOKCUMHOB A0 W Mocne unkna gennporeHnsaummn ¢ ncnonbsosaHuem J1IAJ1-peaktuea npomssoacrtea Charles
River Endosafe. CornacHo Tpe6oBaHuam ®apmakoneun CLUA uukn gennporeHmsaumm AO/MKEH MNpUBOANTbL K
CHMXXEHMIO aKTUBHOCTU MCMOJIb3yEeMOro WMHAMKAaTopa 3HAOTOKCMHA Kak MUHMMYM B 1000 pa3s (3-log) npwu
aHanmse c nomouubto JIAJT-tecta (1).

OBbACHEHME TECTA

CyxoxapoBasi JgenuporeHusauus sBnseTcs Haubonee npeanoyTUTENbHbIM CrocoboM yaaneHus
3HAOTOKCMHOB, Takass obpaboTka npuMMeHuMa pAns CTEKJASHHOMW nocyabl M ApyrMxX  Martepuarsnos,
BblAEPXUBAKOLWMX TeMmnepaTypHyo o06paboTky. [MpaBuna mnoaAroTtoBKM U WMCMNONb30BaHUA 3SHAOTOKCUHOB-
vHankaTopoB npuBeaeHbl B ®apmakonee CLUA, TexHunyeckom 6GronneteHe NO7 Accoumaumm npounsBoauTenemn
rnapeHTepanbHbIX JIeKapCTBEHHbIX NpenapaTtoB (Parenteral Drug Associations), B pekoMeHaauusax LAL Users
Group 1 B ApYIrMX HOPMaTUBHbLIX AOKyMeHTax (1-6).

MHaukaTopbl 3HAOTOKCMHA rnpousBoacTBa Charles River Endosafe noaroTtoBfieHbl M UCMbITaHbl Ha
npegMeT akTMBHOCTM 3HAOTOKCMHOB TakuMm o6pa3oM, YTO KOHUEHTpauus 3HAOTOKCMHOB BO (h/lakOHE MOXeT
6bITb TOYHO onpegeneHa ¢ nomowbio JIAJI-peakTuBa B pamMkKax AOMyCTMMOM OWKbKM onbiTa. dHPEKTUBHOCTb
AenuporeHmsaumm MoxeT 6biTb OueHeHa MnyTeM CpaBHEHUS KOM4YecTBa 3HAOTOKCMHOB B 06paboTaHHbIX
dnakoHax, coaepxawmx  MHANKATOPbl 3HAOTOKCMHA, C KOMMYECTBOM 3HAOTOKCMHA B HeobpaboTaHHbIX
¢dnakoHax. Hambonee ynobHbIM CNOCO6OM KOJIMYECTBEHHOW OLEHKM COAEpXaHUS SHAOTOKCMHA B
3HAOTOKCUMHAX-UHAMKATOPAX SABNSETCS KUMHETUYECKMA aHanm3 C ucnosb3oBaHueMm kak JIAJT-peaktusa Charles
River Endosafe: Endosafe KTA ansa nposeaeHns TypbuanMeTpmyeckoro KWUHETUYECKOro aHanm3a (KaTanoxHble
Homepa R150), Tak wn JIAJl-peaktnBa Charles River Endosafe: Endochrome K pans XxpomoreHHoro
KWHETMYECKOro aHanm3a (KaTanoxHble Homepa R170).

COCTAB

Kaxabin  dnakoH cogepxuT npubnusmtensHo 10 wmunavoHos E3  (EaMHWy  DHAOTOKCUMHA)
nModpunmanposaHHoOro nvnononucaxapuga E.coli 055:B5., oTkanvbpoBaHHOro Mo MeXAyHapoAHOMY
ctaHpapTy. MHamkaTop HaxoamTcs BO hylakoHax u3 6opocunnkaTHoOro crtekna | rmaponnTmyeckoro Kiacca,
npenapaT 3HAOTOKCMHA HE COAEPXUT HanosHMTeNnen n ctabmnunsaTopos.

BHuMaHne: Buonornyeckas akTMBHOCTb WMHAMKATOPOB 3HAOTOKCMHA Obina onpeneneHa C MOMOLLbLO
NAN-peaktTMBa Aana renb-Tpom6 Tecta. OpHako, cepTmMduKaT aKTUBHOCTM 3SHAOTOKCMHA ANs  KaXxaon
KOHKpeTHOM cepuun JIAJl-peakTMBa He BbINyCKaeTcs. B cnyyae Heobx0AMMOCTM KOHEYHbIM Monb3oBaTesb
MOXeT MOATBEPAUTb WM CaMOCTOSATEsSIbHO YCTAHOBUTb AKTMBHOCTb WMHAMKATOPOB 3HAOTOKCMHA B paMKax
[onycTMMon owmnbKkn onbiTa € ucnosblyemon cepuen JIAJ1-peaktmBa.

XPAHEHMUE
XpaHnTb riakoHbl npu 2 — 25° C npy yCNoBUM COXPaHEHUS LETOCTHOCTM YNAaKOBKM.
NMPEAQOCTEPEXXEHUE

NHanMKaTopbl 3HAOTOKCUHA coAepXaT 3HAOTOKCUHbI B KO/MYecTBax, CNOCO6HbIX BbI3BATb MNPOreHHYo
peaKkuuo B Caly4dae napeHTepasZibHOro BBEAEHUA. 3HLI,OTOKCVIHbI-VIH,CI,VIKaT0pr npeaHasHa4deHbl TOMbKO And
MCMoJb30BaHUs in Vvitro U He npeaHasHaveHbl AN BBEAEHNS YeSIOBEKY WU XXMBOTHbIM.

NMPOLIEAYPA

MoaroroBka MHAMKATOPOB 3HAOTOKCUMHA. DAKOHbI C COAEpXaHWeM SHAOTOKCMHOB, paBHbIM 10
MAH. E3, MoryT 6biTb MCNonb30BaHbl Ans NOATOTOBKW PacTBOPOB-MHAMKATOPOB C >XE/AaeMOM KOHLUEeHTpaumen
3HAO0TOKCMHA. Cogepxxmmoe diakoHa pacTBOPSOT C MOMOLWbIO BoAbl Ana JIAJ1-TecTa A0 NoflyyeHMs pacTeopa C
KefaeMol KOHLEHTpaLuMen 3HA0TOKCMHA. DTOT pacTBop MOXeT 6biTb Ucnosib3osaH ApobHo, Hanpumep, no 0,1
M.

Mpoueaypa o6bpabotkun. [1na npouenypbl CyxOXapoBOW AennporeHmsaumm nomewarT ¢1akoHbl B
Banuampyemoe obopynosaHue. HenocpenctseHHO nepes ob6paboTkon yAansaoT ajlOMUHUEBBIA KOAMAYOK U



npobky, 3akpbiBalT (NakoH antoMuHueBon Qonbro. lMocne storo dnakoH MOXeT 6biTb NOoABEpPrHyT
npoueaype AenuporeHnsaumm.

BHuMaHMe: 3TuMkeTKM (hJ1aKOHOB BbIAEPXMBAKOT HarpeBaHue, No3TOMYy HeT HeobxoaAMMOoCTu yaansTb
3TUKETKKN € DIAaKOHOB Nepes AenMporeHn3aunen.

MoproroBka k aHanusy. [locne npoBeaeHUs UMKNa genuporeHnsaumm obpaboTaHHble h1akoHbl U
OAVH - ABa HeobpaboTaHHbIX (lakoHa (MOMOXKMUTENbHBIM KOHTPOJb) FOTOBAT AN MNPOBEAEHMS aHanu3a.
NHankaTopbl cnenyeTt nMpoBepsTb C MNOMOLWBK  BaJnAMPOBAHHOM npoueaypbl nposegeHuns J1AJl-Tecta,
YyBCTBUTENBLHOCTb MCMOSb3yeMoro Ans nposepku JIAJ1-peakTmea AosmkHa 6biTb noaTBeEpXAeHa C MOMOLUbIO
cepmdurumpoBaHHoro npenapata KC3 (KoHTponbHbii CTaHaapT DHAOTOKCUMHA, KaTanoxHbih HoMep E110 vnn
E120) nnn RSE. Coaepxumoe BCeX UCMbITyeMbiX (NAKOHOB C MHAMKATOpaMu pas3BoAasaT C nomowbio 1,0 mn
BoAbl Ana JIAJ1-Tecta, pacTBOpbl NEpPEMELUNBAIOT Ha BMXPEBOW MeLlasIke cHayana B TeyeHue ABYX MUHYT,
3aTeM B TeuyeHwe noJjlydaca npoAo/DKAKT MNepeMellMBaHne no O4HOM MUHYTe Kaxable 10 MuHyT. AHanu3
MpoBOAAT Cpa3y MO OKOHYaHWU NEpPeEMELUNBAHUA.

AHanm3s c noMoubi0 KUWHeTu4yeckmx MertopoB. Haubonee yaobHbIM cnocobom nposepku
3(pHEeKTUBHOCTM Mpoueaypbl AEnUpOoreHmsauum SBASIOTCA KUHeTUYeckue metoabl nposeneHus JIAJ1-TecTa.
AHanmM3 MoxXeT OblITb MpoBeAEeH KMHETUUYECKUM TYypOMAMMETPUYECKUM WIN KUHETUYECKMM XPOMOIFEHHbIM
MeToAoM. B aHanmse onpenensetcs KOHLUEeHTpauums 3SHAOTOKCMHA B KOHTPOSbHbIX M B 06paboTaHHbIX
¢dnakoHax. [Ansa onpeaeneHms KOHUEHTpauuu SHAOTOKCMHOB MWCMONb3yeTCs CTaHAapTHas KannbpoBouyHas
KpuBas C AMana3oHOM M3MepsieMbIX KOHLEeHTpauuMh 3HAOTOKCMHA oT 0,05 E3/mn pgo 5,0 E3/mn. U ansa
KOHTPOJIbHbIX, U Ana 06paboTaHHbIX (nakoHOB Heobxoammo CTaBUTb MNOJIOXUTE/IbHbIA  KOHTPO/b
MCNbITYyeMOro npenaparta 479 NOATBEPXAEHUS OTCYTCTBUSA Mewawwmx ¢dakTtopos. OnpeaeneHHoe B OmnbiTe
coAepXaHue 3HAOTOKCMHOB B MOSIOXKUTENIBHOM KOHTPOSe UCMnbiTyeMoro obpasua Ao/MKHO 6biTb B paMkax
aonyctumon owmnbkm onbita (50% - 200%).

Mpouecc AenuporeHnsaumMm MOXET CUYMTATbCA YAOB/IETBOPUTENbHBLIMU, €C/AM MOKAa3aHO CHUXeHue
KOHUEeHTpauuu sHaoTokcnHa 6onee yem Ha 3 nopsgka (3-log). T.e. log (KOHU. 3HAOTOKCMHA B KOHTPOJIbHbIX
¢dnakoHax, E3/mMn) - log (KOHL. 3HAOTOKCHHA B obpaboTaHHbix dnakoHax, ES/mn) > 3.

B npuBeaeHHOM HWXe NpuMepe paccMaTpMBaETCs BapuMaHT, B KOTOPOM KOHLEHTpauus 3HAOTOKCUHA B
KOHTPOSIbHbIX niakoHax 6bina pasHa 10 000 000 ES/dnakoH, a B 06paboTaHHbIX OKa3anacb MeHee 3HavyeHus
nambéabl (A), T.e. MUHMManbHON KOHUEHTpauun 3HA0OTOKCMHA, UCMONb3YEMON AN NOCTPOEHUS KannbpoBOYHON
KPWBOW:

CTeneHb CHMXEHUSA KOHUEHTpaumn 3HA0TOoKCMHa = log 10 000 000 ES/mn - log 0,05 E3/Mn

=7 -(-1,301)

=8,3
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