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WHAUKATOPbI DQHAOOTOKCHUHA 2,5 maH. ED
HA3HAYEHUE

MHOMKATOpbl 3HAOTOKCMHA nNpeAHasHayeHbl ANs  Banugauuu  WAM  MOHUTOPMHIA  NpoLeccos
OEenuUporeHmsaumnm, Takux Kak, Harpumep, CyXoxapoBasi AenuporeHusaums wuam Mokka. DPDPeKTUBHOCTb
rnpouecca AenmMporeHn3aumm MoxeT 6biTb OLEHEHa MyTEM CpaBHEHUSI pe3y/ibTaTOB M3MEPEHUN coaepXXaHus
SHAOTOKCMHOB A0 M NoC/e unkna genmporeHmsaumm ¢ ncnonb3osaHmeM JIAJI-peaktuBa npounssoactea Charles
River Endosafe. CornacHo TpeboBaHuam ®apmakonen CLUA uumkn genuporeHusaumm AO/KEH MNPMBOAUTbL K
CHMKEHUIO aKTUBHOCTU UCMNOMb3yeMOro MHAMKAToOpa 3HAOTOKCMHA Kak MUHMMYM B 1000 pa3 (3-log) npu
aHanuse c nomoubio JIAJ1-Tecta (1).

OBbACHEHME TECTA

CyxoxapoBas JenuporeHmsaums sBnseTcs Haubonee npeanoyTUTEsNbHbIM Crnocobom yaaneHus
3HAOTOKCMHOB, Takas ob6paboTka npuMeHMMa ANA  CTeKJSHHOW MocCyAbl W Apyrux Matepuasnos,
BblAEPXMBAOWMNX TeMmnepaTypHyto 06paboTky. [lMpaBuna noaroToBKM WM MCMONb30BaHUSA 3SHAOTOKCUMHOB-
MHamKaTopoB npueeaeHbl B ®apmakonee CLUA, TexHunyeckom 6onneteHe N7 Accouvaumu npoussBoauTenen
rnapeHTepanbHbIX JleKapCcTBeHHbIX npenapatoB (Parenteral Drug Associations), B pekoMeHzauusax LAL Users
Group 1 B ApyrMx HOpMaTUBHbIX AOKyMeHTax (1-6).

MHankaTopbl 3HAOTOKCMHA npoussoacTtBa Charles River Endosafe noarotoBsieHbl M UCMbITaHbl Ha
npeaMeT aKkTUBHOCTU 3HAOTOKCUMHOB TakuMm 06pa3oM, UYTO KOHLUEHTpauus SHAOTOKCUMHOB BO (h/lakOHE MOXET
6bITb TOUHO OnpeaeneHa ¢ nomowblo JIAJ1-peakTuBa B paMkKax AOMYyCTUMOM ownbku onbiTa. 3DPEKTUBHOCTb
AenuporeHusaumm MoxeT ObiTb OUEeHeHa MNyTeEM CpaBHEHUS Konu4yecTBa SHAOTOKCMHOB B 06paboTaHHbIX
dnakoHax, coaepxawmx  UHAWMKATOPbI 3HAOTOKCWUHA, C KOAWYECTBOM 3SHAOTOKCMHA B HeobpaboTaHHbIX
dnakoHax. Hawnbonee yanobHbIM CcnocoboM KOMMYECTBEHHOW OLEHKM COAEpXaHUsi SHAOTOKCUMHA B
3HAOTOKCUMHaX-NHAMKATOpPax ABMSETCA KMHETUYECKUI aHanu3 C ncnosb3oBaHueMm kak J1IAJ1-peaktuBa Charles
River Endosafe: Endosafe KTA ansa nposeaeHus TypbnamMeTpnyeckoro KMHETUYECKOro aHanm3sa (KaTanoxXHble
HoMepa R150), Tak wun JIAJl-peaktuBa Charles River Endosafe: Endochrome K pana XxpoMoreHHoro
KWHETUYEeCcKoro aHannsa (KatanoxHble HoMepa R170).

COCTAB

Kaxablhi  ¢dnakoH copoepxut npubnusntensHo 2,5 wmuanmoH ES  (EavHuy  DHAOTOKCUHA)
nnodunmnsnMpoBaHHoro nwunononucaxapmaa E.coli 055:B5., oTKannubpoBaHHOro Mo MexayHapoAHOMY
CTaHaapTy. MHamMkaTop HaxoamTcs BO diakoHax u3 6opocunmkaTtHoro crekna | rmaponmtnyeckoro Knacca,
npenapart 3HAOTOKCUHA HE COAEPXMUT HanosHUTenen n ctabnnmsatopos.

BHuMaHuWe: Buonornuyeckas akTUBHOCTb MHAMKATOPOB 3HAOTOKCMHA 6blna onpepeneHa C MOMOLbIO
NAN-peaktTnBa ana renb-TpomM6 Tecta. OpHako, cepTUdUKaT aKTUBHOCTM 3SHAOTOKCMHA ANA  KaXkaomn
KOHKpeTHOn cepuun JIAJl-peakTuBa He Bbinyckaetcsa. B cnyyae Heob6XoaMMOCTM KOHEYHbIM Mosfib30oBaTenb
MOXeT MOATBEPAUTb WAN CaMOCTOSTENIbHO YCTAHOBUTb aKTUBHOCTb WMHAMKATOPOB 3SHAOTOKCMHA B paMKax
aonyctumon owmnbkuy onbiTa C UCNosb3yeMon cepuein JIAJT-peakTuBa.

XPAHEHMUE
XpaHuTb dnakoHbl Npu 2 — 25° C Npu yCNOBUN COXPAHEHNS LENTOCTHOCTM YNaKOBKMU.
NMPEOAOCTEPEXXEHUE

MHankaTopbl 3HAOTOKCUMHA coAepKaT 3HAOTOKCUHbI B KOSM4ecTBax, CNOCO6HbIX BbI3BATb NMUPOreHHy
peakuuio B Cllydae napeHTepasibHOro BBeAeHUS. DHAOTOKCUHbI-MHAUKATOPbl MNpeaHa3HayeHbl TOMbKO ANs
WCNO/b30BaHUg in Vitro 1 He npeAHasHa4veHbl 4719 BBEAEHUS YeNI0BEKY WU XXUBOTHbIM.

NMPOLIEAYPA

MoaroroBka MHAMKATOPOB 3HAOTOKCMHA. PNakoHbl C COAEpXaHWMEM 3HAOTOKCMHOB, paBHbIM 2,5
MAH. ED, MoryT 6bIiTb MCNONb30BaHbl AN NOArOTOBKM PacTBOPOB-MHAMKATOPOB C XEJIAaeMOM KOHLUEeHTpauunen
aHAOTOKCHHaA. CoaepxummMoe hnakoHa pacTBOPSIOT C NOMOLLbIO BOAbl Ansg JIAJI-Tecta A0 NonyyYeHus pacteopa C
KeNaeMon KOoHUEeHTpaunen sHA0TOKCUHA. DTOT pacTBOp MOXeT 6bITb Mcrnonb3oBaH ApobHo, Hanpumep, Mo 0,1
M.

Mpouenypa o6pabotkun. [ns npouenypbl CyXOXapoBOW AenuMporeHn3auum noMewarT (nakoHbl B
Banuaupyemoe obopynosaHue. HenocpeacrseHHO nepen o6paboTkor yaansiT astoMUHUEBBIN KOMMA4yoK w
npobky, 3akpbiBalT dnakoH antoMuHmeson donbro. [lMocne 3T0ro ¢GnakoH MoxeT 6biTb MNOABEPrHYT
npoweaype AenMporeHmnsaumm.



BHUMaHMe: 3TuKeTKU (PNaKOHOB BbIAEPXKUBAIOT HAarpeBaHWe, MO3TOMYy HeT Heo6XOoAMMOCTW yAansiTbh
3TUKETKM C HDIaKOHOB Nepes AenuporeHm3saunen.

MoprotoBka k aHanu3y. [locne npoBeaeHUs LMKIa genuvporeHmsaummn obpabotaHHble dnakoHbl U
oaMH - ABa HeobpaboTaHHbIX (iakoHa (NOMOXMUTENbHBIN KOHTPOJIb) FOTOBAT ANS MPOBEAEHUS aHanu3a.
MHavkaTopbl cnepgyeTr MpoBepsaTb C MNOMOLWbLI BanvaAWpOBaHHOM npoueaypbl nposeaeHuns JIAJl-Tecra,
UYBCTBUTENBHOCTb MCMOJIb3yeMoro ans nposepkun JIAJ1-peaktnBa AosmkHa 6biTb noaTBepXAeHa C MOMOLLbHO
ceptnduuymposaHHoro npenapata KC3 (KoHTponbHbI CTaHAapT DHAOTOKCUHA, KaTanoxHbih HoMep E110 wnn
E120) nnn RSE. Coaep>xmmoe BCeX UCMbITyeMbIX (DSIakOHOB C MHAMKATOPaAMX pa3BoAsAT C nomowbio 1,0 Mn
Boabl ana JIAJ1-Tecta, pacTBOpbl NMepeMeLlMBaloT Ha BUXPEBOM Mellasike CHavasa B TedyeHue ABYX MUHYT,
3aTeM B TEeYEeHWe rMosyvaca npoAo/HKaKT MNepeMelMBaHMe Mo OAHOW MUHyTe Kaxable 10 MUHYT. AHanus
MpoBOASAT Cpa3y MO OKOHYAHUWU NMepeMeLlVBaHUA.

AHanmMs C nNOMOLWbIO KUHEeTMYeckux mertoaoB. Haubonee ynobHbiM cnocoboM npoBepKwu
3(pHEKTUBHOCTM Npoueaypbl AenuporeHmsaummn SBNsSTCS KMHeTUYeCcKne MeToabl nposefeHus J1AJI-Tecta.
AHanuMs mMoxeT O6biTb NpoBeAeH KWHETUYECKUM TypbnauMeTpuyeckuM WM KUHETUYECKMM XPOMOreHHbIM
MeToAaoM. B aHanmse onpenensercd KOHUEHTpauus 3SHAOTOKCMHA B KOHTPOJbHbIX M B 06paboTaHHbIX
dnakoHax. [Ana onpeaeneHus KOHUEHTpauum 3SHAOTOKCMHOB WCMOMb3yeTcs CTaHAapTHas KanubpoBo4dHas
KpuBasi C AMANa3OHOM W3MepPSEMbIX KOHUEHTpauuh sHAOTOKCMHa oT 0,05 E3/mn pgo 5,0 E3/mn. U ansa
KOHTPO/bHbIX, W Ana obpaboTaHHbiX @rakoHOB Heobxoanmo CTaBUTb MOJIOXUTENbHbIA KOHTPOJIb
WCMNbITYEMOro npernapara ANnS MOATBEPXAEHUS OTCYTCTBMS Mewatwmnx daktopoB. OnpenesneHHoe B onbiTe
copepXaHue 3HAOTOKCUMHOB B TMOJIOXUTENbHOM KOHTPO/Sie mucnbiTyemoro obpasua [o/kHO 6biTb B paMkax
aonyctumon ownbkm onbita (50% - 200%0).

Mpouecc AenuporeHMsaumnm MOXET CUUTATbCA YAOBNETBOPUTE/NbHBIMU, €CAM MOKAa3aHO CHUXEeHue
KOHUEeHTpauun sHaoTokcmHa 6onee uem Ha 3 nopsigka (3-log). T.e. log (KOHU. 3HAOTOKCMHA B KOHTPOJIbHbIX
dnakoHax, E3/mn) - log (koHU. 3HAOTOKCKMHA B obpaboTaHHbix dnakoHax, E3/mn) > 3.

B npuBeoeHHOM HMXe NMpuMepe paccMaTpMBAETCHA BapMaHT, B KOTOPOM KOHLUEHTpauus 3HAOTOKCUHA B
KOHTpOnbHbIX dnakoHax 6bina pasHa 2 500 000 E3/dnakoH, a B 06paboTaHHbIX OKa3anacb MeHee 3HayeHus
naméabl (A), T.e. MUHUMaNbHOW KOHLUEHTpAUMN SHAOTOKCUHA, UCNONb3YEMOM A5 NOCTPOEHUS KannbpoBoYHOM
KpUBOW:

CTeneHb CHMXXEHUS KOHUEHTpauuu sHA0TOoKcMHa = log 2 500 000 E3/mn - log 0,05 ES/Mn

=6,4 - (-1,301)

=77
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