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2.1.11.32. KOJIMYECTBEHHOE OIPEJEJEHUE AHTUTEHHOMH

AKTUBHOCTH BAKIMUHBI [OJIs1 MNMPO®PUIAKTUKHW TEIATHTA B
(PEKOMBHHAHTHOM JTHK)

KonnyecTBeHHOE onpeieneHne aHTUT€HHOM aKTUBHOCTU BaKLMHBI JUIs IPO(QUIAKTUKH IelaTuTa
B (pexombOunantaoit JIHK) mpoBomsT in vivo mMeTomoMm ompeneneHus: MMMYHOT€HHOW aKTUBHOCTH
IIyT€M CpPaBHEHMs €€ CHOCOOHOCTU MHAYLHMPOBAaTh B JaHHBIX YCIOBUAX BBIPAOOTKY CHELHU(DUUECKHX
aHTUTEJ K MIOBEPXHOCTHOMY aHTUIeHY BHUpyca renarura B (HBsAg) y Mbliell min MOPCKUX CBHHOK C
TaKOW JK€ CIIOCOOHOCTBIO CTaHAapTHOro obOpasuma (Merox 1) wmm  in  vitro, METOAOM
MMMYHOXUMHYECKOIO ONPEAEIEHUS COAEPKAHUSA aHTUIeHa (METOx 2).

METO/] 1. KOJIMYECTBEHHOE OITPEJAEJIEHME IN VIVO

MeTon OCHOBaH Ha OMNPEAENCHUHM 03Bl BaKIMHBI, BBI3BIBAIONICH OOpa3oBaHME aHTUTEN K
MOBEPXHOCTHOMY aHTUTeHy BUpyca renatuta B (HBsAg) y 50 % »uBOTHBIX.

Bb10op n pacnpenenenne AKUBOTHBIX. B MCIbITAHMM UCIOIB3YIOT 3I0POBBIX MBIILIEH U3 OJHOU
[apTUHU, BO3pACTOM OKOJIO 5 Heaenb. JIMHuA Mbllied, ucnosib3yemas B JTaHHOM HCIIBITAHUU JOJKHA
o0ecrieunBaTh TMOJIyY€HUE 3HAYUTEIHLHOTO HAKIOHA KpPUBOW 3aBUCMMOCTH OTKJIMKAa (pEeakiuu Ha
AQHTUTEH) OT JI03bl aHTHTeHa (103a - OTKIUK). [loaXoasauuMu SBISIFOTCS MBIIIH rarmoTunos H-29 wmm
H-2¢. Taxke BO3MOXHO MCIOJIB30BAHHE 30POBBIX MOPCKHX CBHHOK M3 OJHOH MapTHH, BO3PACTOM
okosio 7 Hexenb u BecoMm oT 300 r g0 350 r. Bee )KMBOTHBIE AOKHBI OBITH OJHOTO TOJIa M BO3pacTa.
JKUBOTHBIX JENAT HE MEHEE YeM Ha 7 paBHBIX IPYNI B KOJWYECTBE, HEOOXOJAUMOM JUIS BBITOJTHCHUS
TpeOOBaHUH UCTIBITAHMUS.

Omnpenenenne aKTHBHOCTH MCIBITYeMOro oopasua. ['oTOBAT He MeHee Tpex pa3BeIeHHt
UCIBITYEMOro 00pa3iia ¥ COOTBETCTBYIOIIMX pa3BelleHUI cTaHAapTHOro o0paslia, UCIOJIb3Ysl pacTBOP

9 r/n mampusa xaopuoa P ¢ no0aBieHWEM allOMHHHEBOTO aTbIOBAHTA, MPUMEHSEMOTO s
MPOMU3BOJCTBA BaKIMHBI, WJIK APYrOW MOAXOAAIIMNA pacTBoputelb. Kaxaoe u3 pa3BeleHM Ha3HA4YaroT
OJTHOM W3 TPYII >KUBOTHBIX; KAXKJIOMY KUBOTHOMY B TPYIIIIE BBOJSAT BHYTpUOPIOMIMHHO He Oonee 1,0
MJI pa3BeJICHHs, HA3HAYEHHOT0 JAHHOW Tpynme >KUBOTHBIX. KOHTPOIbHON HEBAaKIIMHUPOBAHOW TpYIIIE
BBOJST BHYTPUOPIOIIMHHO PACTBOPUTENL B TOM ke O0BEME, YTO M HCIBITYeMbIid oOpasen. Yepes
COOTBETCTBYIOIIMN MPOMEXKYTOK BpeMeHU (Hampumep, oT 4 Helenb 10 6 Helelb) BCeX >KUBOTHBIX
aHEeCTEe3UPYIOT, 3aT€M MPOU3BOAAT 3a00p KPOBH, TOTOBAT CHIBOPOTKU M XPAHAT UX OTICIHLHO APYT OT
npyra. Omnpenensitor coaepxkaHue crnernupuuecknx aHtuten npotuB HBsAg B kaxmgom o0Opasie
CBIBOPOTKHU C MTOMOIIBIO OAXOSIIET0 HMMYyHOXUMUYECKOro Meroaa (Homep. 2.7.1).

Pacyerspl. BriuncineHus npoBOASAT ¢ MOMOIIbIO CTATUCTHYECKUX METOJMOB, MPEIHA3HAYECHHBIX
JUTSL KOJTMYECTBEHHBIX OMPEICTICHUI ¢ KaueCTBEHHBIM (AJIbTEPHATUBHBIM) TUIIOM OTBeTa (2.3.12.0).

Ha ocHoBanuu pacnpenencHuss ypoBHEN peaklvy, ONPEAEIEHHBIX BO BCEX CHIBOPOTKAX TI'PYIIIBI
HEBAKIMHUPOBAHHBIX YXMBOTHBIX, BBIYUCIISIOT MAaKCHUMAJIBHBIA YPOBEHb PEAKIMH, KOTOPBIH MOYKHO
OXKHUJAaTh y HEBAaKIMHUPOBAHHBIX JKUBOTHBIX JUIS JAHHOTO HCIbITaHUA. J[1000 MMMYHHBIH OTBET B
rpynie BaKIIMHUPOBAHHBIX KUBOTHBIX, MPEBBIIIAIONINN JaHHBII YpPOBEHb, SIBISETCS MO ONPEACIICHUIO
CEPOKOHBEPCHEH.

[IpoBonaT monxonsiiee mpeodOpa3oBaHue (HampuMep, NPOOUT-TIpeoOpa3zoBaHKE) MPOICHTHOM
YUCJICHHOCTH >KUBOTHBIX C CEPOKOHBEPCHEN B KAXKJO0M M3 IPYII U aHATU3UPYIOT JaHHBIE C TOMOILBIO
MOJIETIM TMapajUIeNbHbIX MPSAMBIX JIOTapu(MUYECKOM 3aBUCHUMOCTH J03a-OTKJIHMK. Omnpeaenstor
aKTUBHOCTH MCIIBITYEMOTO 00pa3iia OTHOCUTEIHHO CTaHIaPTHOTO o0Opasiia.

Kpurtepun nocroBepHocTH. Pe3ynbTaTsl HCOIBITAHUS CYUTAIOT TOCTOBEPHBIMU, €CIIU:



- EDso kax ans ucnsiTyemoro o0pasia, Tak 1 JUisi CTaHAapTHOTO 00pasiia HaXOJUTCs B
npenenax OT HauMEHBIIEH 10 HAHOOIBIIEH O35l BBOOAUMON KUBOTHEIM;

- CTaTUCTUYECKHUU aHaIIN3 HE MTOKa3bIBAET 3HAYUTEIILHOTO

OTKJIOHEHUS oT JTUHENHOCTH Y NapaJuIeNIbHOCTH;

- noseputenbHbIi HHTEpBaI (P = 0,95) oTHOCUTENBHOI aKTUBHOCTHU cocTaBisieT He MeHee 33 %
u He 6osiee 300 % OT yCTaHOBIIEHHOW aKTUBHOCTH.

TpeOoBaHue VI OTHOCHUTEJIbHOW aKTHUBHOCTH. BepxHsAs TrpaHuLa OBEPUTEIBHOTO
unteppana (P = 0,95) BeIYrCcIEHHOW OTHOCUTEIBHON aKTUBHOCTH JIOJKHA OBITH HE MeHee 1,0.

METO/] 2. KOJIMYECTBEHHOE OITPEJEJIEHUE IN VITRO

ConepkaHne aHTHI€Ha BUpyca renatuta B omnpenensioT MMMYHOXMMHUYECKUM METOIOM
(Homep. 2.7.1) ¢ y4eTOM KPUTEPHEB NMPUEMIIEMOCTH, YCTAHOBJICHHBIX PE3YyJbTATOB NMPU BaJTHIAANH
METOJMKH UCHBITAHUS i VIVO.

Jis  KOJIMYECTBEHHOTO  ONpPENENIeHHMs  MOXKHO  TPUMEHSATh  METOJ  TBepAoda3zHOro
UMMYHO(DEPMEHTHOTO aHallu3a M PaJIUOMMMYHOJIOTUYECKUH METOJ aHallh3a C HCIOJIb30BaHUEM
MOHOKJIOHQJIBHBIX aHTHUTEN, CIEeNU(UYHBIX B OTHOIICHWHM HMMYHOTeHHBIX snuTonmoB HBsAg. [lns
WCIBITAHUS UCTIONB3YIOT TOIXOSIIee KOJTUIECTBO Pa3BeICHUI UCIIBITYEMOro 00pasiia U CTaHAapTHOTO
oOpaszua. [lomydyeHHble NaHHBIE AHAIM3HPYIOT C MOMOULILI0 MOJENHM MapajuIeNbHBIX OpsMbIX. s
onpenenenuss HBsSAg in  vitro BO3MOXHO  HCHOJIb30BaHUE KOMMEPUYECKHX  TECT-CHUCTEM,
aJanTUPOBAHHBIX K OIIEHKE KOJUYECTBEHHOIO ONPEIEICHUS aHTUTEHHON aKTUBHOCTH in Vitro.

Kpurepuu mnpuemiieMocTd Uil HCIOJB3YEeMOTO CTaHAAPTHOTO o0Opasma  yTBEpIKOaeT
YIOJIJHOMOYEHHBIA OPraH Ha OCHOBAaHUM PE3YJIbTATOB BAJIWIALIAH.



