00O HMN® «CubbuotecT» YTBepxkaaro
Hupexrop OOO HII®

HCO, nayxorpazn Komnbioso, yin. Texnonapkosas 1, od.225.
Teun. 8(383)336-50-91, E-mail: sibbiotest@ngs.ru «Cubbnorect»

IIsenxun E.N.
« 11 » wmapra__ 2012T.

Ha0op nuarnocrnyeckuii
AJ1S BbISIBJIEHUS] HHAUBHIYAJIbHBIX clienuuuecKuX aHTUTeN Kiaacca G
Kk 6akTepusm Listeria monocytogenes B coiBopoTKe (IJIa3Me) KPOBU TPHI3YHOB
UMMYHO(pepMeHTHBIM MeToaoM (M PA)

HHCTPYKIUS 11O TIPUMEHEHUWIO

1. O0mue cBeneHns
1.1 Hacrosmas mHCTpYKuuMs pacrpocrtpassercss Ha «JImcrepusi -1gG-antutena H®A BET» — Habop anarHOCTHYECKWH UIS BBISBICHUS
WHIMBHIYabHBIX creruuyecknx aHtuten kinacca G k Oakrepusm pona Listeria monocytogenes B ceiBopoTKe (I1a3Me) KPOBH TPBI3YHOB (MBIIIICH,
KPBIC, MOPCKHX CBHHOK, XOMSIKOB, IIMHIIMILI, KPOJIIMKOB H JIp. )XMBOTHBIX OTpsa TPHI3YHEI) IMMYyHO(epMeHTHBIM MeTosioM (UDA).

2. CoctaB u (popMa BBHIIyCKA
Habop BitouaeT ciemyromue KOMIOHEHTHI:
IoancTHPOIOBLII 96-TyHOUHBIN NIAHIET ¢ aICOPOMPOBAHHBIM B JIYHKaX IUIaHIIeTa BUpocnermduaecknM antureHoM Listeria monocytogenes —
OJIVH;
®akon Nel. @ocpaTHo-coneBoii Gydepnbrii pactBop ¢ TBHHOM (PCB-T) — npo3payuHasi, cierka ornajecypyromas, 0ecBeTHas )XUAKOCTb, 26
i — 1 ¢riakos;
®yakon Ne2. Pazponsiumii 6ydepusiii pacTBop ais csiBopoTok (PBP-C) — npo3padnas omaneciupyrommas >KHIKocTh pronetoBoro nsera, 12 mi
— 1 nakow;
®nakon Ne3. PacTBOp KOHBIOraTa, KOHBIOTHPOBAHHOIO ¢ Mepokcuaasoii xpena (PKr- G) — npo3pavnas onaigecuupyromas >KHAKOCTh KPaCHOro
uBera — 1 ¢urakon, 12 mi;
®jaxon Ned, ITosoxuTebHBII KOHTPOIBHBIH 00pa3en (K+) — HHAKTUBHPOBaHHAS CHIBOPOTKA KPOBH JKMBOTHBIX, COAEpXallas crenupuiecKue
anturena kinacca G k 6axrepusm Listeria monocytogenes, kpactoro 1gera, 1,5 M — 1 ¢uakos;
®jakoH Ne5. OTpuuaTebHbIi KOHTPOILHBINA oOpazen (K-) — HHAKTHBHPOBAHHAS CHIBOPOTKA KPOBH JKMBOTHBIX, HE COAepKariast
creuUeckux aHTUTeN K OaktepusM Listeria monocytogenes — mpospaynasi, cierka OmaJecHUpyromast, )KHAKOCTb XKEeAToro 1sera, 2,5 mi — 1
(nakoH;
®yrakoH Ne6. XpomoreH — Terpamerniadensuaun — cyocrpar (TMB —cyderpart) — OeciiBeTHas HIIM CBETIIO-XKEJITOrO IIBETa JKUIKOCTh, 12 M — 1
(nakoH;
®rakon Ne7. CTom -peareHT — rpo3payHasi OeclBETHAs! KHUAKOCTh, 6 MiT — 1 (hrakoH.

3.YnakoBka
3.1 KommnoHeHTs! Habopa pac(hacoBBIBAIOT B IIACTHUKOBBIE, FEPMETUYHO YKYHOPEHHBIE ()JIaKOHBI COOTBETCTBYIOLIEH BMecTuMOcTH. Ha duakoHax
C KOMIIOHEHTAaMH [OJDKHBI OBbITh ITHUKETKHM C YKa3aHHEM: OpPraHM3allid — MPOW3BOAWTENsI M €ro TOBAPHOrO 3HaKa, HOMEpa KOMIIOHEHTa,

HaMMEHOBAHUS KOMIIOHEHTA, KOJIMYEeCTBa BO (pJIakoHE, HOMEepa CepHuH, cpoKa rofHOCTH (Mecsn rox). IToanucTHpoIoBId IUIAHIIET YKyHOPHBAIOT B
WHIMBUIYaJIbHBIH ()OJBIUPOBAHHBINA IOJMITWICHOBBII IIAKET C BIATOMOIJIOTUTENEM W CHAOXKalOT ITUKETKOH C YKa3aHWEM: OpraHu3aliud —
MPOM3BOIMTEINS M €r0 TOBAPHOIO 3HAaKa, HAUMEHOBAHWS aHTHI'€HA, COPOMPOBAHHOIO B JIyHKaX IUIAHILIETa, HOMEpa CEepHH, CPOKa I'OJHOCTH (MecsL]
rof).

3.2 KommoHeHThI Habopa yrakoBaHbl B KAPTOHHBIE KOPOOKH C HAIMUUEM THE3/1 WM NeperopooK, 00eCeyrBalOIIUX IeIOCTHOCTD (uiakoHoB. Ha
KOpOOKe JOJKHA OBITh 3THKETKA C YKa3aHUEM: OpraHU3aliii — IIPOU3BOJMTENS U ero TOBAPHOI'O 3HAKa, MOJHOrO Ha3BaHMs HaOOpa, HOMepa Cepuu U
KOHTpOJIsST HAabopa, cpoka TOAHOCTU (Mecsll, TOf), YCIOBHH XpaHeHUs U oOo3HaueHuss TY. B kakaylo KOpOOKy BKJIa[bIBAIOT HHCTPYKLHIO IO
MPUMEHEeHHUIO Habopa.

3.3 Habop amarHocTuyeckuii paccuutaH Ha 96 ompemesieHUi, BKIIIOYasi KOHTPONIbHbIE 00pa3ibl. KoMmoHoBKa Habopa MOMYCKaeT BO3MOXKHOCTD
JIPOOHOT0 UCHIOIb30BAHUS KOMIIOHEHTOB JUISl TPOBEJICHHSI HECKOJIBKMX MCCIIE0BAaHUM 110 Mepe MOCTYIUICHUS OMOJIOrHYECKOro MaTepuasa.

3.4 Cpok rogHOCTH KOMIIOHEHTOB Habopa — 18 MecsIeB OT IaThl U3TOTOBICHUS IPU XPAaHEHUH HX B CYXOM, TEMHOM MECTE IIPH TeMIeparype ot 2
1o 8 °C. 3ampemieHo cMeNIBaTh KOMIIOHEHTbI HAOOPOB pa3HBIX CEPUil U KMCIOIb30BaTh HAOOp MO MCTeYeHHH cpoka romHocTH. He momyckaercs
3aMoOpa;KHBaHHe KOMIIOHEHTOB.

Ipu HapylIeHUH LENOCTHOCTH M YKYIIOPKHU (hJIAKOHOB, YIIAKOBKHU IUIAHIIETa, U3MEHEHUH [[BETa COEP’KMMOr0, HATMYMS IOCTOPOHHHUX MPUMECEH,
IPY OTCYTCTBHHM 3THKETOK, a TakkKe B Clydyae HEUCIOJb30BAaHMS B IpeNeliax CpOKa I'OJHOCTH Habop BHIOpAcHIBAIOT, a MUMMyHOCHELM(HUIECKue
KOMITOHEHTHI 00€33apa)XuBalOT KUIITYeHHEM B TedeHHe 15 MuH. Hencnonp3oBaHHbIE MIAHIIETH Ae3UHGHUIMPYIOT B 3% pacTBOpE XJIOpaMHHa.

4. Mepbl JINYHOI TPOPUIAKTHKH

4.1 Hecmortpst Ha To, uTo Habop nuartHoctudeckuii «JIucrepus -1gG-anturena U®A BET» siBrsieTcst HOTHOCTBIO OHONOrHYECKH OE30MacHoi, ¢
Hel cretyeT o0palaThes, Kak ¢ MOTeHIMAIbHO HH()EKIIMOHHBIM MaTepUaIoM:

- He IHUIETHPOBATh PaCTBOPHI PTOM,

- paboTaTh B IepYaTKaX PE3HMHOBHIX;

- BCE HCIIONB30BAaHHBIE MaTEpHaibl MOABEPraTh 00pabOTKe PacTBOPOM CIHPTA 3THIOBOTO ¢ 00bEMHON fonei 76 % Wiu pacTBOPOM BOAOpPOAA
MIEPEKHCH C MacCOBOH mone 6 % c mocneayromei BIASP:KKOI ITpyu KOMHATHOH TeMIepaType He MeHee 2 1.

PaboTy ¢ XMMHUYECKMMH KOMIIOHEHTaMH Habopa clielyeT MPOBOAUTH C COONIOICHUEM NpaBWJI TEXHUKU Oe3omacHocTH. IIpu momagaHuu MX Ha
KOXY WJIM CIIM3UCThIe 000IOYKH PEKOMEHIYETCS IPOMBIBATh IIOPAXKEHHOE MECTO OOJIBIIIMM KOJIMYECTBOM BOJONPOBOAHON BOABI. 3anpenaeTcsi pHeM
MM U BOJIbI, KypeHHE B IOMEILICHHH, TJIe TIPOBOATCS paboThl ¢ KOMIOHEHTaMH Habopa.

5. lIpunuun Metoaa
5.1 BbakTepuanbHBIA aHTHIeH, aACOPOMPOBAHHBIM B JyHKaX IDIAHINETA, CBS3BIBACTCS CO CIEIM(UUSCKUMH aHTUTEIAMH, NPHCYTCTBYIOINIMHU B
CI)IBOpOTKC KpOBI/I, B pe3yJII>TaTC qero q)OpMI/IpyeTCﬂ KOMIUICKCAa aHTUTCH-aHTUTEIIO. HOHy‘IeHHLIfI HMMyHHBIﬁ KOMIUICKC BBISABIIAACTCA KOHBIOIaTOM,

1



(bepMeHT KOoTOporo, mocie Jo0aBICHHS CyOCTpaTa, BEI3BIBACT PA3IIOKCHHE CYOCTpaT-MHAMKATOPHOI'O pacTBOpa M 00pa30BaHME PACTBOPHMOTO
OKpAIIEHHOr0 MPOIYKTa. [Ipr 3TOM HHTEHCHBHOCTH OKPACKH PACTBOPA B JIyHKE IIPOMOPIHOHAIBHA COAEPKAHUIO aHTUTEN B UCCIIETyeMOM MaTepHae.

6. [Mopsinoxk npuMeHeHHUs!

6.1 Jlns umccmemoBaHus B 1aOOpaTOPHIO JOCTABISAIOT W3 XO3IHCTB HMHIUBUAYAIbHBIE CHIBOPOTKH KpoBH XHMBOTHBIX 0,3 — 3,0 mu
CBIBOPOTKH MOKHO XpaHHUTH IIpH TemrepaType 4 °C He Gonee 3 cyrok mwnn npu temmeparype munyc 20 °C B Teuenue 5 — 50 cytok. 115 MOCTaHOBKH
VDA HeoOXOmMMBI OfHO- W MHOTOKaHAIBHBIE aBTOMAaTHYECKWE MUKPOIHIETKH pa3HBIX OOBEMOB CO CMEHHBIMH HAaKOHEYHHKaMH, MepHas
nabopaTopHas MocyAa, OJHOPA30BbIE BAHHOUKH JUI KOMIIOHEHTOB PEaKIWH, AUCTHIUIMPOBAHHAS BOAA, CIIEKTpodoToMeTp (puaep) ¢ GpuibsTpoMm Ha
450 um. Ilepen nHavamoM paboOTHI IDTAHIIETHI W BCce KOMIIOHEHTH Habopa BeiaepxkwuBaioT 20 — 30 MHHYT Ipu KOMHATHOH TeMIeparype.
Hewucnonb3oBaHHbIC peareHTHl YOHUparoT B X0noamibHUK (2 — 8 °C) cpasy ke 1mociie IpOBEICHUS HCCIICI0BAHNUS.

6.2 IIpuroroBieHHe paGoInX PacTBOPOB PeareHToB:

OCB-T — KoHIEHTpHUPOBaHHEIH pacTBOp Oydepa (Ppiaaxon Ne 1) pasBonsar B 25 pa3 qUCTHILIMPOBAHHON BOIOH M TIATENHHO Iepe MEIIMBAIOT. {1
3TOTO CONEPKUMOE ONHOro (hIaKOHa KOHIIEHTpaTa (26 M) EPEHOCAT B MEPHYIO KOJ0y M JOBOAAT 00BEM 10 650 M IUCTHIUTMPOBAHHON BOIOM.
Ecnm B KOHIIEHTpaTe HPHCYTCTBYIOT KPUCTAJUIBI, TO €ro Iepel pa3BeleHHEeM HArpeBaloT M TINATEIbHO B30aNTHIBAIOT. B ciydae HCIIOIb30BaHUS
OJTHOT'O WJIM HECKOJBKHX CTPHUIIOB IUIAHIIETAa B YACTHIH (DIIaKOH 0TOOpaTh HEOOXOMMMOE ISl JAHHOI'O HCCIIeIOBAaHUS KOJIMIECTBO COCTaBHBIX YacTeH
DCB-T B COOTBETCTBUU C TAOJIULIEH:

KommuecTBo HCIIOJIB3YEMBIX CTPUIIOB

CocTagible Hacti 1 2 3 4 5 6 7 8 9 10 | 11 | 12
: Konuentpar
p=
é 5 ®CB-T, M 2 4 6 8 10 12 14 16 18 20 22 26
© Bona nuctrimmpoBaHHast, MIT 48 96 144 192 240 288 336 384 432 480 528 624

JloryckaeTcst XpaHUTh HEHCIIONb30BaHHbIH padounii pactBop @CB-T B Teuenne 5 cyrok B xonoxunsHuKe (2 — 8 °C).

Bce ocranbHBIe KOMITOHEHTHI HA0Opa TOTOBHI K YIIOTPEOIICHUIO.

6.3 Buumanue! Oxucnsiomue areHTHI, MOHBI METAJUIOB, MOIOIIME CPEJACTBA Ha mocyiae Moryr pasnarath TMB. Bo us0exaHne JI0MKHBIX
pe3yabTaTOB HEOOXOAWMO TIHIATENIFHO OTMBIBATh ITOCYIYy PAaCTBOPOM KHCJIOTHI CEPHOM 1 MOJIB/J MM KUCIOTHI COMSHOM 1 MONB/M ¢ mociexyromeit
OTMBIBKOH BOJIOW AUCTUIIIUPOBAHHOM.

7. IlpoBenenne anaausa

7.1 Jlns wccnenoBaHUst CHIBOPOTOK KpoBH B MDA orOupaloT HEOOXOIMMOE KOJIUYECTBO CTPUIIOB, HYMEPYIOT UX B COOTBETCTBHHU C OITUCHIO
HCCIIeTyeMBbIX P00 BOJOCTOMKAM MapKepoM H3-3a BO3MOXKHOT'O BBITIAJICHUS] M3 PaMKH-Iep)KaTelst BO BpeMs TecTupoBaHus. OCTaBIIMECs CTPUIIBI
XPAHST B MOJIMITHICHOBOM IIAKETe C BIATONOIIOTHTENeM, TipH Temieparype 4° C.

JInst BHECEHHSI KOHTPOJIBHBIX CBIBOPOTOK MOYKHO HCIIOJIb30BaTh JIOOBIC JIYHKH IUTaHmera. [t aroro B ayHKY BHecTH 1o 100 M K+ (¢dnakon Ne
4), B n1Be apyrue nyHku manmeTra — no 100 mxi K- (paakon Ne5). B ocranmbubie nynku mianmera BHectd o 80 mxn PBP-C (daaxon Ne2). [lpu
nocmanoske UDA na oonom cmpune donyckaemcs ucnonvzogams onsi K- u K+ - no oonoii nynxe.

B ocranenbie mynku minanmera ¢ PBP-C Brectn mo 20 MK McclieayeMbIX ChIBOPOTOK. PacTBop mepemernars MATh pa3 NUIETHPOBaHUEM, He
Kacasich aHa JIyHKH, 1BeT PBP-C nomkeH U3MEHNTHCS: IPOMCXOMUT HE3HAYUTEJILHOE IIPOCBETIICHUE PacTBOpA.

IMocne BHEceHUs MPOO CHIBOPOTOK, IUIAHIIET MOMEIIAIOT B IUIACTHKOBBII MAaKeT WM HAKPBIBAIOT KPbIMKOH W HHKyOoupytoT 30 mMun mpu 37 °C.
IMocne MHKYOAIMK JTYHKH OCBOOOXKIAIOT OT COAEPKUMOTO PE3KUM BCTPSAXMBAHUEM M IIATH Pa3 NpoMbIBatoT pabounM pactBopoM PCB-T, kaxaplii pa3
TMOJIHOCTBIO 3aIONHsS JIYHKU OydepoM, u BeDKAAB onpeneneHHoe Bpems (0T 30 cek 10 1 MUHYTHI), BRITPSIXMBAIOT cofiepxkumoe. Bo Bpemst 06paboTku
GOJIBIIOro KOJIMYECTBA IUIAHIIETOB MOXKHO OCTABJIATh MX C IPOMBIBOYHBIM PacTBOPOM 10 20 MUHYT. 3aTeM ILIaHLIET IOACYLIMBAIOT NOCTYKUBAHHEM
IO CJIOKEHHOW B HECKOJBKO CJIOeB (UIBTPOBaIbHON Oymare. Bo Bce MCIONb3yeMble JIYHKH MUKpOIaHean BHOCAT o 100 MK pacTBopa KOHBIOraTa
(pnaxon Ne 3); miaHIIeT NOMEIIAIOT B IUIACTHUKOBBII MAKET MM HAKPHIBAIOT KPBILIKOH U BbiIepkuBaroT 30 mun npu 37 °C.

[Nocne moBTOPHOI MHKYOAUMK MPOBOST MPOLEAYPY HMPOMbIBaHUs JyHOK pabounm pactBopoM OCB-T mo omucanHO# Bhile Meromuke. [locne
MIPOMBIBKU BO BCE HCIIONB3yeMbIe JTYHKH MUKpomanenu BHocst o 100 Mk pactBopa cyocrpata (puakon Ne 6) u BeiaepxkuBatoT 30 munyt mpu 37 °C
B TeMHoTe. [10 MCTeUeHHIO YKa3aHHOTO BPEMEHU PEaKIHI0 OCTAHABIMBAIOT 100aBICHHEM B KXKIYIO HCHOIb3YEMYHO JIYHKY 110 50 MKJI CTOI-pacTBOpa
(pnaxon Ne 7).

7.2 OueHka pe3y/IbTaTOB PeaKIUu:

Pesynbratet UDA peructpupyror Ha crnekrpodoromerpe. Ontudeckyto miotHocth (OIT) u3Mmepsror B ABYXBOMHOBOM peknme 450 HM.
otHocuTenbHO 630 HM. HyneBoii ypoBeHb («OJaHK») 3aJat0T 1O BO3AYXY. Pe3ynbTaTsl yUuTHIBAIOT TOJIBKO B TOM ClIydae, eciu B iyHKax ¢ K- cpennee
snauenue OII (OIIK-) ue 6onee 0,2, a pasuuiia cpeauux 3Hadenuii Mmexxay (OITK+) u (OIIK-) npesimraet 0,35.

PaccuutsiBator OIT kpur. mo ¢popmyse:

OlIlkpur. = OIIK - (cp.) + 0,2,

rae OIIK - (cp.) — cpennee 3nauenue OIT (OITK-) mo ABYM JIyHKaM.

Eciiu 3HaueHHe ONTHUYECKOM IUIOTHOCTH HCCIeayeMoro obpasma He npebimraet 0,3 — TO pe3ynbraT aHanusa cuurator orpunarensibiM (IgG
Gakrepusim Listeria monocytogenes He omnpe/esneHsr).

Ecnu 3HaueHune onTH4ecKod ITUIOTHOCTH HCCIeIXyeMoro oopasma momagaeT B uHTepBai oT 0,3 mo 0,7 — TO pe3ynbTaT aHajdn3a COMHHUTEIbHBIN.
PexoMeHyeTCss TOBTOPUTH HCCIIEIOBAHME TAaKOW CHIBOPOTKH, @ B Cllydyae IMOBTOPHOTO COMHMTEIBHOTO pe3yibTaTa- MPOBECTH HCCIEOBAaHUE
CBHIBOPOTKH, MONYy4IEHHON U3 KPOBH, B3SATOW OT JAHHOTO )KUBOTHOTO MOBTOPHO uepe3 15-30 ameit.

Ecnu 3HaueHne onTHYEeCKoi INIOTHOCTH HCCieyeMoro oopasia npessimaet 0,7 — TO pe3ysbTaT aHaIu3a MOJIOKUTEIbHBII.

8. UHTepnperanus pe3yJibTATOB aHAJIN3A

8.1 Ilpu BBISABIEHHH CHIBOPOTOK, COMHHTENBHO pearupyronmx B UDA, npoBectu qonoaHuTe pHOe UccienoBanne B UDA «mapHbix» mpob (yxe
UMEIOIIMXCI C COMHHUTENBHBIMH pesynbraTamMu MDA M B3STBIX MOBTOPHO OT 3THUX JKE JKMBOTHBIX 4Yepe3 2 HeIeNu MOcie MpebIIyIero
WCCIICIOBAHMSA).

8.2 JKMBOTHBIX C OTPHLIATEILHBIMH U TIOBTOPHBIMH COMHMTEJIBHBIMU pe3ynbTatamMu VDA 1o MarepuaiaM HCCieIOBaHHN MapHBIX IPO0 CUUTAIOT
Ha JaHHBII MOMEHT SMU300THYECKH HE ONMACHBIMU B OTHOIICHHUH JIHCTEPHO3A.

8.3 Ilpu BBISBICHUM CHIBOPOTOK KPOBH JKMBOTHBIX C MOJIOKHTEIBHBIMU pe3ynbTatamMi VDA mpoBOIAT IPOTHBOAMU300THYECKUE MEPOIPUSTHS
COTJIACHO CYIIECTBYIOIMM BETEPUHAPHBIM IPABUIIAM, KACAIOLIUMCS JTUCTEPHO3a.

Opranusanus - pazpadoruuk: OO0 HIID «Cubomorect» coBmectro ¢ THY NDOBCu/IB Poccenpxo3akanemun.
Opranusanus - npoussoautess. OO0 HII® «Cubduorect.



