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Ha6op nuarnoctuyeckuii 1Jisl BbISIBJIEHUS MHANBUAYATbHBIX crieni(puyecKux aHTuTe] kiacca G
Kk O6akTepusim Listeria monocytogenes B cbIBOpoTKe (IJ1a3Me) KPOBH IJIOTOSITHBIX (CO0aK, KOIIEK)
HUMMYHO(pepMeHTHBIM MeTooM (MDA)

HMHCTPYKIUA 11O IPUMEHEHUAIO

1. O0mue cBegeHUus
1.1 Hacrosimasi uHCTpyKuus pacmpoctpansercss Ha «JIucrepusi -1gG-antutena Ilnorosianbix UMDA» — HaOOp AUATHOCTHYECKUI IS
BBISIBJICHWSI MHANBHIYAIbHBIX Cheluduueckux aHtuTen kiacca G k Gakrepmsm poxa Listeria monocytogenes B ceiBopoTke (Tuiasme) KpoBH
IUIOTOSIAHBIX (cobak, Komek) UMMyHO(pepMeHTHBIM MeTooM (1DA).

2. CoctaB u popMa BbITyCKA
HaGop Bximodaet cieayromye KOMIOHEHTHI:
IoaucTUpOsIOBbI  96-IyHOUYHBI IUIAHIIET C aJCOpOMpPOBAHHBIM B JIyHKaX I[UIaHIIETa BUIocmenudHyeckuM aHTureHom Listeria
monocytogenes — oauH;
®daakon Nel. dochaTHo-coneBoii 6ydepusiii pactBop ¢ TBUHOM (PCB-T) — mpo3paynasi, cierka onaieciupyromas, 6eciBeTHas! KHIKOCTh, 26
i — 1 ¢rakoH;
®aakon Ne2. Pazponsimuii 6ydepHsiii pactBop 1is cbiBopoTok (PBP-C) — npo3paunas onaneciupyronias )uIK0CTh (HOJIIETOBOro 1BeTa, 12
i — 1 rakon;
®aakon Ne3. PacTBop KOHBIOraTa, KOHBIOTHPOBAHHOro ¢ mepokcuaa3oii xpena (PKr- G) — mpospaunas omajecuupyromas >KHAKOCTb
KpacHoro 1seta — 1 ¢uakoH, 12 mi;

®iakon Ne4. IlosokuTeJbHBIH KOHTPOIBHBI oOpa3sen (K+) — wMHakTHBUpOBaHHAs CBHIBOPOTKA KPOBU JKHUBOTHBIX, COJEprKalnas
crenuduueckue antutena knacca G k 6akrepusm Listeria monocytogenes, kpacHoro nsera, 1,5 M — 1 ¢axos;
®aakon Ne5. OTpuuatejbHbli KOHTPOBHBbIA o0pazeny (K-) — HHaKTHBHpOBaHHAs CBHIBOPOTKA KPOBHM JKHBOTHBIX, HE COJepXKalias

crienuduueckux aHtuted K O6akrepusm Listeria monocytogenes — mpo3pauHasi, cierka onajieCiuupyroLas, )HUAKOCTh XKEeNToro nusera, 2,5 mia — 1
(nakow;

®daakoH Ne6. XpomoreHn — TrerpameTwiioen3uant — cyocrpar (TMB —cy6ceTpar) — OeciBeTHAS HITH CBETIIO-)KENITOTO IIBETA KUIKOCTh, 12 M — 1
(nakow;

®aaxon Ne7. CTon-peareHT — po3pavHas OeclBeTHas )KUIKOCTh, 6 MII — 1 (I1akoH.

3. YnakoBka

3.1 KommoHeHTHI Habopa pacgacoBBHIBAIOT B IDIACTHKOBBIC, TEPMETHYHO YKYHNOPEHHBIE (PIAaKOHBI COOTBETCTBYIOIIEH BMecTHMOCTH. Ha
(1akoHaxX ¢ KOMIIOHEHTAMH JIOJDKHBI OBITh STHKETKH C YKa3aHHEM: OpraHH3alluy — IPOU3BOAUTENS. U €0 TOBApHOTO 3HaKa, HOMepa KOMIIOHEHTa,
HaWMCHOBAHHUs KOMIIOHEHTa, KOJIMYECTBA BO (hJIaKOHE, HOMepa CepHH, CPOKa TOAHOCTH (Mecal rox). [ToNUCTHPOIIOBEIi MIAHIIET YKYTIOPUBAIOT B
WH/MBUIYaNIbHBIA (OIBIMPOBAHHBINH IMONUATUICHOBBIH MaKeT € BIArONOIJIOTHTENEM M CHAa0XaloT STHKETKOH C yKa3aHHMEeM: OpraHM3aliud —
MIPOU3BOJIUTENS U €r0 TOBAPHOTO 3HAKa, HAMMEHOBAHMUS aHTHI'€Ha, COPOMPOBAHHOTO B JIyHKaX IIJIaHIICTA, HOMEpa CEPHH, CPOKA TOAHOCTH (MecsI]
TOx).

3.2 KoMnoHeHTsI Habopa yIakoBaHBI B KAPTOHHBIE KOPOOKH ¢ HAIMYUEM THE3]] HIIH MIEPErOpOIOK, 00ECIICUNBAIOIIIX IIETOCTHOCTH (PIIAKOHOB.
Ha xopoOke 1omkHa OBITh STHKETKA C YKa3aHHEM: OpraHHM3allii — NPOU3BOJHUTENS M €r0 TOBapHOTO 3HAaKa, IOJHOTO Ha3BaHMS Habopa, HoMepa
CepUH B KOHTPOJISI HabOpa, CpOKa TOJHOCTH (MeCSII, TOJ), YCIOBHIA XpaHeHHs u 0003HadeHus TY. B kaxkayro KOpoOKy BKIIQJBIBAIOT HHCTPYKIIHIO
10 IPUMEHEHHIO Habopa.

3.3 Habop pmarHOCcTHYecKHMii paccyuTaH Ha 96 ompenejgeHuil, BKIIOYas KOHTPONBHBIE 0Opasmbl. KommoHoBka Habopa Iomyckaer
BO3MOXKHOCTb JIPOOHOTO HCIIOJBb30BAaHUsS KOMIIOHEHTOB [IJIs MPOBEJCHHS HECKOJIBKHX HCCIEHOBAHHH IO Mepe MOCTYIUICHHS OHOJIOTHYECKOTO
Marepuana.

3.4 Cpok rosHOCTH KOMITIOHEHTOB Habopa — 18 MecsIeB OT AaThl H3TOTOBICHHS IPH XPAaHEHHH HX B CYXOM, TEMHOM MeCTE IIPH TeMIIepaType
or 2 no 8 °C. 3ampelieHo CMeIIMBaTh KOMIIOHEHTHI HAaOOPOB pPasHBIX CEPUi M MCIOJNB30BaTh HAOOp MO HCTEYEHHH Cpoka rogHoctu. He
JOMYCKAeTCsl 3aMOpaKMBaHue KOMIIOHEHTOB.

Ilpy HapyIIeHHH LEIOCTHOCTH M YKYNOPKH ()JIaKOHOB, YIMAaKOBKH IUIAHIIETa, W3MEHEHHH LBETA COJCPKUMOTO, HAIUYMS MMOCTOPOHHHX
npUMecel, MpH OTCYTCTBHM OSTHKETOK, a TaKke B Cllyyae HEHCIONB30BaHHMsS B MpeJenax CpokKa TOAHOCTH Habop BBIOpAchIBAalOT, a
HMMYHOCTIEIUHYECKe KOMIIOHEHTHI 00€33apaXHBalOT KUIISUYCHHEM B TedeHne 15 MuH. Hencnonp30BaHHBIC IUIAHIIETHI AE3HHGHUIMPYIOT B 3%
pacTBOpe XJIOpaMHHa.

4. Mepsb! TU4YHOH NPOPUIAKTUKH

4.1 Hecmotpst Ha TO, 4To Habop auarHoctuueckuii «JIucrepus -1gG-anturena ITnotosaneix DAY siBisieTcss MONHOCTBIO GHOJIOIHYECKH
6e3omacHoOM, ¢ Hell cieayeT o0palarees, Kak ¢ NOTeHIMAIbHO HHPEKIIMOHHBIM MaTepUaIoM:

- HE IUIETUPOBATh PACTBOPHI PTOM,

- paboTaTh B IepYaTKax pe3nHOBbIX;

- BCE MCIOJIb30BAHHBIC MaTepHalIbl MOJBEPraTh 00pabOTKe PaCTBOPOM CITUPTA ITHIOBOTO ¢ 00BEMHOM 10s1eii 76 % WM pacTBOPOM BOJOPOa
MepeKUCcH ¢ MaccoBoOil noseit 6 % ¢ mocnenyromei BoIICPKKON TP KOMHATHOM TeMIiepaType He MeHee 2 4.

PaboTy ¢ XMMHYECKUMH KOMIIOHEHTaMH Habopa ClieyeT IPOBOJUTh C COONIOICHHEM MPABHJI TEXHUKU Oe3omacHOCTH. [Ipy nonagaHuu ux Ha
KOXY MJIM CIIU3HCTbIe 0OONOUYKH PEKOMEHIYETCs NMIPOMBIBATh MOPAKEHHOE MECTO OONBIINM KOJIHMYECTBOM BOJONPOBOJHON BOJBI. 3amperiacTcs
MpUEM ITUIIH ¥ BOJbI, KypeHUE B TIOMEILEHUH, T/Ie TPOBOAATCS pabOTHI ¢ KOMIIOHEHTaMH Habopa.

5. [IpuHOHEN MeTOMA
51 BaKTepHaHI)HI)Iﬁ AHTHUI'CH, aIICOp6Hp0BaHHLIﬁ B JIYHKaX IUIAHIIETAa, CBA3bIBACTCA CO CHeI_[I/I(i)I/I‘{eCKI/IMI/I AHTUTCIIaMU, IIPUCYTCTBYIOLIUMU B
CBIBOPOTKE KpOBH, B PpE3YJbTAaTEC YCTO q)OpMI/IpyeTCﬂ KOMIIJICKCAa AaHTUI'CH-aHTHUTCIIO. HOHy‘{eHHHﬁ I/IMMYHHBIﬁ KOMIIJICKC BBISBIACTCSA
KOHBIOI'aTOM, q)epMeHT KOTOpPOTo, mocjie ,IIO6aBJIeHI/IH cy6CTpaTa, BbI3bIBACT PA3JIOKCHUE Cy6CTpaT-I/IH,HI/IKaT0pHOFO pacTtBOpa u 06pa30BaHI/Ie
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pPacTBOPUMOTO OKpAIICHHOTO IPOAYKTa. IIpM 3TOM HMHTEHCHBHOCTH OKPAacKH pacTBOpa B JIyHKE IPONOPIHOHAIBHA COAEPKAHHIO AHTUTEN B
HCCIIEeAyeMOM MaTepHae.
6. IlopsiioK MpUMeHeHUsI

6.1 Ins uccnenoBaHus B JIaOOPATOPHIO JOCTABISIOT M3 XO3SAHCTB MHAMBHUYyajJbHbIE CHIBOPOTKM KpoBHM >XHMBOTHBIX 0,3 — 3,0 mu
ChIBOPOTKM MOXHO XpaHHUTh npu Temneparype 4 °C He Oonee 3 cytok mwiuu mpu Temneparype Munyc 20 °C B teuenue 5 — 50 cyrok. [ns
noctaHoBKH VIDA HeoOXOAUMBI OZTHO- ¥ MHOTOKAaHAJIbHBIC aBTOMATHYECKHE MUKPOIMIIETKH Pa3HBIX 0OBEMOB CO CMCHHBIMHM HaKOHEYHHKAMH,
MepHas JlabopaTopHasi IOCyZa, OJHOPA30Bble BAHHOYKM U KOMIOHEHTOB PEaKLWM, JUCTWLIMPOBAaHHAs BOAA, crnekrpodoromerp (puaep) c
¢unbTpom Ha 450 HM. Ilepen HawamoM pabOoOThHI IUIAHIIETHI M BCE KOMIOHEHTHI HaOopa BbigepkuBaioT 20 — 30 MUHYT NpH KOMHATHOM
Temreparype. Heucrnons3zoBaHHbIe peareHThl yOUparoT B X0JOAHIBHUK (2 — 8 °C) cpasy ke mocie IpOBEJCHUS HCCIICTOBAHUS.

6.2 TIpuroroBJieHue paGoYNX PACTBOPOB PEAreHTOB:

OCB-T — KOHILEHTPUPOBAHHKIH pacTBop Oydepa (pmakon Ne 1) pazBoasar B 25 pa3 IUCTUIUIUPOBAHHOW BOJOI M TIIATENBHO MEPEMEIIHBAIOT.
s aTOrO CcomepxuMoe OIHOTO (IakOHAa KOHLEHTpaTa (26 MII) MEpeHOCIT B MEpHYIO KoJ0y M IOBOAAT 00BEM 10 650 M JUCTUIIMPOBAHHOMN
Bosold. Eciam B KOHLEHTpaTe NPHCYTCTBYIOT KPUCTAUIBI, TO €ro Nepei pa3BeJeHHEM HarpeBaloT M TIHIATENbHO B30anThIBAIOT. B ciyuae
UCIOJIb30BAHUS OTHOTO MM HECKOJIBKUX CTPHUIIOB IUIAHIIETa B YUCTHIH ()IIAKOH 0TOOpaTh HEOOXO0AMMOE ISl JAHHOTO MCCIIEIOBAHUS KOJINYECTBO
coctaBHbIX yacTeil @CB-T B cOOTBETCTBUM C TaOIHLIEH:

KonnuecTBo HCTIOIb3yEMBIX CTPHUIIOB
1 2 3 4 5 6 7 8 9 10 11 12

CocTaBHBIE YaCcTH

Konuenrpar

OCB-T, M

Bona nuctun-
JUpOBaHHAS, MI

2 4 6 8 10 12 14 16 18 20 22 26

O0neM,
M

48 96 144 192 240 288 336 384 432 480 528 624

JlomyckaeTcsi XpaHUTh HEUCTIONB30BaHHBIH padounii pactBop @CB-T B Teuenne 5 cyrok B xonmoxuisHuKe (2 — 8 °C).

Bce ocranbHble KOMIOHEHTHI HA00pa TOTOBHI K YIIOTPEOICHHIO.

6.3 Buumanue! OKucisiionire areHThl, HOHBI METAJUIOB, MOIOIINE CPEACTBA Ha Mocyle MOryT pasmarate TMB. Bo u3bexaHue T0XKHBIX
pe3yNIbTaTOB HEOOXOANMO TIIATEIFHO OTMBIBATH ITOCYIY PACTBOPOM KHCIOTHI CEpHOM | MOJIB/T MM KHCIOTHI COITHOM 1 MONB/II ¢ mocieaytomei
OTMBIBKOM BOJON AUCTHIIIIMPOBAHHOM.

7. IlpoBeaeHue aHaIu3a

7.1 Ilnst ucciemoBaHMsl CHIBOPOTOK KpoBH B MIDA oTOHpaloT HEOOXOIMMOE KOJIMYECTBO CTPHUIIOB, HYMEPYIOT HX B COOTBETCTBHHU C OIHCHIO
HCCIIelyeMBIX TPO0 BOJOCTOMKHUM MapKepOM H3-32 BO3MOYKHOTO BBHINAJCHUS U3 PAMKH-AEpIKaTelIsI BO BpeMs TeCTUpoBaHus. OCTaBIINECs CTPUIIEI
XPaHAT B MOJNUATUIEHOBOM TIAKETE C BIAroNOrIoTUTENeM, TIpH Temmepatype 4° C.

Jlnst BHECEHHST KOHTPOJIGHBIX CHIBOPOTOK MOKHO HCIIOJIB30BATh JIIOOBIE JIYHKH IutaHmeTa. /st aToro B tyHKY BHecTH 1o 100 mxu K+ (¢dakon
Ne 4), B nBe npyrue nyHku mwianmera — o 100 Mk K- (paakon Ne5). B ocranbHble myHkH utanmreTa BHecTH 1o 80 Mxi PBP-C (¢dumakon Ne2). IIpu
nocmarnoske UDA na oonom cmpune donyckaemcs ucnoavsosams oasi K- u K+ - no oownoti nymxe.

B ocranenble myHku ma”mera ¢ PBP-C BHecT mo 20 MK HCclielyeMbIX ChIBOPOTOK. PacTBOp mepeMelaTs ISATh pa3 MUICTUPOBAHUEM, HE
Kacasch Ha JyHKH, 11BeT PBP-C nomkeH n3MeHNUTbCs: NPOUCXOANT HE3HAUUTENbHOE IPOCBETICHUE PAcTBOPA.

ITocne BHeceHHUs TPOO CHIBOPOTOK, IUIAHIIET MTOMENIAIOT B ITACTUKOBBII MaKeT WM HAKPBIBAIOT KPBIMIKOi 1 HHKyOupyoT 30 Mun npu 37 °C.
[Tocne nHKyOanuu JTyHKH OCBOOOXKIAIOT OT COEPKUMOTO PE3KMM BCTPSXMBAHHEM M IISITH pa3 MpoMbiBatoT pabounm pactBopoM OCB-T, kaxplii
pa3 MOJIHOCTBIO 3aTIOJIHSS JIyHKH OydepoMm, M BEDKIAB onpeaeneHHoe BpeMs (0T 30 cex 10 | MHHYTHI), BRITPSXHUBAIOT coaepxumoe. Bo Bpems
00paboTKH GOJBIIOr0 KOJMYECTBA IUIAHIIETOB MOXKHO OCTABISITh UX C MPOMBIBOYHBIM pacTBOpoM 110 20 MHMHYT. 3aTeM IUIAHIIET IOJCYIIHBAIOT
MOCTYKHUBAHUEM I10 CIOKEHHOH B HECKOJIBKO CJIOEB (GHIBTpOBaIbHOW Oymare. Bo Bce Mcnonb3yeMble JIyHKH MHUKpPOTMaHEeNd BHOCAT 1o 100 Mk
pactBopa KoHbrorata ((iakon Ne 3); MIaHIIET MOMENIAIOT B ITACTUKOBBIH MaKeT WIIK HAKPBIBAIOT KPBIIIKOW U BeIAepkuBatoT 30 muH mpu 37 °C.

ITocne mMOBTOPHON MHKYOAIMY TPOBOIST MPOLIEAYPY IPOMBIBaHUS JyHOK pabounm pactBopoM OCB-T no onucanHoit Beie metonuke. [locne
MPOMBIBKH BO BCE HCIIOJIb3yeMbIe JIYHKH MUKpomaHnenu BHocsT mo 100 Mk pactBopa cyoctpata (¢uiakon Ne 6) u BeimepxkuBatoT 30 MUHYT ipu 37
°C B TeMHOTe. [10 MCTEYEHHIO YyKa3aHHOTO BPEMEHH PEaKIHI0 OCTAHABIMBAIOT JOOABICHHEM B KXKAYIO HCIOJIB3YeMyIO JIYHKY 1o 50 MK crom-
pactBopa (¢akon Ne 7).

7.2 OneHka pe3yJIbTaTOB PeaKIHHU:

Pesynbratel UDA peructpupyror Ha cnekrpodoromerpe. Ontuueckyto miotHocTs (OIl) m3mepsioT B IBYXBOJMHOBOM pekume 450 HM.
otHocuTenbHO 630 HM. HyneBoil ypoBeHb («ONaHK») 3a7al0T MO BO3MyXy. Pe3ynpTaThl yUUTHIBAIOT TOJNBKO B TOM Ciy4ae, €cii B JyHKax ¢ K-
cpennee 3Hauenue OI1 (OIIK-) He Gonee 0,2, a pasnuna cpennux 3HayeHuit mexay (OITK+) u (OIIK-) npessimaer 0,35.

PaccuursiBarot OIT kpurt. no popmyie:

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

rae OIIK - (cp.) — cpennee 3nauenue OIT (OI1K -) mo ABYM JIyHKaM.

Ecnu 3HaYeHHe ONTHYECKO! MIIOTHOCTH MCCleyeMoro oopasiia He mpebiaet 0,3 — To pe3yspTaT aHanu3a cuuTaroT otpunarenbubiM (IgG k
Gakrepusam Listeria monocytogenes e onpezesnensi).

Ecnu 3Ha"ueHne onTHYeCKO# MIIOTHOCTH UccieayeMoro odpasia nomnanaer B uatepsai ot 0,3 1o 0,7 — To pe3ynpTaT aHaIM3a COMHUTENbHBIN.
PexoMeHyeTcs MOBTOPUTH MCCIIEIOBAHUE TAaKOW CHIBOPOTKM, a B ClIydae MOBTOPHOI'O COMHHTENIBHOTO pE3yJbTaTa- NMPOBECTU HCCIEIOBaHHE
CBHIBOPOTKH, OJyYEHHOW U3 KPOBH, B3SITOW OT AaHHOTO )KUBOTHOTO MOBTOPHO 4epe3 15-30 nueit.

Ecnu 3HaueHne ONTHYECKOil INIOTHOCTH UcCliefyeMoro oOpasia npesbiiraet 0,7 — TO pe3ynbTaT aHAIN3a MOJIOKHUTEIbHBIH.

8. UuTepnperanus pe3yabTaTOB aHAJIN3A

8.1 TIpu BBISABICHUH CHIBOPOTOK, COMHHUTENILHO pearnpyronmx B MDA, npoBecTH IONOJHUTENIRHOE HcciaenoBanne B MDA «mapHbIX» Ipod
(y’Ke MMEIOLIMXCS ¢ COMHHTEIBHBIMH pe3ynbraraMd MDA ¥ B3STHIX MOBTOPHO OT 3THX K€ XKUBOTHBIX uYepe3 2 HeIelM MOCJe MPEIblIyIiero
HCCIIeTIOBAHMS).

8.2 JKuBOTHBIX ¢ OTPHILATEILHBIMH M TOBTOPHBIMH COMHHTENBHBIMH pesyinbratamu VDA 1o MarepuaaM HCCIIEIOBaHHN MapHBIX MO0
CUMTAIOT Ha JAHHBIIl MOMEHT SITH300THYECKH HE ONMACHBIMK B OTHOLICHUH JIHCTEPHO3A.

8.3 Ilpu BBIIBICHHH CHIBOPOTOK KPOBH JKMBOTHBIX C IIOJOXKUTENBHBIMH pe3ynbratamMu VDA mpoBOAST NIPOTHBOSIHM300THIECKHE
MEPOMPHUSTHUS COTTIACHO CYIIECTBYIONINM BETEPUHAPHBIM IIPaBHIIaM, KaCarOIIMMCS JINCTEPHO3a.

Opraamzanus - pazpadorunk: OO0 HIID «Cubdouorect» copmectno ¢ THY UOBCu/IB Poccenbxo3akaneMun.

Opraamzanus - npousBoauTeas: OO0 HIID «Cubouorect».



