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Ha0op nuarnocruveckuii
71l BHISIBJICHUS] MHAUBUIYATbHBIX cienupuuecKux aHTures kiacca G
K 0axTepusm Listeria monocytogenes B cbiBOpoTKe (IJ1a3Me) KPOBHU TPHI3yHOB
UMMYHO(pepMeHTHBIM MeToAoM (MDA)

HHCTPYKIUA 11O IPUMEHEHHIO

1. O6ue cBegeHUs
1.1 Hacrosimass uHCTpYyKIHs pacrnpoctpansiercs Ha «JIucrepus -1gG-antutena U®A BET» — Habop IMArHOCTHYECKUil Ui BBIIBICHUS
MHIMBHAYATbHBIX crielpuyeckux antuten kiacca G k Gakrepusim poaa Listeria monocytogenes B ceiBopoTke (M1a3me) KpOBU TPHI3YHOB (MBIIICH,
KPBIC, MOPCKHX CBHHOK, XOMSKOB, IIHHIIHII, KPOJIMKOB U Ap. )XUBOTHBIX OTPsIAa IPBI3yHb) IMMYHOGepMeHTHBIM MeTogoM (IDA).

2. CocTaB u hopMa BBITyCKA
HaGop BKIIouaeT ciemyromue KOMIIOHEHTHI:
IMoancTHposIoBbIi 96-1yHOUHBIN MJIAHLIET C acOPOMPOBAHHBIM B JIyHKaX IUIaHIIETa BUIOCcendHyeckuM aHnTureHom Listeria monocytogenes
— OJIUH;
Diakon Nel. @ochaTHo-coseBoii Oydepubiii pacTsop ¢ TBUHOM (PCB-T) — npo3pavnas, clierka onaleciupyromas, OeCBETHAS KUIKOCTh, 26
i — 1 drakos;
®aakon Ne2. Pazpoasinmii 6ydepusiii pactBop aust ceiBopoTok (PBP-C) — npo3pauHas onanecuupyromas )KHUAKOCTh (GHOIETOBOTo IiBeTa, 12 M
— 1 ¢nakon;
®akon Ne3. PacTBOp KOHBIOraTa, KOHBIOTHPOBAHHOIO ¢ mepokcnaa3oii xpena (PKr- G) — npo3spauHas onajgecuupyomas )XUIKOCTh KPaCHOTO
nBera — | ¢urakon, 12 mi,
®aakon Ned. [lonokuTeTbHBIH KOHTPOIBHBIH 06pa3en (K+) — MHaKTHBHPOBaHHAsI CBIBOPOTKA KPOBH JKMBOTHBIX, COZlepKallasl crienuduieckue
anrurena kiacca G k 6akrepusim Listeria monocytogenes, kpacHoro ngera, 1,5 Mt — 1 ¢uakow;
®aakon Ne5. OrpuuarebHblii KOHTpOJbHbIA o0pa3zey (K-) — HHaKTHBHpOBaHHAs CHIBOPOTKA KpPOBH JKMBOTHBIX, HE COJepiKarias
criennduyueckux aHTHTEN K Gaktepusim Listeria monocytogenes — mpo3pauHasi, clierka oraleciupyromas, )HUIKOCTh KEeJNToro nsera, 2,5 mia — 1
(nakoH;
®akon Ne6. XpomoreH — TeTpaMmeTwiioen3uau — cyéerpar (TMB —cy6ceTpar) — OGecriBeTHas MM CBETIIO-)KENITOTO [BETA KHUIKOCTh, 12 M — 1
(nakoH;
®aakon Ne7. CTon -peareHT — Ipo3paydHasi OeclBeTHas )KHIKOCT, 6 M — 1 ¢iiakoH.

3.YnakoBka

3.1 KomnonenTsl Habopa pac(hacoBBIBAIOT B IUIACTUKOBBIE, T'€PMETHYHO YKYIOPEHHBIE (IIAKOHBI COOTBETCTBYIOUIEH BMecTHMOCTH. Ha
(brakoHaX ¢ KOMIIOHEHTaMH JIOJDKHBI OBITh 3THKETKH C YKa3aHMEM: OpraHM3alliK — IIPOU3BOIUTENS M €r0 TOBAPHOIO 3HaKa, HOMepa KOMIIOHEHTa,
HaUMCHOBaHHs KOMIIOHEHTA, KOJIMYECTBa BO (lakoHEe, HOMepa CEepHH, CpOKa TOJHOCTH (Mecsl rox). [ToNuCcTUpOIOBHIi IUIAHIIET YKYIIOPHBAIOT B
WHIMBHAYATbHBIH (DOJBTUPOBAHHBIN MOJMITHICHOBBIH MakeT C BJIAroNOINIOTHTEIEM M CHA0XAaIOT JTHKETKOH C YKa3aHHEM: OpraHH3aluH —
MPOU3BOJIUTENS M €r0 TOBapHOTO 3HAKa, HAMMEHOBAHHS aHTHUI€Ha, COPOMPOBAHHOTO B JIYHKaX IUIAHIIIETa, HOMEpa CEPUH, CPOKA IOTHOCTH (MecsI]
rox).

3.2 KommoHeHTs! Habopa yIakoBaHBI B KAPTOHHBIE KOPOOKH C HaJIMYMEM THE3] MM TIEPEropOIO0K, 00eCTIeYHBAIONINX IIETIOCTHOCTE (DIIAKOHOB.
Ha kopoOke Jo/pKHA OBITH 3THKETKA C yKa3aHHEM: OpPraHHM3alliM — MPOU3BOAMTENS U €ro TOBApHOrO 3HaKa, MOJIHOTO Ha3BaHMS Habopa, HoMepa
CepuH U KOHTPOJI Habopa, CpoKa TOAHOCTH (MecsIl, TOM), YCIOBUI XpaHeH!st U 00o3HaueHus TY. B kaxmyio kKopoOKy BKIaJBIBAIOT HHCTPYKIIUIO T10
MIpUMEHEHHIO Habopa.

3.3 Habop aumarHocTHyecknil paccuuTaH Ha 96 ompenesnenuii, BKIto49as KOHTPOJIbHBIE 00pa3nbl. KoMmoHOBKa Habopa JOMyCcKaeT BO3MOKHOCTh
JPOGHOTO MCMOJIb30BAaHUsI KOMIIOHEHTOB JUIsl IPOBEICHUS HECKOJIBKUX UCCIIEOBAHMIT IO Mepe MOCTYIUICHHS! OMOJIOTMYECKOro MaTepuara.

3.4 Cpox romHOCTH KOMIIOHEHTOB Habopa — 18 MecsIeB OT AaThl H3TOTOBIICHHS NIPU XPAHEHHH UX B CYXOM, TEMHOM MECTE IIPH TEMIIEpAType OT
2 no 8 °C. 3ampemieHo cMeIMBaTh KOMIIOHEHTH HA0OPOB PAa3HBIX CEPHI U UCIIONB30BaTh HAOOP IO UCTEUCHUH cpoka rogHocTH. He momyckaercest
3aMopakMBaHHe KOMIIOHEHTOB.

Ilpy HapymIEeHMH LEJIOCTHOCTH M YKYHOPKH (JIaKOHOB, YNAKOBKH IUIAHINETa, W3MEHEHHWH LBETa COAEPKUMOTO, HAJIUYHUS MOCTOPOHHHX
npUMecedl, TpU OTCYTCTBMM OJTHKETOK, a TaKKe B CJlIydae HEHMCIIOJB30BaHHA B MpeAelaX CpoKa TOJHOCTH Habop BhIOPACHIBAIOT, a
HMMYHOCTIEIM(UIECKIEe KOMIOHEHTHl 00€33apaKUBAOT KHUIITYeHHeM B TedeHne 15 muH. Hewmcmomp3oBaHHBIE IUTaHIIETH Ae3HHGUIUPYIOT B 3%
pacTBOpe XJIOpaMHHa.

4. Mepnbl Tn4HOI NPOPUIAKTHKH

4.1 Hecmotps Ha TO, uTO Habop auarHoctuueckuii «JIncrepus -1gG-antntenia U®A BET» siBisieTcs! OJHOCTHIO OMOJIOTHUECKH O€30MacHOM,
¢ Heli cneyer o0palaThes, Kak ¢ MOTSHIMATbHO HH()EKIIMOHHBIM MaTepUaIoM:

- HeE NUNETHPOBATh PACTBOPHI PTOM,

- paboTaTh B MepYaTKaX PE3UHOBBIX;

- BCE WCIOJIb30BaHHBIC MaTEPUAITBI TOBEPTraTh 0OPAOOTKEe PaCTBOPOM CIHPTA STUIOBOTO C 00BEMHO#T moJeh 76 % Wix pacTBOPOM BOJIOPOIA
HepeKHcH ¢ MaccoBOM foneit 6 % c mocieayromeil BEIIEPKKON TP KOMHATHOM TemIiepaType He MeHee 2 4.

PaboTy ¢ XMMHYECKUMU KOMITIOHEHTaMH Habopa cieayeT MPOBOJIUTH C COOMIOACHHEM MpaBWII TEXHUKH Oe3zomacHocTu. [Ipu momamaHum Mx Ha
KOXY WJIM CIU3UCTBIE O0OJIOYKH PEKOMEHAYETCsl NPOMBIBaTh MOPAKEHHOE MECTO OOJBLIMM KOJMYECTBOM BOIONPOBOAHOW BOJBL 3amperiaeTcs
IpHEM ITHIIH U BOJbI, KypeHHE B IOMEILICHHUH, I7Ie IPOBOJATCS paboThI ¢ KOMIIOHEHTaMH Habopa.

5. IpuHOMN MeTOAA
51 BaKTCpPIaHBHBIﬁ AaHTUI'CH, aI[COp6Hp0BaHHBIﬁ B JIYHKax IUIaHIIETa, CBA3BIBACTCA CO CHeHI/Iq)I/I‘IeCKI/IMI/I AHTUTEJIaMU, PUCYTCTBYIOIIIMMHU B
CBIBOPOTKE KPOBH, B PE3YJIbTATE 4YE€T0 q)OpMI/IpyeTCSI KOMIIJICKCA aHTUTCH-aHTUTEIIO. HOJ’Iy‘IeHHHﬁ I/IMMyHHBIﬁ KOMIIJICKC BBIABJIACTCA KOHBIOIaTOM,



(depMeHT KOTOpOro, Iocie NoOaBlIeHUs CyOcTpaTa, BBI3BIBAET PA3JIOKEHHE CYOCTpaT-MHAMKATOPHOTO PacTBopa M 00pa3oBaHME PacTBOPUMOTO
OKpallIeHHOro mnpoxaykra. Ilpu 5TOM HHTEHCHBHOCTb OKpPACKM pacTBOpa B JIyHKE HPONOPLUOHAIbHA COIEPHKAHUIO AHTUTEI B UCCIECLYEMOM
MaTepuaie.

6. ITopsiiok NpUMeHeHUs

6.1 Jlna uccnenoBaHMs B JIaOOPATOPMIO JOCTABISAIOT M3 XO3SHCTB MHAMBUAYaJbHBIE CHIBOPOTKH KpoBH >xuBOTHBIX 0,3 — 3,0 mu
ChIBOPOTKH MOYKHO XpaHUTh Iipu Temneparype 4 °C He 6onee 3 cyTok win npu temmneparype munyc 20 °C B redenue 5 — 50 cyTok. {1 moCTaHOBKH
HN®PA HeoOXOAMMBI OJHO- W MHOT'OKAaHAJIbHBIC ABTOMATHYECKHE MHKPOIHUIETKH pa3sHBIX OOBEMOB CO CMEHHBIMH HAKOHEYHHKAMH, MEpHas
nabopaTopHas MOoCy/a, OJHOPA30Bble BAHHOYKH 11 KOMIIOHCHTOB PEaKIMH, JUCTHUIMPOBAHHAs BOJA, criekTpodoToMeTp (puzep) ¢ GHIbTpoM Ha
450 um. Ilepen Hawamom pab®oTHl IUIAHIIETHI W BCE KOMIOHEHTHI Habopa BbliepxkuBaloT 20 — 30 MUHYT Hpu KOMHATHOH TemIepaType.
Hewncnonb3oBaHHbIe peareHTH yOHparoT B X0JIOAWIBHUK (2 — 8 °C) cpasy xe mocie NpOBeACHHUs NCCICI0BAHMS.

6.2 TIpuroroBjieHue padoYnX PacCTBOPOB PEATeHTOB:

OCB-T — KOHIECHTPHPOBaHHbIH pacTBOp Oydepa (hnakoH Ne 1) pasBoasar B 25 pa3 AUCTHIUIMPOBAHHOW BOAOW U TIIATENBHO MEPEMEIINUBAIOT.
Jliist aTOrO CoAepKUMoe OJHOTO (h1akoHa KOHIEHTpaTa (26 M) MepeHOCAT B MEPHYIO KOOy W JIOBOAAT 00BEM 10 650 MII AMCTHILIMPOBAaHHON
BoZoH. Eciu B KOHIEHTpaTe MpPUCYTCTBYIOT KPHCTAUIBL, TO €ro Iepel pa3BeJeHHEM HarpeBaloT M TINATENbHO B30aiThIBalOT. B ciyudae
HCIOJIb30BAHUS OJTHOTO WJIM HECKOJBKUX CTPHIIOB IUIAHIIETa B YUCTHIA (IakoH 0TOOpaTh HEOOXOAMMOE Ul JAHHOTO HCCIIEIOBAHUS KOJIUYECTBO
coctaBHbIX 9acTeil @CB-T B cooTBeTCTBUY ¢ TaOIHULIECH:

KonnyecTBo HCTIOIb3yEMBIX CTPHUIIOB

CocTaBHBIE YacTH

1 2 3 4 5 6 7 8 9 10 11 12
3 Konuentpar
=
g 5 ®CB-T, M1 2 4 6 8 10 12 14 16 18 20 22 26
© Bopna auctunnnpoBaHHast, M 48 96 144 192 240 288 336 384 432 480 528 624

JlomyckaeTcst XpaHUTh HEUCIIONB30BaHHBIH padounii pactBop @CB-T B TeueHue 5 cyrok B xonoamnsHuKe (2 — 8 °C).

Bce ocTanbHbIe KOMIIOHEHTH HA0OPa TOTOBHI K YIIOTPEOICHHIO.

6.3 Brnumanue! OKUCISIONINE areHTHI, MOHBl METAUIOB, MOIOIIME CPEACTBA Ha mocyae Moryr pasmaratb TMB. Bo n30exaHue JI0KHBIX
pe3yIbTaToOB HEOOXOAMMO THIATETHHO OTMBIBATh MOCYMY PACTBOPOM KHCIOTHI CEPHOH 1 MOJIB/T MM KHCIOTHI CONMSTHOW 1 MOJB/T ¢ Mociemyromeit
OTMBIBKOH BOJOW AMCTUIIIMPOBAHHOM.

7. IlpoBeaeHue anaau3a

7.1 Inst mccnenoBaHus CHIBOPOTOK KpoBU B MDA oTOuparoT HE0OXOIUMOE KOJHYECTBO CTPHUIIOB, HYMEPYIOT HX B COOTBETCTBHU C OMHCHIO
HCCIIeyeMbIX MPoO BOJOCTOMKMM MapKepoM H3-3a BO3MOXKHOTO BBIMAACHMS M3 PAMKH-AEPKATEII BO BpeMs TecTupoBaHWs. OCTaBIIHECS CTPHIIBI
XPAHAT B IONHUTHICHOBOM IAKETe C BIArONOIIOTHTEIeM, py Temmepatype 4° C.

J171s1 BHECEHHST KOHTPOJIBHBIX CBIBOPOTOK MOKHO HCIIONIB30BATh JIFOOBIC JIyHKH IUTaHIIeTa. J{is atoro B myHKy BHecTH 1o 100 mim K+ (dpaakon Ne
4), B nBe apyrue snyHku miaxmera — mo 100 mxin K- (pmakon Ne5). B ocranbhbie syHkH mianmera BHectd mo 80 mxin PBP-C (puakon Ne2). Ilpu
nocmatnogxke UDA na oonom cmpune oonyckaemcs ucnonvzosams 0ns K- u K+ - no oonoii aymnxe.

B octanpubie nyaku miaHmera ¢ PEP-C BHectn mo 20 MK HccliefyeMbIX CHIBOPOTOK. PacTBop mepeMemiaTh mATh pa3 MUNETHPOBAHHEM, HE
Kacasich AHa JTyHKH, IBeT PBP-C nomkeH H3MEeHHUThCA: IPOUCXOJUT HE3HAYUTETbHOE IIPOCBETIEHHE PACTBOPA.

ITocie BHeCEeHHUs] IPOO CHIBOPOTOK, IUIAHIIET MOMEIIAIOT B INIACTUKOBBIN MAKEeT WM HAKPBIBAIOT KPbIKOH M MHKYOHpyroT 30 MuH npu 37 °C.
[Nocne mHKyOAMU TYHKH OCBOOOKIAIOT OT CONEPKMMOTO PE3KHM BCTPSIXMBAHHUEM H ITH pa3 MPOMBIBAIOT pabounm pactBopom DCB-T, xaxabrit
pa3 TOIHOCTHIO 3alONHSASA JYHKH OydepoM, W BeDKIAB ompeneiaeHHoe BpeMs (0T 30 cek g0 1 MHHYTHI), BBITPSIXHBAIOT cojepkumoe. Bo Bpems
00pabOTKH OOJIBIIOTO KOJIMYECTBA IUIAHIIETOB MOKHO OCTABIITH MX C MPOMBIBOYHBIM pacTBOpoM 10 20 MHHYT. 3aTeM IUIaHIIET IOACYIINBAIOT
MOCTYKMBAHUEM IO CJIOKCHHOH B HECKOJBKO CIIOEB (HIBTPOBaNBHONM Oymare. Bo Bce mcmomb3yeMble JTyHKH MHKpOMaHENH BHOCAT mo 100 Mk
pactBopa KoHblorara ((akoH Ne 3); IITaHIIET TOMENIAIOT B ITACTHKOBBIH IMaKeT WM HAKPBIBAIOT KPBIIIKOW U BbIepxkuBatoT 30 muH npu 37 °C.

[oce mOBTOpHOM MHKYOAIIMU MPOBOIAT MPOIEAYPY IPOMBIBaHHS JIyHOK pabounm pactBopoM PCB-T mo ommcanHoi BhIe Metoauke. [locie
MIPOMBIBKH BO BCE HCIOJIb3YyeMbIe IYHKH MHKpomaHean BHOcAT mo 100 Mk pactBopa cydcrpata (dhiaakon Ne 6) u BeaepxuBatoT 30 MuHYT 1ipu 37
°C B temHoTe. [lo McTeUeHNIO yKa3aHHOTO BPEMEHH PEaKIMI0 OCTAHABIMBAIOT J00aBICHHEM B KaKIYIO HCIOIB3YyeMyIO JIyHKY mo 50 MK crom-
pactBopa (¢makon Ne 7).

7.2 OueHka pe3yJbTATOB PeaKIHH:

Pesynmprater UDA peructpupyror Ha cnekrpodoromerpe. Onrtuueckyro 1mioTHOCTh (OIl) m3MepsroT B OBYXBOTHOBOM pexnme 450 HM.
otHOCcUTEeNbHO 630 HM. HyneBoii ypoBeHb («ONaHK») 3a/al0T MO BO3MyXy. Pe3ynbpTaThl yUUTHIBAIOT TOJNBKO B TOM CIIydae, €Clid B JiyHKax ¢ K-
cpennee 3HageHue OIl (OIIK-) ve 6onee 0,2, a pasauna cpeaaux 3HaueHnit mexay (OIIK+) u (OIIK-) mpessrmaer 0,35.

PaccuutsBator OII kpur. mo ¢hopmyire:

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

rae OIIK - (cp.) — cpenuee 3uauenne OIT (OITK-) no aBym JIyHKaM.

Ecnu 3Ha4YeHne ONTHYECKOH IIOTHOCTH HCCiexyeMoro obpasia He npessimaer 0,3 — To pe3ynpraT aHanu3a c4uTaroT orpunareabHbiM (IgG k
6akrepusim Listeria monocytogenes e omnpeeseHsr).

Ecnn 3HageHWe onTHYeckod IIOTHOCTH HccleayeMoro obpasia momagaer B uHTepBat ot 0,3 1o 0,7 — To pe3ynbTaT aHaIW3a COMHHTEIbHBIH.
PexomeHmyeTCsl TTOBTOPHUTH HCCIEAOBAHWE TAaKOH CBIBOPOTKH, a B CIIydae IMOBTOPHOTO COMHHTEIBHOTO pe3ylbTaTa- MPOBECTH HCCIEHOBAHHE
CBIBOPOTKH, MOTy4EHHOH U3 KPOBH, B3SITOH OT JAHHOTO )KUBOTHOTO ITOBTOPHO 4epe3 15-30 nueil.

Ecnn 3HaYeHHre ONTHYECKOH ITOTHOCTH HCCIexyeMoro oopasima npessimaet 0,7 — To pe3yinbTaT aHaIn3a MOJT0KUTEIBHBIHN.

8. UuTepnperanus pe3yabTaTOB aHAIN3A

8.1 Ilpu BBISBICHUH CHIBOPOTOK, COMHHUTENBHO pearupyrommunx B MDA, npoecTu gonoiHUTeNsHOE uccienopanne B DA «mapHbIx» mpob (yxe
UMEIOIINXCS C COMHHUTENbHBIMH pe3ynpTaraMu HM®DA u B34TBIX HOBTOPHO OT 3THX K€ JKUBOTHBIX uYepe3 2 HeOenu MOcie MNPeablAyLIero
UCCIIEIOBAHMS ).

8.2 )KMBOTHBIX C OTPHUIIATENFHBIMU U TIOBTOPHBIMU COMHUTEIBHBIMU pe3ynbraTamu MDA mo matepuanam UcclieIOBaHU APHBIX POO CUUTAIOT
Ha JIaHHBI MOMEHT 3MM300THYECKH HE OMACHBIMU B OTHOILIEHUH JIUCTEPHO3A.

8.3 Ilpu BbISIBICHHU CHIBOPOTOK KPOBH KUBOTHBIX C ITOJIOXKUTENBHBIMU pe3yinbTataMi DA mpoBoAsST MPOTHBOIMNU300THIECKHAE MEPOTIPUATHS
COTJIACHO CYILLECTBYIOLIMM BETEpPUHAPHBIM ITPABUIIAM, KacalolIMMCS JIUCTEPUO3a.

Opranusamus - pazpadorunk: OO0 HIID «Cub6uotect» cormectro ¢ THY MDBCu/IB Poccenbxo3akamemMun.
Opranunzaunus - npousBoautenb: OO0 HII® «Cubouortecty.



