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Ha0op nuarnocruveckuii
JJIS1 BBISIBJICHUS] MHIMBUIYAJIbHBIX clenu(puyeckux aHTuTea Kiacca G
K 0axTepusm poaa Helicobacter B coiBopoTKe (I/1a3Me) KPOBH IJIOTOSITHBIX (CO0AK, KOIIEK)
UMMYHO(pepMeHTHBIM MeToaoM (M DA)

HUHCTPYKIMUA ITIO IPUMEHEHHWIO

1. O0mue cBegeHUus
1.1 Hacrosimast HHCTpyKUUsl pacmpocTpansiercsi Ha «Xemukobakrep -19G- anturena Ilnorosianbix UPA» — HaboOp AMATHOCTHYCSCKUMA IS
BBISIBJICHWSI MHIMBHAYaJIbHBIX Crielpuueckux aHTuten Kmacca G x Gakrepusm poma Helicobacter B ceiBopoTke (mmasme) KpOBH ILIOTOSTHBIX
JKUBOTHBIX (CO0aK, KOIIeK) HMMYHO(epMeHTHBIM MeTo oM (U DA).

2. CoctaB u (popMa BbIyCKA
HaGop BimovaeT cieayomne KOMIOHEHTHI:
ToMCcTHPOIOBBIA 96-TyHOUHbIH IUIAHIIET C aICOPOMPOBAaHHON B JIyHKax IUIAHIIETA CMEChio crerupuueckux anturenos Helicobacter sp. —
OJlUH;
®daakon Nel. @ochaTHo-coneBoii Oydepublit pactBop ¢ TBHHOM (®CB-T) — npo3pauHasi, cierka onajiecuupyromas, 6eCiBETHAS KUIKOCTh, 26
i — 1 ¢rakoH;
®aaxon Ne2. Pazponsiumii 0ydepusiii pactop ais ceiBopoTok (PBP-C) — nmpo3paunas onaiecuupyomas )uaKocTb HHOJIIETOBOTO IBeTa, 12 M
— 1 ¢nakon;
®aaxon Ne3. PacTBOp KOHBIOraTa, KOHBIOTHPOBAHHOTO ¢ mepoxcnaa3oii xpena (PKr- G) — npo3spaunas onajgecuupyomast )HIKOCTh KPacHOTo
nBera, 12 mi — 1 ¢uakoH;
®aaxon Ned. [TonokuTeTbHBIH KOHTPOIBHBIH 06pa3en (K+) — HHaKTHBHpOBaHHAs! CHIBOPOTKA KPOBH JKHBOTHBIX, COZlepKallas crenuduieckne
anrurena Kiacca G k 6akrepusim poxa Helicobacter, xpacuoro msera, 1,5 M — 1 ¢uiakow;
®aakon NeS. OrpuuaresbHblii KOHTPOJBbHbINA oOpasen (K-) — WHaKTHBHpOBaHHAas CHIBOPOTKA KPOBH JKMBOTHBIX, HE COJepKalias
crieruuyeckux aHTuTeN K GakrepusiM poga Helicobacter — nmpospaunas, ciierka omnanecuupyroniasi, >KUIKOCTh JKEITOro IBETa, 2,5 Mit — 1 (uiakoH;
®daakon Ne6. XpomoreH — terpamerniioen3uant — cyocrpat (TMB-cydcTpaT) — OecuiBeTHas MM CBETJIO-XKENTOTO I[BETA KHIKOCTh, 12 Mt — 1
(nakow;
®aaxon Ne7. CTon-peareHT — Ipo3pavHast OeclBeTHas )KUIKOCTh, 6 MII — 1 (I1akoH.

3.YnakoBka

3.1 KomnoHeHTH HaboOpa pac(acoBBIBAIOT B IUIACTUKOBEIC, T€PMETHYHO YKYMOPEHHBIE (IIAKOHBI COOTBETCTBYIOIIEH BMecTHMOcTH. Ha
(akoHax ¢ KOMIIOHEHTaMH JOJDKHBI ObITh 3THKETKH C yKa3aHHEM: OpPraHM3alliM — IMPOU3BOAUTENS M €ro TOBAPHOTO 3HaKa, HOMEpa KOMIIOHEHTa,
HAaWMCHOBAHHUs KOMITOHEHTA, KOJIMYECTBa BO (hiakoHe, HOMEpa CepuH, CpOKa rOJHOCTH (Mecsl rox). I1oMucTHPOIIOBEIi TUIAHIIET YKYHOPHBAIOT B
HHIMBUIYalIbHBIA (DOJIBIUPOBAHHBIN MOJIMATHICHOBBII MAKeT C BIArONMOIJIOTHTEIEM M CHAa0XaOT A3THKETKOW C YKa3aHHEM: OpraHH3allud —
TIPOU3BOJIUTENS M €r0 TOBAPHOTO 3HAaKa, HAMMEHOBAHMUs aHTUTeHa, COPOMPOBAHHOTO B JIyHKaX IUIAHIIETa, HOMEPa CEPHH, CPOKa FOJHOCTH (MecsI]
TOx).

3.2 KommoneHTsl Habopa ymnakoBaHBl B KAPTOHHBIE KOPOOKU ¢ HAJMYHEM THE3] WM TIEPETOPOAOK, 00ECTICUNBAIOIINX HEIOCTHOCTD (DIIAKOHOB.
Ha xopoOke JOoJDKHa OBITH ITHKETKA C YKa3aHHEM: OpPraHH3allid — IPOM3BOAMTENS M €ro TOBapHOTO 3HaKa, MOJHOTO Ha3BaHMs Habopa, HoMepa
CepUH U KOHTPOJIS Habopa, CpOKa TOAHOCTH (MeCSI], TOM), YCIOBUH XpaHeHHs U 0003HaueHns TY. B kaxaylo KOpoOKY BKIAIBIBAIOT HHCTPYKIIUIO 110
TIpUMEHEHU0 Habopa.

3.3 Habop mmarHocTHYeCKUi paccuuTaH Ha 96 ompenenenmii, BKIIIOYas KOHTPOJIBbHBIE 00pasibsl. KoMmoHOBKa HabOpa JOMyCKaeT BO3MOKHOCTD
JPOOHOTO MCITIOIB30BaHMS KOMIIOHEHTOB IS IPOBEACHHUS HECKOJIBKUX UCCIIEIOBaHUH 110 Mepe MOCTYIUICHUs OMOJIOTHYECKOTr0 MaTepHana.

3.4 Cpox ToIHOCTH KOMIIOHEHTOB Habopa — 18 Mecs1eB OT JaThl H3TOTOBJICHUS MIPH XPAaHEHUH UX B CYXOM, TEMHOM MECTE IIPH TeMIepaType oT
2 no 8 °C. 3ampenieHo cMeIUBaTh KOMIIOHEHTH HA0OPOB PAa3HBIX CEPHid U MUCIIOIB30BaTh HAOOP 10 UCTEUEHUH Cpoka ronHocTH. He momyckaerces
3aMoOpaKHBaHHe KOMIIOHEHTOB.

Ilpy HapyIIeHMH LENOCTHOCTH M YKYHOPKH (JIaKOHOB, YIAKOBKHM IUIAHIIETA, W3MEHEHHHM LBETa COAEPKUMOrO, HAJUYHsS MOCTOPOHHHX
nmpUMecel, TpPH OTCYTCTBHM OTHKETOK, a TaKKe B CIydae HEHCIIOJb30BaHHS B IpejeiiaX CpOKa TOJHOCTH Habop BbIOPACHIBAIOT, a
HMMYyHOCTIEIIH(IIECKIEe KOMIIOHEHTHI 00€33apaXMBaloT KUITIeHHeM B TedeHHne 15 mmH. Hemcnons3oBaHHBIE IUIaHIIETH! Ae3nHGUIUpPYOT B 3%
pacTBOpe XJIOpaMHHa.

4. Mepsb! Tu4YHOH NPOPUIAKTUKH

4.1 HecmoTpst Ha TO, 4to Habop amarHocthuyeckuii «Xenmkodaktep -1gG- anturena Ilnorosigubix UMDA» sBisieTcs MOIHOCTHIO
Ouosornueckn 6e30MacHoOM, ¢ Hell cieayeT o0paIaThes, Kak ¢ MOTSHIMAIBHO HH(EKIIMOHHBIM MaTepHaIoOM:

- HE IUIETUPOBATh PACTBOPHI PTOM,

- paboTaTh B mepYaTKax pe3nHOBbIX;

- BCE HCITOJIb30BaHHBIC MAaTEPUAIIBI TIOABEPraTh 00pabOTKEe PaCTBOPOM CIIMPTa STHIOBOTO € 00BEMHOMU moJieit 76 % Wi pacTBOPOM BOAOpOIA
IIEPEKUCH ¢ MacCoBOM mouieil 6 % c mocienyromeil BEIAep kKO TpU KOMHATHOM TeMIlepaType He MeHee 2 4.

PabotTy ¢ XumMH4YeCKUMH KOMIIOHEHTaMH Habopa cieqyeT MPOBOAUTH C COOMIOJCHUEM MpaBM TeXHUKU Oe3omacHoctu. [Ipu momajanum ux Ha
KOXY WJIH CIU3HCTBIE 000JIOYKH PEKOMEHIYeTCsl MPOMBIBATh MOPAKEHHOE MECTO OOJBLIMM KOJMYECTBOM BOAONPOBOAHON BOABL 3ampelaercs
IPHEM MUY U BOABL, KypeHHE B TOMELICHHH, I7Ie IPOBOSTCS pabOThl C KOMIIOHEHTaMH Habopa.

5. IpuHMO MeTOaA



5.1 BakTepuaybHEI aHTHTeH, aAcOPOMPOBAHHBIA B JTyHKaX IUIAHINIETA, CBS3BIBACTCS CO CIENM(PHUESCKIMHI aHTHUTEIAaMH, IIPHCYTCTBYIOIINMH B
CBIBOPOTKE KPOBH, B Pe3yJbTaTe 4ero (opMUpYeTCsl KOMIIEKCa aHTHIeH-aHTuTeNno. [1omydeHHbI IMMYHHBIH KOMIDIEKC BBISBIISIETCS KOHBIOTATOM,
(epMeHT KOTOpOTO, Tocie NoOaBieHUs CyOCTpaTa, BBI3BIBACT Pas3JIoKEHHE CyOCTpaT-MHAMKAaTOPHOTO PacTBopa M 0Opa3oBaHHE PAaCTBOPHMOTO
OKpAIlIEHHOTO0 MNpoAykTa. Ilpm 3TOM HMHTEHCHBHOCTb OKPACKH PAacTBOpa B JIyHKE IPONOPLHOHATBHA COACPKAHUIO AHTUTEN B HUCCIECLYEMOM
MaTepHae.

6. ITopsAaaoK NMpUMeHeHUst

6.1 lns uccrnenoBaHusi B 1a00OpaTOPUIO JOCTABISIIOT WHAMBHIYalbHbIE CHIBOPOTKH KpoBHU XHBOTHBIX 0,3 — 3,0 mi. ChIBOPOTKH MOXKHO
xpaHuTs npu Temmneparype 4 °C He 6onee 3 cyrok unu npu temneparype munyc 20 °C B tedenue 5 — 50 cyrok. i noctanosku UDA HE0OX0TUMBI
OJIHO- M MHOTOKaHaJbHbIe ABTOMATHYECKHE MHKpPOIHIIETKH Pa3HbIX 00BEMOB CO CMEHHBIMM HAKOHEYHMKaMH, MEpHas J1a0opaTopHas mocyna,
OJIHOpa30BbIe BAHHOYKH [UIsl KOMIIOHEHTOB PeaKkLuy, AUCTUILTUPOBAHHAs BOa, criekTpodoTometp (puaep) ¢ puisrpom Ha 450 um. [epen Hauanom
paboTHl TIAHIIETHI M BCE KOMIOHEHTH Habopa BbimepxkuBaioT 20 — 30 MUHYT Hpu KOMHATHOH Temmeparype. Heucmonb3oBaHHBIE peareHThI
yOupatoT B XxonoauibHUK (2 — 8 °C) cpasy e mocie IpoBEICHUS UCCIICIOBAHUS.

6.2 TIpuroroBJieHue paGoYNX PaCTBOPOB PEAreHTOB:

OCB-T — KOHUECHTPUPOBaHHbIH pacTBOp Oydepa (hakon Ne 1) paszBoasar B 25 pa3 JUCTHLIMPOBAHHOW BOZOH U TIIATENBHO MEPEMEIINBAIOT.
s 3TOrO CconepKUMOe OAHOTO (akoHa KOHLEHTpara (26 MII) HEpeHOCAT B MEPHYIO KOIOy H IO0BOAAT 00BEM 10 650 MII IUCTHITMPOBAHHOMN
Bomoid. Ecny B KOHIEHTpaTe IpPHCYTCTBYIOT KpPHCTAUIBL, TO €ro Iepel pa3BeJeHHEM HAarpeBaloT M TINATENbHO B30aiThIBalOT. B ciyudae
UCHOJIb30BAHUS OJJHOTO WJIM HECKOJIBKUX CTPHUIIOB IUIaHIIETA B YUCTHIH (h1akoH 0TOOpaTh HEOOXOAMMOE Ul JAHHOTO MCCIEIOBAHUS KOJINYECTBO
coctaBHbIX yacTeil @CB-T B cOOTBETCTBUM C TaOIHLIEH:

KonnuecTBo ncnosap3yeMbIX CTPUIIOB
Cocrasmnic HacTu 1 2 3 4 5 6 7 8 9 10 11 12
R Konuenrpar
§ i OCET. 2 4 6 8 10 12 14 16 18 20 22 26
© -
o Bona macTin 48 96 144 | 192 | 240 | 288 | 336 | 384 | 432 | 480 | 528 | 624
HI/IpoBaHHa}I, MIT

JlomyckaeTcsi XpaHUTh HEUCTIONB30BaHHKIH padounii pactBop @CB-T B Teuenne 5 cytok B xonoamisHuKe (2 — 8 °C).

Bce ocranbHble KOMIOHEHTHI HA00pa TOTOBHI K YIIOTPEOICHHIO.

6.3 Brnumanue! OKUCISIIOLIME areHTHI, HOHBI METAJUIOB, MOIOIIME CpPEACTBA Ha mocyae MoryT pasmaratb TMB. Bo u30exaHue J0KHBIX
pe3yabpTaTOB HEOOXOAMMO THIATEIFHO OTMBIBATh MOCYAY PACTBOPOM KHCIOTHI CEpPHON 1 MOJIB/I MIIM KHCIOTHI COMSTHOM 1 MOJB/JI ¢ mocieayromeit
OTMBIBKOM BOJON AUCTHWIIIIMPOBAHHOM.

7. IlpoBegeHue aHaIM3a

7.1 Jlnsa mccnenoBaHusi CHIBOPOTOK KpoBH B VMDA oTOuparoT HeoOXoIuMMOe KOJHYECTBO CTPUIIOB, HyMEPYIOT HX B COOTBETCTBHH C OIIHUCHIO
HCCIIelyeMBbIX P00 BOJOCTOMKAM MapKepoM H3-3a BO3MOXXHOTO BBINAJICHUS M3 PaMKH-JIep)KaTels BO BpeMsl TecTupoBaHus. OCTaBIIMECS CTPUIIBI
XPAHAT B IIOJHATHICHOBOM IIAKETE C BIATONOIIOTHTEIEM, TIpH TeMmeparype 4° C.

JIyis BHECEHHST KOHTPOJILHBIX CHIBOPOTOK MOKHO HCITOJIb30BATh JIFOOBIC JIYHKH IUTaHIeTa. J{is aToro B myHky BHecTd o 100 Mk K+ (¢pmakon Ne
4), B nBe apyrue syHkH ruianmera — mo 100 mxit K- (¢duakon NeS). B ocranbHble styHkH 1miaHmera BHecTH 1o 80 mxut PBP-C (dnakon Ne2). [lpu
nocmarnoske UDA na oonom cmpune oonyckaemcst ucnoawv3oeams oas K- u K+ - no oowuoti ayuxe.

B ocranbubie nynku miaHmera ¢ PBP-C Baectn mo 20 Mk vccnenyeMbix ChIBOPOTOK. PacTBop mepememiath MATh pa3 MUINETUPOBAHHEM, HE
Kacasch Ha JyHKH, 11BeT PBP-C nomkeH n3MeHNThbCA: IPOUCXOAUT HE3HAUUTEIBHOE IPOCBETIICHUE pacTBOpa.

IMTocne BHeceHHs MPOO CHIBOPOTOK, IUIAHIIET ITIOMENIAIOT B ITACTUKOBBIN MaKeT WM HAaKPhIBAIOT KpBIKOW U nHKyOoupyrotT 30 mun npu 37 °C.
ITocne MHKYOAUUK JIYHKH OCBOOOXKIAIOT OT COJEPKUMOTO PE3KHM BCTPSIXUBAHHEM M IISITh pa3 MPOMBIBaOT pabounm pactBopoMm OCB-T, nodasisis
Kax bl pa3 mo 300 MK pacTBOpa Ha JIYHKY, M BbDKJaB omnpezaeneHHoe BpeMs (0T 30 cek 10 1 MMHYTBI), BBITPIXHUBAIOT cojepxkuMoe. Bo Bpems
00paboTKH OOJBIIOr0 KOJMYECTBA IUIAHIIETOB MOYKHO OCTaBIISITh MX C MPOMBIBOYHBIM pacTBOpoM 10 20 MUHYT. 3aTeM IUIAHIIET IOJCYIIHBAIOT
MOCTYKHUBAHUEM IO CJIOKEHHOH B HECKOJBKO CIIOEB (HMIBTPOBAILHOW Oymare. Bo Bce mcHosb3yeMble JIyHKH MUKpOMaHend BHOCAT mo 100 Mk
pactBopa KoHbrorata ((iakon Ne 3); MIaHIIET MOMEIIAIOT B IIACTUKOBBIM MaKeT WK HAKPBIBAIOT KPBIIIKON U BeIAepkuBaroT 30 MuH mpu 37 °C.

ITocne MOBTOPHOM MHKYOAIMU MPOBOJT NMPOLIEAYPY MPOMBIBaHUS JIyHOK pabounm pactBopoM PCB-T no onmcanHol Beiie Merosuke. [locne
MPOMBIBKH BO BCE MCIOJIb3yeMbIe TYHKH MHUKpomaHenu BHOcAT mo 100 mki pactBopa cybctpara (¢uiakon Ne 6) u BeigepskuBatoT 30 MUHYT nipu 37
°C B temHOTe. [10 MCTEUCHUIO YKa3aHHOTO BPEMEHH PEaKIMIO0 OCTAHABIMBAIOT J00AaBICHHEM B KaXKIYIO HCIIOJIb3YEeMYyIO JYHKY 1o 50 MK cTorl-
pactBopa (¢akon Ne 7).

7.2 OneHka pe3yJIbTaTOB PeaKIHHU:

Pesynbratst UDA peructpupytor Ha crekrpodortomerpe. Ontuueckyto miotHocTh (OIT) m3MepsioT B IBYXBOJHOBOM pexnme 450 HM
otHocuTenbHO 630 HM. HyneBoii ypoBeHb («ONaHK») 33/al0T MO BO3AYXY. Pe3ynbTaThl yYMTBIBAIOT TOJBKO B TOM Cllydae, eciii B JyHKax ¢ K-
cpennee 3nauenue OIT (OI1K-) e 6osee 0,2, a pasuuiia cpeanux 3Hauenuit Mexay (OITK+) u (OITK-) npepbimaer 0,35.

PaccunteiBarot Ollkput. mo Gpopmyse:

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

rae OIIK-(cp.) — cpennee 3Hauenue OIl (OIIK-) mo nBym myHKaM.

Ecny, 3HadYeHHe ONTHYECKOM IUIOTHOCTH HcciienyeMoro obpasima He mpebimmaer OIl KpuT. — To mpoOy CUMTAOT Hepearupyromeid Ha
XenukobakTepro3. VIHBIMH ClIOBaMH, pe3yJIbTaT aHAIM3a CYUTAIOT OTPHUIATEIIBLHBIM.

Ecnmu 3HaueHHWe ONTHYECKOM IUIOTHOCTH HccieayeMoro obpasma mnpesbimmaer OIIKpuT. — TO mnpoOy CUMTAIOT pearupyromeid Ha
XenmuKkoOaKkTepro3.

Opranunzanus - pazpadorunk: OOO HIID «Cubbuorect» coBmectHo ¢ 'HY UDBCu/IB Poccenbxo3akagemun.

Opraunmnsanus - nponsBogutesnb: OO0 HIID «Cubdduorecty.



