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Habop nnarnocruyeckmni
AJ1s1 BbISIBJIEHUS] MHAUBHAYAJIbHBIX crienuuyecKkux aHTuTen kiacca G
K 0axTepusim poaa Brucella B coiBopoTke (m1a3Me) KPOBH IJIOTOSAHBIX (CO0aK, KOIIEK)
UMMYHO(pepMeHTHBIM MeToaoM (M DPA)

HHCTPYKIMUSA ITO IPUMEHEHUIO

1. O6mue cBeneHus
1.1 Hacrosmas wHCTpyKnms pacnpoctpansercs Ha «bpymenna -1gG-antntena ILnorossanbix UMPA» — HaOOp AMArHOCTHUYECKUH [UIS
BBISIBJICHUS MHMBHIYaJIbHBIX cHeluuueckux aHTuTed Kinacca G k Gakrepusm poxa Brucella B coiBopoTke (m1a3me) KpoBH IUIOTOSAHBIX (CO0aK,
KOIIIeK) UMMyHO(pepMeHTHBIM MeToioM (VDA).

2. CocTaB u hopMa BBIMYCKA
HaGop BrIIouaeT cieyromune KOMIIOHEHTHI:
IMoancTuposIoBbIii 96-TyHOUYHBII NUIAHILET C a[COPOUPOBAHHOI B JIyHKAX IUIaHIIETa CMEChI0 crienidryeckux antureHoB Brucella — onum;
®Diakon Nel. @ochaTHo-coseBoii Oydepublii pacteop ¢ TBUHOM (PCB-T) — npo3paunas, clierka onaleciupyromas, 0eCiBeTHAs KUIKOCTh, 26
i — 1 ¢rakon;
®aaxon Ne2. Pazpoasinmii 06ydepusiii pactBop aust ceiBopoTok (PBP-C) — npo3paunas onangecuupyromas )HUAKOCTh (HHOIETOBOTO IBeTa, 12 M
— 1 ¢nakon;
®akon Ne3. PacTBOp KOHBIOraTa, KOHbIOTHPOBAHHOIO ¢ mepokcnaa3oii xpena (PKr- G) — npo3pauHas onajgeciupyoas XUIKOCTh KPaCHOTO
uBeta, 12 it — 1 drakos;
®aaxon Ned. [lonokuTENBHBII KOHTPOIBHBIH 06pa3en (K+) — MHaKTHBHPOBaHHAsI CBIBOPOTKA KPOBH JKMBOTHBIX, COZlepKallas crenuduieckue
anTHTena kinacca G k 6akrepusm pona Brucella, kpacHoro 1Bera, 1,5 Mt — 1 dnakos;
®aakon Ne5. OTpuuaTe/bHbI KOHTPOJbHbIA o0pazen (K —) — WHaKTUBHpOBaHHAs CHIBOPOTKA KPOBH JKMBOTHBIX, HE COJepiKarias
cnenupUUECKUX aHTUTEN K OakTepusM pona Brucella — mpo3paunasi, ciierka onajaeciupyoIas, >KUIKOCTh JKEJITOro IBeTa, 2,5 Mt — 1 ¢akoH;
dyakon Ne6. XpomoreH — TetpaMeTuiioen3uau — cyocrpar (TMB —cy6ceTpar) — OGecriBeTHas MM CBETIIO-)KENITOTO 1BETA KHUIKOCTh, 12 M — 1
(nakow;
®akon Ne7. CTon-peareHT — npo3pavyHas OeClBETHAS KUAKOCTh, 6 M1 — 1 (IIakoH.

3.YnakoBka

3.1 KomnonenTsl Habopa pac(hacoBBIBAIOT B IUIACTHKOBBIE, T'E€PMETHYHO YKYIOPEHHBIE (IAKOHBI COOTBETCTBYIONIEH BMecTHMOCTH. Ha
(brakoHax ¢ KOMIIOHEHTaMH JIOJDKHBI OBITh 3THKETKH C YKa3aHMEM: OpraHM3allK — IIPOU3BOIUTENS M €r0 TOBAPHOTO 3HaKa, HOMEpa KOMIIOHEHTa,
HaUMCHOBaHHs KOMIIOHEHTA, KOJIMYECTBA BO (hIaKkoHEe, HOMepa CepuH, CpPOKa rOJHOCTH (Mecsl] rox). I1oNMuCcTHPOIOBhIi TUIAHIIET YKYyHOPHBAIOT B
WHIWBHAYATbHBIH (DOJBTUPOBAHHBIN MOJMITHICHOBBIH MakeT C BJIArONOINIOTHTEIEM M CHA0XAIOT JTHKETKOH C yKa3aHHEM: OpraHU3aluh —
MPOU3BOJIUTENS M €r0 TOBapHOTO 3HAKa, HAMMEHOBAHHs aHTHUI€Ha, COPOMPOBAHHOTO B JIyHKaX IUIAHIIETa, HOMEpa CEPUH, CPOKA TOTHOCTH (MecsI]
rox).

3.2 KommoHeHTs! Habopa yrakoBaHBl B KAPTOHHBIE KOPOOKH C HaJMYMEM THE3] WM TEePEropoaoK, 00eCTIeunBaIOIINX EJIOCTHOCTh (PJIAKOHOB.
Ha kopoOke Jo/bKHA OBITH 3THKETKA C yKa3aHHEM: OpPraHM3alliM — MPOU3BOAMTENS U €ro TOBApHOrO 3HaKa, MOJIHOTO Ha3BaHMS Habopa, HOMepa
CepuH U KOHTPOJI Habopa, CpoKa TOAHOCTH (MecsIl, TOM), YCIOBUI XpaHeH!st U 00o3HaueHus TY. B kaxmyto KOpoOKy BKJIQJBIBAIOT HHCTPYKIIUIO 110
NPUMEHEHHIO Habopa.

3.3 Habop nuarHocTH4ecKuii paccuutaH Ha 96 onpenesneHuii, BKIoyas KOHTpoJIbHbIe 00pasipl. KoMmoHOBKa HaOOpa J0MycKaeT BO3MOXKHOCTb
JIPOOHOTO MCIOJIb30BAaHHUST KOMITIOHEHTOB JUISl IPOBEICHUS HECKOJIBKUX UCCIIEJOBAHMIT TI0 Mepe MOCTYIJICHUs] OHONIOTHYECKOro MaTepHaa.

3.4 Cpok TroJJHOCTH KOMIIOHEHTOB Habopa — 18 Mecs1eB OT JaThl H3TOTOBICHHS NIPU XPAHEHHH UX B CyXOM, TEMHOM MECTE TIPH TeMIepaType oT
2 5o 8 °C. 3ampemnieHo cMeIInBaTh KOMIIOHEHTBI HAOOPOB Pa3HbBIX CEpHil M HCIOIb30BaTh HAOOP MO UCTEUYCHUH cpoka rogHocTd. He pomyckaercs
3aMopakMBaHHe KOMIIOHEHTOB.

Ilpy HapymIEHHH LEJIOCTHOCTH M YKYHOPKH ()JIaKOHOB, YIAKOBKH IUIaHIIETa, M3MEHEHHH LBETA COJEPKUMOrO, HAJIMYUS MOCTOPOHHHX
npUMeced, NpU OTCYTCTBMM OJTHKETOK, a TakkKe B CJlIydac HEHCIIOJNB30BaHHA B MpeleiaX CpoKa TOAHOCTH HabOp BHIOPACHIBAIOT, a
UMMyHOCTIeIH(DHUUECKIE KOMIIOHEHTHI 00€33apakUBAIOT KUIsTYeHHEM B TeueHue 15 MuH. Hencronp3oBaHHBIC IUIAHIIETHI Ae3MHGUUUPYIOT B 3%
pacTBOpe XJIOpaMHHa.

4. Mepnbl TH4YHO# NPOPUIAKTHKH

4.1 Hecmotpst Ha TO, uTOo Habop auarHoctuueckuii «bpyuemna -IgG-anturena Ilnorosmueix MDA sBiseTcss MOJIHOCTBIO GHOJOTHYECKH
0e30macHOH, ¢ Heil clieyeT 00paIaThes, Kak ¢ MOTEHIMAIBHO HH(EKIIMOHHBIM MaTepPUaIOM:

- HE MUIETUPOBATh PACTBOPHI PTOM,

- paboTaTh B epYaTKAX PE3UHOBBIX;

- BCE HCIIONb30BaHHBIE MaTepHaibl MOABEPraTh 00paboTKe pacTBOPOM CHHMPTa STUIIOBOTO ¢ 0OBEMHOM Hoieit 76 % nnu pacTBOPOM BOJOpPOIA
MIEPEKUCH C MAacCcoBOil moineit 6 % c mocneayronieit BEIIEPKKOM TP KOMHATHOHM TeMIepaTrype He MeHee 2 U.

Paboty ¢ xumMu4eckuMH KOMIIOHEHTaMH Habopa clieqyeT MPOBOAUTH C COOIIOICHUEM NPaBUI TEXHUKH Oe3omacHocTH. IIpu momamanmu mx Ha
KOXY WM CIM3UCThIE OOOJOUKH PEKOMEHIYeTCS MPOMBIBATH MOPAXEHHOE MECTO OONBIIMM KOJIMYECTBOM BOJOMPOBOIHOHM BOJBI. 3ampeliaeTcs
MIPUEM TNUIIH U BOJBI, KypeHHe B TIOMEILEHUH, TA€ IPOBOAATCSA pabOThl ¢ KOMIIOHEHTaMHU Habopa.

5. IpuHOMN MeTOA
51 BaKTepHaHI)HI)Iﬁ AaHTUI'CH, aI[COp6Hp0BaHHBIﬁ B JIYHKax IUIaHIIETa, CBA3BIBACTCA CO CHCHI/I(bI/I‘IeCKI/IMI/I AHTUTCIIaMU, NPUCYTCTBYIOIIIUMU B
CBIBOPOTKE KPOBH, B PE3YJIbTATC 4YE€I0 Q)opMpreTc;[ KOMIIJICKCA aHTUTCH-aHTUTEIIO. HOJ’Iy‘{eHHbIﬁ I/IMMyHHI)Iﬁ KOMIIJICKC BBIABJIACTCA KOHBIOI'aTOM,
Q)epMeHT KOTOpOro, mnocie IIO6aBJ'IeHI/I$I cy6CTpaTa, BbI3BIBACT PA3JIOKCHUC Cy6CTpaT-I/IHI[I/IKaT0pHOI‘O pacTBOpa " 06pa3013aH1/1e pacTBOpUMOIo
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OKpallIeHHOTro mnpoxaykra. Ilpu 5TOM HMHTEHCHBHOCTb OKpPAcKM pacTBOpa B JIyHKE HPONOPLUOHAIbHA COIEPHKAHUIO AHTUTEI B UCCIECLYEMOM
MaTepuaie.

6. ITopsiiok NpuMeHeHUs

6.1 {ns ucciienoBaHusi B 1a00OpaToOPUI0 JOCTABISIIOT WHAWBUAYalbHbIE CHIBOPOTKH KpoBU XHUBOTHBIX 0,3 — 3,0 mi. ChIBOPOTKH MOXXHO
xpaHuTh npu Temrepatype 4 °C He 6omee 3 cyrok unu npu temneparype munyc 20 °C B Teuenue 5 — 50 cyrok. st moctanoBku DA He0OX01UMBbI
OJJHO- ¥ MHOTOKaHaJbHbIE aBTOMATHYECKUEC MHKPOIHUIIETKH Pa3HbIX OOBEMOB CO CMEHHBIMH HAKOHEYHMKAMH, MEpHas JabopaTopHas Mocyna,
OTHOPA30BbIe BAHHOYKH 11 KOMIIOHEHTOB Peaklny, IUCTUILIUPOBaHHAsI B, criekTpodoromerp (puaep) ¢ ¢puiastpom Ha 450 uMm. Ilepen Hauamom
paboThl IUIAHIIETHI M BCE KOMIOHEHTHI HaOopa BblaepxkuBaioT 20 — 30 MHMHYT Ipu KOMHATHOH Temmeparype. Heucrmonb3oBaHHBIE peareHThI
yOuparioT B XxonoIuisHUK (2 — 8 °C) cpasy ke mocje NpoBeICHUS HCCIICT0BaHUS.

6.2 IlpuroroBiieHHe pado4YHuX PACTBOPOB PEATeHTOB:

OCB-T — KOHIECHTPHPOBaHHbIH pacTBOp Oydepa (hnakoH Ne 1) pasBoasar B 25 pa3 AUCTUIUIMPOBAHHOW BOAOW M TIIATENBHO MEPEMEIIUBAIOT.
Jliist aTOrO CoAepKUMOe OJHOTO (h1akoHa KOHIEHTpaTa (26 M) MepeHOCsAT B MEPHYIO KOJOy M JOBOIAT 00BbEM a0 650 MJI IUCTHILTMPOBAHHON
BoZoW. Ecnu B KOHIGHTpaTe MpPUCYTCTBYIOT KpPHCTAUIBL, TO €ro Iepel pa3BeJeHHEM HArpeBaloT M TINATENbHO B30aiThIBalOT. B ciyudae
HCIOJIb30BAHUS OJTHOTO WJIM HECKOJIBKUX CTPHIIOB IUIAHIIETa B YUCTHIA (IakoH 0TOOpaTh HEOOXOAMMOE Ul JAHHOTO HCCIIEOBAHUS KOJIUYECTBO
coctaBHbIX gacTeit @CB-T B cooTBeTCTBUH ¢ TaOIHULIECH:

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

CocTaBHBIE YaCTH

Konuenrpat
OCB-T, M

Bona aucTuimpoBaHHast, M 48 96 144 192 240 288 336 384 432 480 528 624

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

O0BeMm,
MJT

JlomyckaeTcst XpaHUTh HEUCIIONBb30BaHHbIH pabounii pactBop ®CB-T B Teuenune 5 cyTok B xonoaunpHuke (2 — 8 °C).

Bce ocTanbHbIe KOMIIOHEHTH HAOOPa TOTOBHI K YIIOTPEOICHHIO.

6.3 Brnumanue! OKUCISIONINE areHTHI, MOHBI METAIUIOB, MOIOIIME CPEICTBA Ha Mmocyae MoryT pasinarate TMB. Bo u3bexanue I05KHBIX
pe3yIpTaToB HEOOXOAMMO THIATETHHO OTMBIBATh MOCYIY PACTBOPOM KHCIOTHI CEPHOH 1 MOJB/T MM KHCIOTHI CONMSTHOW 1 MOJB/T ¢ Hmociemyromeit
OTMBIBKOH BOJOW AMCTUILIIMPOBAHHOM.

7. IlpoBeaeHue aHaIu3a

7.1 Jlna mccrenoBaHusl CHIBOPOTOK KpoBU B DA oTOHparoT HE0OX0IMMOe KOJIMYECTBO CTPUIIOB, HyMEPYIOT HX B COOTBETCTBHHU C OIHCBHIO
HCCIIeTyeMbIX P00 BOJOCTOMKAM MapKepoM H3-3a BO3MOYKHOTO BBIAACHHS M3 PAMKH-AEPKATEIsS BO BpeMs TecTHpoBaHMs. OCTaBIIHECS CTPHIIBI
XPaHAT B MONM3THICHOBOM TIaKeTe C BIArONOrIOTUTENeM, pu Temnepatype 4° C.

JInst BHECEHHST KOHTPOJIBHBIX CBIBOPOTOK MOKHO HCITOJIb30BATh JIFOOBIC IYHKH IUTaHIeTa. J{is atoro B iyHky BHecTH Mo 100 Mk K+ (paakon Ne
4), B 1Be apyrue nyHku IaHmera — mo 100 mxin K- (pnakon Ne5). B ocranbHble yHkH miaHmera BHecTH o 80 mxin PBP-C (pnakon Ne2). Ilpu
nocmanosxke UDA na oonom cmpune oonyckaemcs ucnonvzosams 0ns K- u K+ - no o0noil nymxe.

B ocranbubie ayHku mianmera ¢ PBP-C Buectn mo 20 MK ucclienyeMbIX CHIBOPOTOK. PacTBop mepememaTh NSATh pa3 MUIETHUPOBAHUEM HE
Kacasich AHa JyHKH, 11BeT PBP-C nomkeH n3MeHUThCS: IPOMCXOAUT He3HAUUTEIbHOE IIPOCBETICHUE PpacTBOpa.

IMocne BHeceHHs MPOO CHIBOPOTOK, IUIAHIIET MOMEIIAIOT B TIACTHKOBBIN MAaKeT WM HAKPhIBAIOT KPBIIKOW W HHKYyOupyroT 30 muH mpu 37 °C.
IMocne MHKYOAIMH JIyHKH OCBOOOXKIAIOT OT COEPIKUMOTO PE3KMM BCTPSIXHUBAHUEM U ISITh pa3 MPOMBIBAOT padounM pactBopoM PCB-T, nodasisis
kax /bl pa3 mo 300 MK pacTBOpa Ha JIYHKY, M BbDKJAaB omnpezneneHHoe BpeMs (0T 30 cex 10 1 MHHYTBHI), BRITPSIXUBAIOT coaepkumoe. Bo Bpems
00paboTKH OOJBLIOTO KOJMYECTBA IUIAHIIETOB MOXKHO OCTABISITH MX C IIPOMBIBOYHBIM PacTBOpoM 10 20 MHUHYT. 3aTeM IUIAHIIET MOJCYNIHBAIOT
MOCTYKMBAHUEM IO CJIOKEHHOH B HECKOJBKO CIIOEB (HIBTPOBaNbHOM Oymare. Bo Bce mcnonb3yemble JTyHKH MHKponaHend BHocAT mo 100 Mk
pactBopa KoHbrorara ((hakon Ne 3); MIaHIIET TOMENIAIOT B MJIACTHKOBBIN MAKET WIIM HAKPHIBAIOT KPHIIIKOH U BbIIepxkuBatoT 30 muH mpu 37 °C.

IMocne NoBTOPHO# MHKYOAIMK MPOBOIAT MPOLEAYPY MPOMBIBaHU JIyHOK pabounm pactBopoM ®CB-T no onucanHoi# Bbiie MeTouke. [Tocne
MPOMBIBKH BO BCE HCIOJb3yeMbIe JIYHKH MHKpomnaHean BHocAT mo 100 Mk pactBopa cydcTtparta (¢akon Ne 6) u BeiaepkuBaror 30 MuHyT ipu 37
°C B temHoTe. 1o MCTEYEHHMIO YKa3aHHOTO BPEMEHH PEaKIMIO0 OCTAHABIMBAIOT J00aBICHHEM B Ka)XIYIO HCIOJb3YyeMyIo JyHKY mo 50 MK crom-
pactBopa (¢makon Ne 7).

7.2 OueHka pe3yJbTaTOB pPeaKIUN:

Pesynbratel DA peructpupytor Ha cnekrpodoromerpe. Onrtuyeckyio mioTHocTh (OIT) m3mepsioT B JBYXBOJHOBOM pexume 450 HM.
oTtHocuTenbHO 630 HM. HyreBoit ypoBeHb («OnaHK») 3a7aloT MO BO3AyXY. Pe3ynbTaThl yuHTHIBAIOT TOJNBKO B TOM Cilyyae, €ciM B JyHKax ¢ K-
cpennee 3nauenne OIT (OITK-) ve 6onee 0,2, a pa3nuna cpeanux 3Hauenuit Mmexay (OIIK+) u (OIIK-) npessimaer 0,35.

PaccuursiBarot OIlkpur. mo ¢popmyre:

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

rae OIIK-(cp.) — cpennee 3Hagenue OII (OIIK-) mo aBym iyHKam.

Ecnu 3HaueHHe ONTHYECKOW IUIOTHOCTH HCClieyeMoro obpasua He mpebiiraet 0,3 — T0 pe3yabTar aHammu3a cuutaroT otpuuareiabHbiM (IgG
OpylLiesie He OIPe/IeIICHBI).

Ecnu 3HaueHHe ONTHYECKOH INIOTHOCTH HCclenyeMoro oopasua nomnagaer B uaTepBai oT 0,3 mo 0,9 — To pe3ynbTaT aHaaM3a COMHMTENIBHBIN.
PexoMeHIyeTcs MOBTOPUTH MCCIEOBAaHHE TAaKOW CHIBOPOTKM, a B Clydae MOBTOPHOI'O COMHMTENIBHOTO pe3ylbTaTa IPOBECTH HCCIEIOBAaHHE
CBIBOPOTKH, MOTy4EHHOH M3 KPOBH, B3SITOM OT JAHHOTO )KMBOTHOTO MOBTOPHO 4yepe3 15-30 nueit.

Ecnu 3HaueHne onTu4ecKoi IIOTHOCTH HccneayeMoro oopasia mnpessiiaeT 0,9 — To pe3yabTaT aHalIu3a MOJ0KUTENbHbIH.

8. UuTepnperanus pe3yJbTaTOB aHAJIU3A

8.1. Ilpu BBIABICHHH COMHUTEIBHO pearupyromux B MPA HeoOX0IUMO MPOBECTH OMOIHHUTENBHOE MccinenoBanue B MDA «mapHBIX» 1pob
(y’Ke UMCIOUIMXCS C COMHUTEIBHBIMH pe3yibraraMid MDA U B3ATHIX MOBTOPHO OT JTHX K€ JKUBOTHBIX 4epe3 2 HEAENH MOCNE TPEABITYIIEro
WCCIICIOBAHNS).

8.2. )KMBOTHBIX C OTPHLATEIBHBIMH W TIOBTOPHBIMH COMHHUTEIBHBIMU pesynbTaramu MDA 1mo MarepmanaM HCCIETOBaHUM MapHBIX TPoO
CYHTAIOT Ha JIJAHHBII MOMEHT 3MU300THYECKH HE OIACHBIMU B OTHOIIICHHHU OpyIeiiésa.

8.3. B ciydae mONOXKUTENBHOTO pPE3yJibTaTa PEKOMEHAYETCS MPOBEICHUE MPOTHBOOPYJICIUIEIHBIX MEPONPHATHI COTJIACHO CYIIECTBYIOIINM
BETCPUHAPHBIM IIPABHJIaM, KACAIOIMMCS YKA3aHHOU OOJIC3HH.

Opraamsanus - pazpadoryuk: OO0 HIID «Cub6morect» coBmectro ¢ THY NOBCu/IB Poccenbxo3akanemun.
Opraamn3anus - npoussoauteab. OO0 HII® «Cubcbuorecty.



