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Ha6op nuarnocTuyeckuii 1Jisl BbISIBJIEHUS MHANBUAYATbHBIX clielu(puyecKux aHTuTes kiacca G
K 0akTepusiM poaa Jersinia B cbIBOpoTKe (MJIa3Me) KPOBH IVIOTOSTHBIX (C00aK, KOIIEK)
UMMYHO(pepMeHTHBIM MeToioM (M DA)

HHCTPYKIUA 11O IPUMEHEHHIO

1. O6uue cBegeHUs
1.1. Hacrosimas HHCTpYKIHMs pacrpoctpansercs Ha «Mepeunns -1gG-antutena Iliotosaabix M®A» — HaGop AMATHOCTHUECKHE Ui
BBISIBJICHUS] MHIMBHIYaIbHBIX CrielHIecKuX aHTUTen Kinacca G k Oakrepusm pona Jersinia B ChIBOPOTKe (ILTa3zMe) KPOBU IUIOTOSAHBIX (CO0aK,
KolIIeK) UMMyHO(bepMeHTHBIM MeToioM (UDA).

2. CocTtaB u hopMa BBITyCKA
HaGop BKIIogaeT ciemyromue KOMIIOHEHTHI:
IMoaucTuposioBblii 96-TyHOUYHBII NIaHIIET ¢ a[COPOHUPOBAHHOM B JIyHKaX IUIaHIIETa CMECHIO CIICHU(UUECKHX aHTUTeHOB Jersinia — ouH;
®Diakon Nel. @ochaTHo-coseBoii Oydepublii pacTBop ¢ TBUHOM (PCB-T) — npo3pavHas, clierka onaleciupyromas, 0eCiBeTHAs KUIAKOCTh, 26
i — 1 drakos;
®aakon Ne2. Pazpoasinmii 6ydepusiii pactBop aust ceiBopoTok (PBP-C) — npo3padHas onangecuupyomas )KHUAKOCTh (GHOIETOBOTo IBeTa, 12 Mi
— 1 ¢nakon;
®akon Ne3. PacTBOp KOHBIOraTa, KOHBIOTHPOBAHHOIO ¢ mepokcnaa3oii xpena (PKr- G) — npo3pauHas onajaeciupyomas XUIKOCTh KPaCHOTO
uBeta, 12 it — 1 drakos;
®aakxon Ned. [lonokuTETBHBI KOHTPOIBHBIH 06pa3en (K+) — MHaKTHBHPOBaHHAsI CBIBOPOTKA KPOBH JKMBOTHBIX, COZlepKallas crenuduieckne
anrurena kiacca G k Gakrepusm poja Jersinia, kpacuoro msera, 1,5 i — 1 dakon;
®aakon Ne5. OrpuuareibHbIii KOHTpOJbHbIA o0pa3zey (K-) — WHaKTHBHpOBaHHAs CHIBOPOTKA KpPOBH JKMBOTHBIX, HE COJepiKarias
crierUUECKUX aHTUTEN K GakTepusiM poaa Jersinia — mpo3padnasi, cjerka onajaeciupyoIasi, )XUIKOoCTh JKEJITOTo 1BeTa, 2,5 Mt — 1 ¢uiakow;
®aakon Ne6. Xpomoren — terpamerniaden3snaun — cyoerpat (TMB—cy6eTpar) — GecruBeTHast WM CBETIIO-XKENTOTO IBETA JKUIKOCTB, 12 M — 1
(akoH;
®aakon Ne7. CTon-peareHT — Ipo3pavHast OeclBeTHast )KUAKOCTh, 6 MiI — 1 (urakoH.

3. YnakoBka

3.1. KommoneHTsl Habopa pac(acoBHIBAIOT B IUIACTUKOBBIE, TEPMETHYHO YKYIOPEHHBIE (IAKOHBI COOTBETCTBYIOIIEH BMecTUMOCTH. Ha
(brakoHaX ¢ KOMIIOHEHTaMH JIOJDKHBI OBITh 3THKETKH C YKa3aHMEM: OpraHM3allK — IIPOU3BOIUTENS M €r0 TOBAPHOTO 3HaKa, HOMEpa KOMIIOHEHTa,
HaUMCHOBaHHs KOMIIOHEHTA, KOJIMYECTBa BO (hIakoHEe, HOMepa CepuH, CpPOKa rOJHOCTH (Mecsl] rox). I1oNMuCcTHPOIIOBhIi TUIAHIIET YKYHOPHBAIOT B
WHIMBHAYATbHBIH (DOJTBTUPOBAHHBIN TMOJMITHICHOBBI MakeT C BIArONOINIOTHTEIEM M CHA0XAIOT JTHKETKOH C yKa3aHHEM: OpraHH3alud —
MPOU3BOJIUTENS M €r0 TOBapHOTO 3HAKa, HAMMEHOBAHHS aHTHUIeHa, COPOMPOBAHHOTO B JIyHKaX IUIAHIIETa, HOMEpa CEPUH, CPOKA IOTHOCTH (MecsI]
rox).

3.2. KoMItoHeHTH Ha0Opa YIaKOBaHEI B KapTOHHBIE KOPOOKU ¢ HAMYUEM THE3]I WIH MEPErOpoIoK, 00ECTIEYNBAIOIINX ETOCTHOCTD (PIIAKOHOB.
Ha kopoOke Jo/pKHA OBITH 3THKETKA C yKa3aHHEM: OpPraHHM3alliM — MPOU3BOAMTENS U €ro TOBApHOrO 3HaKa, MOJIHOTO Ha3BaHMS Habopa, HoOMepa
CepuH U KOHTPOJI Habopa, CpoKa TOAHOCTH (MecsIl, TOJ), YCIOBUI XpaHeH!st U 00o3HaueHus TY. B kaxmyto KOpoOKy BKJIAJBIBAIOT HHCTPYKIIUIO 110
MIpUMEHEHHIO Habopa.

3.3. Habop nuarHocTHYECKMid paccunTaH Ha 96 onmpenenenmii, BKIrodas KOHTPOJIbHBIE 00pasnbl. KoMmoHoBKa Habopa JOMyCKaeT BO3MOKHOCTh
JIPOGHOTO MCIOIb30BAaHMUsI KOMIIOHEHTOB JUISl IPOBEICHUS HECKOJIBKUX UCCIIEJOBAHMIT IO Mepe MOCTYIICHNs OHONIOrHYeCKOro MaTepHana.

3.4. Cpok rogHOCTH KOMIOHEHTOB Habopa — 18 MecsIeB OT AaThl H3TOTOBIICHUS TIPU XPaHEHUH HX B CyXOM, TEMHOM MECTe TIPH TEMITEpaType OT
2 no 8 °C. 3ampelieHo cMeIUBaTh KOMIIOHEHTH HA0OPOB Pa3HBIX CEPHd U UCIIOIB30BaTh HAOOP 10 UCTEUEHNH cpoka ronHocTH. He momyckaercest
3aMopakMBaHHe KOMIIOHEHTOB.

Ilpy HapyLIIEHMH LEJIOCTHOCTH M YKYHOPKH ()JIaKOHOB, YIAKOBKH IUIAHIIETa, M3MEHECHHH LBETA COJEPKUMOrO, HAJIMYHUS MOCTOPOHHHX
npUMeced, NpU OTCYTCTBMM OJTHKETOK, a TakkKe B CJIydac HEHCIIOJNB30BaHHA B MpeleiaX CpoKka TOAHOCTH HabOp BHIOPACHIBAIOT, a
UMMyHOCTIeIH(DHUUECKIE KOMIIOHEHTHI 00€33apaXUBAIOT KUISTYeHHEM B TeueHue 15 MuH. Hencronp3oBaHHBIC IUIAHIIETHI Ae3MHGUUUPYIOT B 3%
pacTBOpe XJIOpaMHHa.

4. Mepsbl Tn4YHOM NPOPUIAKTHKH

4.1. HecMoTps Ha TO, 4TO Habop amarHocTHueckmii «Mepcunns -lgG-anturena Ilnotosaueix MDAy SBISETCS MOTHOCTHIO OHOTOTHYCCKH
0e30macHOH, ¢ Heif clieyeT 00paIaThes, Kak ¢ MOTEHIMAIBHO HH(EKIIMOHHBIM MaTepPUaIoM:

- HE IUIETUPOBATh PACTBOPHI PTOM,

- paboTaTh B MepYaTKax PE3NHOBBIX;

- BCE UCIIOJIb30BaHHBIC MaTepHUaibl MO/ABEpraTb 00paboTKe pacTBOPOM CHHPTA ITUIIOBOTO ¢ 0OBEMHOI oJeit 76 % niu pacTBOpOM BOJOpOJa
HepeKHcH ¢ MaccoBOM foneit 6 % c mocieayromeil BEIIEPKKOH IpH KOMHATHOM TemIiepaType He MeHee 2 4.

PaboTy ¢ XMMHYECKUMU KOMITIOHEHTaMH Habopa cieayeT MPOBOIUTH C COOJIOZCHHEM MpaBHI TEXHUKH Oe3omacHocTu. [Ipu momagaHum ux Ha
KOXY WJIM CIU3UCTBIE O0OJIOYKH PEKOMEHAYETCs HPOMBIBATH MOPaKEHHOE MECTO OOJBIIMM KOJMYECTBOM BOJOIPOBOJHOW BOJBL 3amperiaeTcs
HpHEM IHUIIK U BOJbI, KypeHHE B IOMELICHHUH, I/Ie IPOBOJATCS paboThI ¢ KOMIIOHEHTaMH Habopa.

5. IpuHOMN MeTOA
51 BaKTepHaHI)HI)Iﬁ AHTUI'CH, a,I[COp6Hp0BaHHLIﬁ B JIYHKaXx IIJIaHIIETA, CBA3BIBACTCA CO CHGIII/I(i)I/I'IeCKI/IMI/I AHTUTECJIaMH, IPUCYTCTBYIOIIIMMU B
CBIBOPOTKE KPOBH, B PE3YJIbTATC 4YE€I0 Q)opMpreTc;[ KOMIIJICKCA aHTUTCH-aHTUTEIIO. HOJ’Iy‘{eHHbIﬁ I/IMMyHHI)Iﬁ KOMIIJICKC BBIABJIACTCA KOHBHOI'aTOM,
Q)epMeHT KOTOpOro, mnocie IIO6aBJ'IeHI/I$I cy6CTpaTa, BbI3BIBACT PA3JIOKCHUC Cy6CTpaT-I/IHI[I/IKaTOpHOF0 pacTBOpa " 06pa3013aH1/1e PpPacTBOpUMOTo
OKpalICHHOI'0 IPOJAYKTa. HpI/I OTOM HUHTCHCHUBHOCTb OKpAaCKU pacTBOpa B JIYHKE IIPOIOPHHUOHATIbHA COACPKAHUIO aHTUTE]I B HCCICAYEMOM
MaTepuaile.
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6. ITopsiiok NpUMeHeHUs

6.1. Ins uccinenoBaHus B J1a0OPaTOPHIO AOCTABIAIOT M3 XO3SHCTB MHIMBMIYallbHbIE CHIBOPOTKH KpoBM kuBOTHBIX 0,3 — 3,0 mu
ChIBOPOTKHM MOXKHO XpaHUTh Iipu Temneparype 4 °C He 6ozee 3 cyrok uiam npu temneparype munyc 20 °C B Teuenue 5 — 50 cyTok. s moCTaHOBKH
N®DA HeoOXOAMMBI OJHO- W MHOT'OKAHAIbHBIC ABTOMATHYECKHE MHKPOIHUIETKH pPa3HbIX O0BEMOB CO CMEHHBIMH HAKOHEYHHKAMH, MEpHAs
nabopaTopHas MOoCy/a, OJHOPA30Bble BAHHOYKH Il KOMIIOHCHTOB PEaKIMH, JUCTHUIMPOBAHHAs BOJA, criekTpodoToMeTp (puzep) ¢ GUIbTpoM Ha
450 um. Ilepen Hawamom pab®oTHl IUIAHIIETHI M BCEe KOMIIOHEHTHI Habopa BbliepxkuBaloT 20 — 30 MUHYT Hpu KOMHATHOH TemIepaType.
Hewncnonp3oBaHHbIe peareHTH yOHparoT B X0JIOAWIBHUK (2 — 8 °C) cpasy xe 1ocie NPOBEACHHUs NCCICI0BAHMS.

6.2. TIpuroroBJieHHe PaGOYNX PACTBOPOB PEAreHTOB:

OCB-T — KOHIECHTPHPOBaHHbIH pacTBOp Oydepa (hnakoH Ne 1) pasBoasar B 25 pa3 TUCTHIUIMPOBAHHOM BOJOI M TIIATENHHO MEPEMEIINUBAIOT.
Jliist aTOrO CoAepKUMOe OJHOTO (hakoHa KOHIEHTpaTa (26 M) MepeHOCsAT B MEPHYIO KOJOy U JOBOIAT 00BbEM a0 650 MJI ITUCTHILTMPOBAHHON
BofoH. Eciu B KOHIEHTpaTe NpPUCYTCTBYIOT KPHCTAUIBI, TO €ro MHepel pa3BelCHHEM HArpeBaloT M TIIATENbHO B30ANTHIBAIOT. B ciydae
HCIOJIb30BAHUS OJTHOTO WJIM HECKOJIBKUX CTPHIIOB IUIAHIIETa B YUCTHIA (IakoH 0TOOpaTh HEOOXOAMMOE Ul JAHHOTO HCCIIEOBAHUS KOJIUYECTBO
coctaBHbIX 9acTeil @CB-T B cooTBeTCTBUY ¢ TaOIHULIEH:

KonndyecTBo HCTIOIB3yEMbIX CTPHUIIOB

CocTaBHBIE YaCTH

1 2 3 4 5 6 7 8 9 10 11 12
= Konuentpar
ég E“ ®CB-T, M1 2 4 6 8 10 12 14 16 18 20 22 26
© Boja AuCTUII-TMpOBaHHAs, MIT 48 96 144 192 240 288 336 384 432 480 528 624

JlommyckaeTcst XpaHUTh HEUCIIONB30BaHHBIH padounii pactBop @CB-T B Teuenue 5 cyrok B xonoaunpHuke (2 — 8 °C).

Bce ocTanbHbIe KOMIIOHEHTH HAOOPA TOTOBHI K YIIOTPEOICHHIO.

6.3. Bruumanue! OKUCISIIOLIME areHTHI, MOHBl METAJUIOB, MOIOIHE CPEACTBAa Ha mocyne MoryT pasnaratb TMB. Bo u3bexaHue JOMKHBIX
pe3ysIbTaTOB HEOOXOIUMO TIHIATEIBHO OTMBIBATH IOCYIY PACTBOPOM KHCIIOTHI CEpHOM 1 MOJIB/M MM KHCIOTHI COJSTHOM 1 MOJB/T ¢ mocieayromeit
OTMBIBKOH BOJOW AMCTUILIIMPOBAHHOM.

7. IlpoBeaeHue aHaIu3a

7.1. Ina uccienoBaHusl CHIBOPOTOK KpoBH B MDA 0oTOHpaloT HEOOXOANMOE KOJIMYECTBO CTPHUIIOB, HyMEPYIOT HX B COOTBETCTBHUH C OITHCHIO
HCCIIeyeMbIX IPo0 BOJOCTOMKMM MapKepoM H3-3a BO3MOYKHOTO BBIMAACHHS M3 PAMKH-AEPKATEIsI BO BpeMs TecTHpoBaHMs. OCTaBIIHECS CTPHIIBI
XPaHAT B MONM3THICHOBOM TIaKeTe C BIAroNorI0OTUTENeM, pu Temmnepatype 4° C.

JIys BHECEHHS KOHTPOJIBHBIX CBIBOPOTOK MOKHO HCIIONIb30BATh JIFOOBIC JIYHKH IUTaHIeTa. J{ist 3Toro B ayHKY BHecTd o 100 M K+ (dmakon Ne
4), B 1Be npyrue syHku IwaHmera — mo 100 mxi K- (pmakon Ne5). B ocranphble syHku miaHmera BHecTd 1o 80 mxn PBP-C (pnakon Ne2). Ilpu
nocmarnogxke UDA na ooHom cmpune donyckaemcs ucnonvzosams 0ns K- u K+ - no 00noil nymxe.

B ocranbubie ayHku mianmera ¢ PBP-C BHectn mo 20 MK ucclieyeMbIX CHIBOPOTOK. PacTBop mepememaTh NATh pa3 MUIETUPOBAHHUEM HE
Kacasich JiHa JIyHKH, 11BeT PBP-C nomkeH u3MeHHUThCS: TPOUCXOAUT HE3HAYUTEILHOE IIPOCBETIICHHE PacTBOpA.

IMocne BHeceHHs MPOO CHIBOPOTOK, IUIAHIIET IOMEIIAIOT B TUIACTHKOBBIN MaKeT WM HAKPbIBAIOT KpbIIKoW W HKyOupyrotT 30 mun npu 37 °C.
IMocne MHKYOAIMH JIYHKH OCBOOOXKIAIOT OT COIEPIKUMOTO PE3KMM BCTPSIXHUBAHUEM U IIATh pa3 NpoMbIBaloT padounm pactBopom PCB-T, nobasisis
kax bl pa3 mo 300 MK pacTBOpa Ha JIYHKY, M BbDKAAB omperenaeHHoe BpeMs (0T 30 cek 10 1 MUHYTHI), BRITPSXUBAIOT coep:kumoe. Bo Bpems
00paboTKH OOJBLIOTO KOJMYECTBA IUIAHIIETOB MOXKHO OCTABISITH MX C IIPOMBIBOYHBIM pacTBOpoM 10 20 MHMHYT. 3aTeM IUIAHIIET MOJCYIINBAIOT
MOCTYKMBAHUEM 10 CJIOKEHHOH B HECKOJBKO ClIOeB (HUILTpOBaNbHOI Oymare. Bo Bce mcronb3yemble JTyHKH MHKpONaHeian BHocAT mo 100 Mk
pactBopa KoHbrorara ((hakon Ne 3); MIaHIIET TOMEHIAIOT B MJIACTHKOBBIN MAKET WIIM HAKPHIBAIOT KPBINIKOW U BbIIepkuBatoT 30 muH npu 37 °C.

IMocne NOBTOPHO# MHKYOAIMM MPOBOIAT MPOLEAYPY NPOMBIBaHUS JIyHOK pabounM pactBopoM PCB-T no onmcanHo# Bhile MeToauke. [Tocne
MPOMBIBKH BO BCE HCIOJb3yeMbIe JIYHKH MHUKpomnaHean BHocAT mo 100 Mk pactBopa cydcTparta (¢nakon Ne 6) u BeinepxuBatoT 30 MUHYT ipu 37
°C B temHoTe. [lo MCTeYEHHMIO YKa3aHHOTO BPEMEHH PEaKIMI0 OCTAHABIMBAIOT J00aBICHHEM B Ka)XKIYIO HCIOJb3YyeMyIOo JyHKY mo 50 MK crom-
pactBopa (¢makon Ne 7).

7.2. OneHKa pe3yJIbTaTOB PeaKIHu:

Pesyneratet UPA peructpupytor Ha crekrpodoromerpe. Ontuueckyto mmioTHocTh (OIT) m3MepsitoT B IBYXBOJNHOBOM pexxume 450 HM.
otHocutenbHO 630 HM. HyneBoli ypoBeHb («OaHK») 337al0T IO BO3IyXy. Pe3ynbTaThl yYHTHIBAIOT TOJIBKO B TOM Ciydae, €ciM B JyHKax ¢ K-
cpennee 3Hauenue OI1 (OIIK-) ve 6onee 0,2, a pa3nuna cpeanux 3Hauenuit Mmexay (OIIK+) u (OIIK-) npessimaer 0,35.

PaccuutsiBator OIlkpur. mo Gopmyrre:

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

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

Ecnu 3HaYeHHe ONTHYECKON IUIOTHOCTH HCClieayeMoro obpasia He mpebiiiaet 0,3 — To pe3yabTar aHamm3a cuutaoT otpuuareibHbiM (IgG
GakTepusiM poja Jersinia He onpezeneHsr).

Ecnu 3HaueHHe ONTHYECKOH INIOTHOCTH HCCcienyeMoro obpasua nonagaer B uHTepBai oT 0,3 mo 0,7 — To pe3ynbTaT aHaIM3a COMHMTEIBHbIN.
PexoMeHayeTcs MOBTOPUTH MCCIEOBaHHE TAaKOW CHIBOPOTKM, a B Clydae MOBTOPHOI'O COMHMTENIBHOIO pe3yjbTaTa IPOBECTH HCCIEIOBaHHE
CBIBOPOTKH, MOJTyYEHHOM M3 KPOBH, B3SITOH OT JAHHOTO )KMBOTHOTO MOBTOPHO 4epe3 15-30 nueit.

Ecnu 3HaueHne onTu4ecKoi IIOTHOCTH HccleayeMoro oopasia mnpessiiiaeT 0,7 — To pe3yabTaT aHaIu3a MOJ0KHUTEIbHbIH.

8. UnTepnperanus pe3y1bTATOB AHAIN3A

8.1. [Ipu BBISABICHUH CBIBOPOTOK, COMHUTEIBEHO pearupyromux B MDA, nmpoBectr nonoaauTenbHOE Hecnenoanie B UDA «mapHBIx» mpod (yxe
HUMECIOIIUXCA € COMHUTECIBbHBIMU PE3YyJIbTaTaMH DA u B3ITHIX NOBTOPHO OT 3TUX K€ JXHUBOTHBIX Y€peE3 2 HEACIN IOCJE MPEABIAYIIECTO
HCCIICIOBAHMSA).

8.2. JKMBOTHEIX ¢ OTPULIATCIBHBIMA W NOBTOPHBIMU COMHUTEJIBHBIMH PE3YyJIbTaTaMU HUDA 1o MaTepuajiamM I/ICCIIGHOBaHI/Iﬁ HapHbIX Hp06
CUHUTAKOT Ha HaHHBIﬁ MOMCHT 3IIM300THYCCKH HC OITaCHBIMU B OTHOIICHUN ﬁepCHHHO3a.

8.3. HpI/I BBISBJICHUU CBIBOPOTOK KPOBH JKMBOTHBLIX C MOJIOKUTEIIbHBIMU PE3YJIbTaTaMU DA MIPOBOJAT NPOTUBOIU300TUICCKUE MEPOTIPUATHUSAL
COTJIaCHO CYHICCTBYIOIIUM BETCPHUHAPHLBIM IIpaBUJIaM, KaCarOIINUMCs ﬁepCHHH03a.

Opraamsanus - pazpadoryuk: OO0 HIID «Cub6morect» coBmectro ¢ THY NDBCu/IB Poccenbxo3akanemun.

Opraaunzanus - npoussoautedb. OO0 HII® «Cubbuorecty.



