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OcHoeoli npu_npogedeHuu _aHanau3a sensemcs opuauHan UHCMPYKUUU Ha aHaulickoM si3biKe, 8roxeHHoU 8 Habop. Homep u
dama gepcuu opueuHasna u nepegoda UHCMpPyKUUU OO/DKHbI cogrnadamab.
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1. HABHAYEHUE
Tonbko 4ns ucnonb3oBaHusa B in-Vitro anarHoctuke. Habop npegHasHadeH ons KayecTBeHHOro onpeaerneHus aHtureHoB C. jejuni n C. coli B obpasuax
Kana u kynbtyp metogom NOA.

2. BBEOAEHME

Hapsgy ¢ canbmoHenne3om kamnunobakTeprno3 B HacTosiliee BpEMS SIBNSETCA OOHOW M3 MMaBHbIX MPUYMH Nepefarollenics Yyepes nuuly auvapeu y
nogen. 3HaunTenNbHO y4acTMBLUMECS] Crydan 3HTepuTa, Bbl3BaHHOro Campylobacter, cBsi3aHbl CO CMOCOOHOCTbIO OaKTepW pPacnpoCTPaHATLCS C
NMOMOLLbI0 Pa3fnYHbIX BUAOB XKMBOTHbIX, TAaKMX KaK AWYb, CENbCKOXO3AWCTBEHHblE U AOMAlLHME XWBOTHble (MTULbl M MnekonuTawwme). Tak Kak
Campylobacter siBnsieTcs CUMOGWOHTOM B KULLEYHOM TpakTe AOMALUHEN NTUUbI, NosiBNieHWe GakTepuin B MULLEBOM LIENU YeroBeka MPOUCXOAUT B
OCHOBHOM OT 3TWX XMBOTHbIX. OfHaKo, Apyrne NpoAyKTbl, TakMe Kak MOJIOKO, MSICHOM haplu M HanuTKu, TakkKe MOryT cTaTb MCTOYHMKaMu 3TOro
natoreHa. Campylobacter BbiensieTcs B OKpyxatLlylo cpefy B OONbLUMX KOMMYECTBAX M3 MHOXECTBA OpPraHM3MOB-X03sieB, B KOTOPbIX GakTepun
WHTEHCUBHO [ENSITCS, U, B KOHLE KOHLIOB, NMOAMN MHULMPYIOTCS Yepes 3arpsi3HEHHY0 nuLly. HenocpeacTBEHHbIA KOHTaKT ¢ AOMaLUHUMU XUBOTHBIMMU,
cTpagalowuymm oT Kamnunobaktepunosa, n dekanbHO-OparnbHbIi NyTb, B OCHOBHOM Yy MarneHbKUX AeTe, Takke SBMNATCA BO3MOXHbIMU criocobamu
pacnpocTpaHeHusi 3HTepuTa, Bbi3biBaemoro Campylobacter. WHdekumoHHas posa 500 opraHnsmoB 6GakTepuii OTHOCUTENBbHO Huska. W3
npubnuantensHo 15 n3BecTHbix BugoB Campylobacter, C. jejuni n C. coli SBNstoTCA rnaBHbIMW UCTOYHMKAMWU BO3HWKHOBEHUSI 3HTepuTta. [locne
MHKybaunoHHoro nepwoga, coctasnswowero ot 2 go 10 AHew, MHMOUUMPOBAHHBIM YeroBek 6e3 reyeHnss MoXeT ocTaBaTbCH pacnpocTpaHuTenem
MHdeKUMn 0o 4 Heaenb, NoKa NaToreH BbigensieTcs B kan. Y niofew ¢ ocnabneHHbIM UMMYHUTETOM BblAEeNeHne naToreHa MoXeT ObiTb MOCTOSHHBIM.
XoTa MHOrMe MHdekumMm MoryT npoTekatb 6eccMnToMHo, ecnu BonesHb NposiBuUnach, Nocrne NpPoapoMarnibHOro nepvoaa, KoTopblin Anutes 12-24 u,
NnosiBATCA TakWe CUMMTOMbI, Kak fuxopagka, ronosHas 6onb, 6onb B MbillLax, cycTaBax M YCTanocTb, a TakkKe TUMWUYHbIE CUMMTOMbI 3HTEpUTa —
Ovapes, 6onu n cnasmbl B xuBoTe. Kan npy avapee OT MSArKoro A0 O4eHb BOASHWCTOrO W MHOrAa COAEPXWT KpoBb. B pedkux crnyyasx nosgHuMu
cumnToMamu 3aboneBaHusi SIBNSIOTCA apTpuT U cuHapoM [uileHa-Bappe. Tepanus o6blYHO BKIOYAET NEYEHWEe CUMMNTOMOB METOAOM 3aMeLleHus]
KMOKOCTM U 3NEKTPONUTOB. JleyeHne aHTMBUOTMKaMK NPUMEHSIETCS TONbKO B TSKENbIX criydasix. [Ans ycnewwHoro KynbTMBUPOBaHUSI YyBCTBUTENBHOMO
naToreHa HeobxoanMo, 4To6bl 06pasLbl kana Obinv cBexecobpaHHBIMU U TPAHCNOPTMPOBANNUCL B OXMaXAeHHOM BUAE B MUHUMAIbHO KOPOTKUIA CPOK.
CoBpeMeHHble MeToAbl aHTUrEHHOrO NMPOBOKALIMOHHOTO TecTupoBaHus, Takne kak RIDASCREEN® Campylobacter ELISA, cneundunyHbl kK aHTUreHam
Campylobacter n o6HapyxuBatoT natoreH B obpasuax kana, gaxe ecnu bakrepum 6onee He MOryT pacTu B KynbType.

3. IPUHUMN METOAA

MmmyHodpepmeHTHbIn TecT RIDASCREEN® Campylobacter ELISA ocHoBaH Ha mpuHUMNax C3HABUY-aHanu3a C MCNOMb30BaHMEM crneunduyeckmx
aHTuTen. Ha noBepxHOCTb NMYHOK MUKpONMaHLieTa agcopbupytoT aHTuTena, cneumndunyHble K aHTureHam kamnunobaktepuit C. jejuni n C. coli. B nyHku
BHOCHT aHanuavpyemble CycrneHaun obpasuoB Kana v KOHTPONW U MHKYOMPYIOT npu KoMHaTHoW Temnepatype (20-250C). MNocne nNpombiBKW B fyHKW
pobasnstoT aHTuTena kK aHtureHam C. jejuni n C. coli, KOHbIOrMPOBaHHbIE C MEPOKCMAA30M U MHKYOUPYIOT Npyu KOMHATHOM Temnepatype (20-250C).
Ecnu B 06pasuax NnpucyTCTBYIOT aHTUreHbl kamnunobakTepuii, 06pasyeTcs CaHABUY-KOMMIEKC, B KOTOPOM aHTUreHbl HAaX0AAaTCA Mexay Teepaon dason
NYHOK U aHTUTenamu, KOHbIOTMPOBaHHLIMK C (DEPMEHTOM. He CBSi3aBLUMINCS NEPOKCUAA3HLIN KOHbIOTaT YAAnsAT Ha criedylowen cTagum npoMbIBKU.
Ecnu obpaseL, nonoxuTenbHbIA, TO NOCNEe BHECEHUS B MYHKM pacTBopa cybcTpaTa KOHbIOrMpoBaHHbIN (hepMeHT npeBpallaeT 6ecuBeTHbIA cybeTpaT B
OKpaLLeHHbI B CUHWI LBeT npoaykT. [lobaBneHne cTon-peareHTa MEHSIeT OKpacKy C CUHero uBeTa Ha enTbii. IHTEeHCMBHOCTb OKpacku NpsMo
nponopuuyoHasnbHa KOHLEHTPaLMmn aHTUreHoB kamnunobakTepuii, NPMCYTCTBYIOLLMX B oOpasLie.

4. MATEPUAIbI U PEATEHTbI, BXOOALUME B COCTAB HABOPA
Ha6op coaepxut Bce peareHTbl, Heo6xoauMble A4S BbINONHeHNUs 96 onpeaeneHnit.

96 nyHok MukponnaHLwueT: B pamKke-Aepxartene, COCTOAWMIA M3 ABeHaduaTh otaensieMbiX 8-nyHOYHbIX CTPUMOB, C
aacopbypoBaHHbIMU aHTUTENaMu, cneunduyHbIMU K aHTureHaM kamnunobakrepui C. jejunin C. Coli
100 mn Bydep Ana paseefeHns o6pa3LoB/OTpULATENLHbIN KOHTPONb: CoaepknT 3abydepeHHbIit GEnKoBbIi
pactBop NaCl. OkpalueH B rony6oi uBeT. [0TOB K MCMOMb30BaHNI0
Wash 100 mn MpombiBo4HbIN Gydep: 10-kpaTHbIN kKoHLEHTpaT. CoaepxuT 3abydepeHHbI hoccatom pacteop NaCl un
0,1%-HbI MepTHonat
Control + 1.8 mn MonoxuTenbHbIN KOHTPOINb: VIHakTMBMpOBaHHbIe bakTtepun Campylobacter. [0TOBbI K MICNONb30BaHMIO.
Conjugate 1 10 mn KoHbloraT 1: BUOTUH-KOHBIOTMPOBaHHbIE aHTUTenNa K kamnunobakTepusm B ctabunuavpytoiem 6enkoBom
pactBope. [0TOBbI kK MCNoONb3oBaHNMO. OKpalleH B ronyboi LBeT.
10 mMn Kowblorar 2: AWTMTEna K KamnunobakTepusiM, KOHBLIOrMpOBaHHbIe C NEepokcUAasoli XpeHa B
cTabunuaupytoLlem 6enkoBom pacteope. [0ToBbI K UCNonb3oBaHMio. OKpalLeH B OpaHXeBbIN LIBET.
10 mn PacTtBop cy6cTpata: [0TOB Kk Mcnonb3oBaHuio. CoaepXuT nepekncb MOYEBUHbI U TeTpaMeTUnoeHsnamH
(TMB)
6 mn CTton-peareHT: ['0TOB Kk ucnonb3oBaHuo. Coaepxut 1N cepHyto KuCnoTy

5. XPAHEHUE HABOPA

Bce peareHTbl Heobxogmmo xpaHuTb npu 2-80C M MCNONb30BaTb TOMbKO A0 MCTEYEHMS CPOKa UX FrOOHOCTU, YKA3aHHOro Ha 3TMKeTKax (PriakoHOB.
PasBefeHHbI MPOMbIBOYHLIN Bydep coxpaHseTcst B TeueHre 4 Heferb Npu xpaHeHumn npu 2-8°C. HeobXoaMMO UCKIIOYMTb MUKPOBHOE 3arpsisHeHMe.
[apaHTuiiHble 06s3aTenbLCTBA NPYM HECOOTBETCTBUM kayecTBa Habopa He y[oBEeTBOPSAIOTCA MOCie UCTEYEHUsI Cpoka ero rogHocTu. MakeT us donbrn
Heob6XOAMMO OTKPbIBaThL C MOMOLLbIO HOXHULL, HE NoBpeXaasi 3acTexKy. BepHuTe Hemcnonb3oBaHHbIE CTPUMbI B MAKeT M3 ponbru, 3aneyataiTe nakeT u
xpaHuTe ero npu 2-8°C. BecuseTHbI pacTBop cybcTpaTa HEeoBGXOAMMO XPaHWTb B 3aLUMILIEHHOM OT CBETa MecTe, yTobbl n3bexaTb Nopun unm
NosIBMEHNS OKpacku B peaynbTaTe camookucneHusi. Ecnu cybeTpat npuobpen crHee okpaluvMBaHue, 3TOT peareHT MCMoMnb30BaTh HEMb3s.



6. HEOBXOAUMOE OBOPYOOBAHUE N MATEPUAIbI, HE BXOAALLME B COCTAB HABOPA

6.1 PeareHTbl
e [lMcTunnvpoBaHHas NN AeNOHM3NpPOBaHHas Boaa

6.2 O6opynoBaHue

Mpobupku ans aHanusa

OpHopa3sosble nuneTkn (Kat. Ne Z 0001)

BopTekc (gononHutensHo; cM. pasgen 9.3)

MwukponuneTtkun Ha o6beM 50 - 100 mkn v 1 mn

MepHbIn umnuHap Ha 1000 mn

Tanmep

Mpnbop Ans NPOMbIBaHNS MUKPOMNAHLLETOB UMW MHOTOKaHanbHble nunetky (300 mkr)
MnaHweTHbIN hoTomeTp (pugep ELISA) (450 HM, Npu HEO6XOAUMOCTY [ONOMHUTENbHAS ANIMHA BOSHbI CPaBHEHUST = 620 HM)
dunbTpoBanbHas (nu nobas gpyras BnuTbiBatolas 6ymara, Hanpumep, 6ymaxHble nonoTeHua)
KoHTenHep anst otxonos ¢ 0,5%-HbIM pacTBOpOM runoxmnoputa

7. MEPbI NPEQOCTOPOXHOCTHU AN NONIb3OBATENEWN

Tonbko AN AMarHOCTWKW in vitro. OTOT TeCT OOMKEH MPOBOAUTb TONbKO XOpOoLWo 0by4yeHHbIi nabopaTopHbii nepcoHan. Heobxogumo ctporo
NpUAEPXKMBaTLCS NpaBun paboTbl B MEAULIMHCKMX TabopaTopusix U TOYHO CNeAoBaTh MHCTPYKLMM AN BbINOMHEHUS TECTUPOBaHWS.

MonoXuTenbHbIN KOHTPOIb COAEPXUT UHAKTUBMPOBAHHbIE aHTUreHbl kamnunobakTepuii. HecMoTpst Ha 37O, criegyeT NpUAepXUBaTbCs HeOBXoAMMbIX
Mep MNpefoCTOPOXHOCTM W B COOTBETCTBMM C AEWCTBYHOLMMU oduuManbHbIMA UHCTPYKUMSIMU M npaBunamy obpallaTbCs € MONOXUTENbHBLIM
KOHTpOreMm, a Takke ¢ obpasLamm NauneHTOB Kak C BELLECTBaMU, HECYLLMMMW NOTEHLMANBbHYI0 MH(PEKLMOHHYHO ONacHOCTb.

He nuneTupyvite 06pas3ubl U peareHTbl C MOMOLLbLIO pTa, He AonyckanTe Ux nonagaHus Ha Koxy u crnmsucTble. [pu paboTte ¢ obpasuamu nonb3yntech
OQHOPa30BbIMY 3alUMUTHBIMKU MepyaTkamu. [locne OKOHYaHUsi TECTMPOBaHWS TLATENbHO BbIMOWTE pyku. He Kypute, He ewbTe U He nente B
nomMeLleHun, rae pabotanu ¢ obpasLamm nauMeHToB U KOMNOHEHTamMK Habopa.

MonoxuTtenbHbIN KOHTPONb, Bydep Ans pa3BeaeHust obpasuos u KoHblorat cogepxat 0,1%-Hbin Kathon B kayecTBe koHcepBaHTa. 3TO coeAnHEHNE He
[OOIMKHO nonafaTh Ha KOXY U CIIU3UCTLIE.

MpombiBouHbIN Bydep coaepxut 0,1%-Hbln MepTHonaT B Ka4ecTBe KOHCepBaHTa. Mi3beranTe KOHTAKTOB C KOXEW U CIIN3UCTBIMU.

Mepekncb MOYEBUHBLI MOXET BbI3BaTh oxoru. Obpaluantech C peareHToM C OCTOPOXHOCTbHO.

Cron-peareHT cogepxut 1 N cepHyto kucnoTy. M3beraiite KOHTAKTOB C KOXelN U ofexaoit. Mpy nonagaHnm Ha KoXy NPOMOWTE MOPaXEHHbIA y4acTok
60NbLUMM KONMYECTBOM BOAbI.

Bce peareHTbl U maTepuanbl, UMEBLUME KOHTaKT C NMOTEHUManbHO MHMULMPOBaHHbIMKM obpasuamu, Heobxoaumo obpaboTaTe o6e33apauBarownmm
BeLLecTBamMun uUnun npoasToknasmposaTtb nNpu 1210C He meHee 1 yaca.

BHUMAHMWE: YT06bI M36exaTb 0Opa3oBaHUsi SA0BUTLIX ra3oB, nepen AoOaBNeHNEM pacTBopa FMMNOXNIOpUTa BCe OCTaTKM XXMAKOCTW, copepxaiiune
cTon-peareHT, HeO6XOAMMO HeNTpanu3oBaThb.

8. CBOP U XPAHEHUE MNMPOB

[Jo aHanusa maTtepuvan Ans TECTUPOBaHWS HEOGXOAMMO XpaHuTb npu 2-8°C. Ecnu ofpasubl He MIaHMpYT TeCTUPOBaTb B TeyeHue 3 OHe:, UX
PEKOMEHAYETCA XPaHUTL B 3aMOPOXEHHOM Buae npu - 20°C 1 Hke. CriedyeT UCKIIOYMTL MHOMOKpaTHOE MOBTOPHOE OTTaMBaHMe M 3aMOopaxuBaHue
o6pasoB. O6pasubl karna unu pekTanbHble TAaMMOHbI HE CriedyeT NepeBO3UTb B KOHTEWHeEpaXx, KOTopble codepXaT cpefbl, KOHCEPBaHTbI, CbIBOPOTKY
KPOBW >XMBOTHBIX, MOHbI MEeTansioB, OKUCMSIOWME areHTbl WU AeTepreHTbl, Tak Kak OHWM MoryT Mewwatb onpegeneHuio B Tecte RIDASCREEN®
Campylobacter ELISA. Mpu ncnonb3oBaHuy pekTanbHbIX TaMMNOHOB y6eauTechk B TOM, YTO COBpaHO AOCTaTOYHOE AMNs BbINOMHEHNS TECTA KONUYECTBO
kana (npnbnuantensHo 100 mr). MNpu nccnegoBaHMM NaUMEHTOB, HAXOAMBLUMXCSl B KOHTaKTe, 06pasupl kana Heobxoaumo bpaTtb M y nuL, Y KOTOPbIX
OTCYTCTBYHOT NpU3Haku 3aboneBaHusi, YTo6bl AEHTUDULMPOBATL BO3MOXHbLIX 6ECCUMMNTOMHbBIX HOCUTENEN.

9. NPOLEAYPA UCCNEOOBAHUA

9.1. NMpepBapuTenbHble KOMMEHTapUn

Mepen ncnonb3oBaHWeM NporpenTe Bce peareHTbl 1 MukponnaHweTsl (Plate) npyu koMHaTHOM Temnepatype (20-25°C). CTpunbl ¢ nyHKamu He cnegyeT
BblHUMaTb M3 Maketa A0 TeX Nop, Moka OHW He MPOrpeloTcsl A0 KOMHATHOW TemnepaTypbl. [lepen McCnonb3oBaHWEM BCe peareHTbl HeoGXoavMMOo
TwaresibHO nepemeluats. [ocne UCnonb3oBaHUs CTPUNbI (B 3aKPLITOM NakeTe) U BCe peareHThl crieayeT xpaHnTb npu 2-8°C. Mcnonb3oBaHHble CTpub
Henb3s aHanM3MpoBaTb NOBTOPHO. Henb3s ucnonb3oBaTb peareHTbl U CTPUMbI, €CNN UX ynakoBka Obina nospexaeHa unu ecnv dnakoHbl NogTekanu.
YT10Obl HEe OOoMYyCTUTb MUKPOOHOrO 3arpsi3HEHUsl, HYXXHO m3beraTb HenocpeaCcTBEHHOro KOHTakTa obpasLoB C KOMMOHeHTaMu Habopa. TecT Hemnb3s
NpoBOAMTb B YCIOBUSX MOMajaHusi NPSIMOro COMHEYHOro ceBeTa. Ytobbl He AOMYCTUTbL UCNapeHus B NyHKax, NiaHWeT pekoMeHAyeTCs 3aKpbiBaTb UNn
3aKnevBaThb.

9.2. MpuroToBneHue NpomMbIBO4YHOro bycdepa
OpfHy 4acTb KOHLIEHTPUPOBaHHOTO MpoMblBoYHOro Oydepa (Wash) pasBogAT AeBATbIO YacTAMM AMCTUNNMPOBaHHOW BoAbl (pa3BedeHue 1:10).
KpucTannsl B KOHLEHTpaTe Bydepa He0BXOANMO NpeaBapuTeNibHO PacTBOPUTL Ha BOAsHOM BaHe npu 37°C.

9.3. NMpurotoBneHue o6pasuos

[MomecTuTe B NnpomapkupoBaHHble Npobupkn no 1 mn 6ydepa ansa passegeHus obpasuos (Diluent 1). Habepute xuakuii kan B 04HOPa30BYO NMUMNETKY
(kat. Ne Z 0001) po BTOporo ytonuweHus (npubnuantensHo 100 MKM) M cycneHAupymTe 3TO KonuyecTBo B Oydepe Ans passefeHus obpasuos
(pa3BepeHue 1:11). Ecnu kan TBepabii, oTbepuTe 3kBMBanNeHTHoe konuuyecTtBo (okorno 50-100 Mr) ¢ momolibio LnaTens Wnv oJHOPa3oBOWA
MHOKYNSLMOHHOW NeTnu u cycneHaupynte obpasel B pacTtBope. [OMOreHusmpywte cycrneHauio kana, Habupasi u Bbinyckasi ee U3 nunetkn unm
akkypaTHO nepemeluvBas Ha BopTtekce. Mocne HebonbLIOro BpeMeHn ocefaHns MpPo3paYyHblii CynepHaTaHT CYCMeH3un Kkana MOXHO HernocpeaCTBEHHO
ncnonb3oBaTh AN TecTupoBaHusi. Ecnn npoueaypy TecTupoBaHusi NPoBOAAT Ha npubope ans VIPA, cynepHaTaHT He AOMXKeH codepxaTb Yactuy. B
3TOM Criy4ae pekomeHayeTcsi ueHTpudyrnpoatb obpasel, npu 5000 06/muH (npnbnuantensHo 2300-2500 g) B TeueHne 5 MuHyT.

9.4. NepBas MHKyGauus

lMomecTuTe B AepxaTenb He0bXoaAMMoe KONMYECTBO NyHOK. B oTaenbHble nyHkn BHecuTe no 2 kannu (100 mMkn) nonoxutensHoro kouTpons (Control +),
6ydepa ansa passeneHns obpasuos (Diluent 1 = oTpuuaTenbHbIi KOHTPONb) UMK CyCneH3un kana. 3aTeM MHKYOVpyWTe Npu KOMHaTHOW TemnepaTtype
(20-25°C) B TeueHue 60 MUH.

9.5. NpombiBKa

YT06bl MONYy4nTb NpaBuIibHblE pe3ynbTaTbl, HEOOXOAMMO TLUATENbHO MNPOBOAMTL MpOUEAypY MPOMbIBKM B MOMHOM COOTBETCTBUM C HACTOsILLEW
MHCTpYKUMen. BelecTBa, MHKYOUpyeMble B NyHKkax, HEOOXOAMMO yaansTb B KOHTEMHep Ansi OTXOA0B C Ae3NHMULMPYIOLLMM PacTBOPOM MMMOXopuTa.
Mocne aTtoro mocTyuynTe NepeBepHYTbIM MUKPOMMAHLWETOM Mo unbTpoBanbHOM Oymare, YTOObl MOMHOCTBIO YAanuTb OCTaTKM XUAKOCTU U3 JYHOK.
Mocne atoro npomoliTe nnaHweT 5 pas, ucnonb3ys kaxapin paz no 300 Mkn NpombiBoYHOro Gydhepa Ha NyHKy. YTOObI GbiTh YBEPEHHBIM B MOMHOM
yAaneHnm OCTaTKOB XMOKOCTM, MOCMEe KaXaoW MPOMbIBKUM 3HEPIMYHO MOCTYYUTE MNEPEBEPHYTHIM MUKPOMMAHLIETOM Mo unbTpoBansHon Gymare,
KOTOpasi AOIMKHa ObITb CyXOM U HE UCMONb30BAHHON paHee.



Ecnu Bbl ucnonb3yete nNpubop Ans aBTOMaTMYECKOro NPOMbIBaHUS MUKPONaHLeToB, y6eauTeCcb B TOM, YTO 3TOT NPUGOP NpaBUNbLHO
OTperynupoBaH Ansi UCMONb3yeMoro Tuna MukponnaHweToB. Kpome Toro, ecnu cycneHsus Kkana He 6binia ocBo6oXAeHa OT B3BeLUEHHbIX
YyacTuu, A0 NepBOi NPOMbIBKM €e He06X0AUMO OTLEHTPUMYrMpoBaTh, YTOGbI He AONYCTUTb 3aCOPEHUsi MPOMbIBOYHbIX UrM. Bo Bpems Bcex
NPOMbIBOK y6eanuTechb B TOM, YTO XXMAKOCTb M3 NYHOK 6blna yaaneHa nofHocTbi0. Mocne hMHaNnbLHOro NPoMbIBaHUS HEO6XOAMMO 3HEPrUYHO
nocTy4yaTb nepeBepHyTbIM MUKPOMIaHLLETOM MO YUCTON PUNbTPOBanbHO Gymare unu 6yMmaxkHOMy NosloTeHUy, YTO6bl MOMTHOCTBLIO yAanuTb
BCE OCTaTKM XUAKOCTU. YTOGbLI MONy4YuTb ONTUMarbHble pe3ynbTaTbl, PeKOMeHAYeTCA NPOMbIBAaTb JSIYHKU B peXvMe MepenosiHeHus,
Mcnonb3ysi Ha KaXAon cTagumu no KpanHen Mepe 600 MK NPoMbIBOYHOro Gychepa Ha NyHKY. KonuyecTBo NpoMbIBOK MOXHO YBENU4YUTbL A0 6
1 6onee. MHoraa aTo ynyuliaeT pe3ynbTaTbl NPOMbIBKU.

9.6. Bropas uHky6auus
Nob6aBbTe B Kaxayto nMyHKy no 2 kannu (100 mMkn) pactBopa koHbtorata (Conjugate) v MHKYOMpyWiTe MUKpONMaHLLET NP KOMHATHON TemnepaType (20-
25°C) B TeueHmne 30 MUHYT.

9.7 NMpombiBKa
lMpombiBKa — cM. pasgen 9.5.

9.8. TpeTbs MHKyGaLusa

[ob6aBbTe B Kaxayto nyHKy no 2 kannu (100 mMkn) pactBopa cybcTpata (Substrate). 3aTtem MHKYOUMpPYTE MUKPONMaHLLET NpU KOMHATHON TeMnepaType
(20-25°C) B TeyeHve 15 MUHYT B TemHoTe. lMocne nHKyGauMM peakumio ocTaHaBnMBaloT gobasneHneM B Kaxaylo nyHky 1 kannu (50 mkn) cron-
peareHTa (Stop). Mocne TwaTenbHOro nepemMeLInBaHns (Msirkoe MocTyKMBaHWe Mo Kpaw MUKpPOMMaHLWeTa) uamepbTe nornouieHne npu 450 HM, no
XXeMaHWIo NCMoMb3ya ANUHY BOMHLI cpaBHeHNs = 620 HM. B aTom criyvae o6HynuTe npnbop 6e3 mykponnaHwieTa NnpoTvB BO3Ayxa.

3ameyvaHue: CunbHO NONOXUTeNbHbIe 06pa3Lbl NauMeHTOB MOryT AaBaTb o6pa3oBaHMe TeMHbIX OCagKoB cy6cTpara.

10. KOHTPOJIb KAYECTBA - YKA3SAHUA HA UICTEYEHUE CPOKA rOgQHOCTU PEATEHTOB
[ns KOHTpoONsi kayecTBa TeCcTa B KaXO4oe U3MepeHue HeobOXOAMMO BKMKUYUTbL MOJNIOXKMTENMbHBIN U OTpULaTeNbHbIA KOHTPONKU, 4YTobbl ybeautbecs B
CTabuNbHOCTM peareHTOB W MPaBUNbHOM BbINOMHEHUW aHanu3a. M3mMepeHune npoBedeHO MpaBWMbHO, €ecrnu  onTuyeckass nnotHocTe (OD)
oTpuuaTensHoro KoHTponsa npu 450 HM Hwke 0,2, a onTuyeckas NMOTHOCTb MOMOXUTENBHOrO KOHTponsa npu 450 Hm Bbiwe 0,8. Ecnu nornowexHne
oTpuLaTENbHOrO KOHTpOrs Bbilwe 0,2, 3T0O MOXET ykasblBaTb Ha HEAOCTATOYHO MONHYK NpomblBKY. Ecnv BenuunHbl OD oTnuyarTest 0T TeX, KoTopble
OOMKHbI ObITb, €cnn pacTBop cybcTpata MyTHbIA MW OKpalleH B ronyboi LBeT, 3TO MOXET yKa3blBaTb Ha TO, YTO CPOK FOAHOCTW peareHTOB UCTEK.
Ecnn nonyyeHHble pesynbTaThl He YKIaAblBalOTCS B OXMOAeMble 3HAYEHWUs, Nepeq TeMm, Kak MOBTOpUTb TECTUpOBaHWe, NpPOBEpbTE CreaylLue
nosuuuu:

» CpoK rogHOCTV peareHToB

* PyHKUMOHANBHOCTb MUCMONb3yeMoro o6opyaoBaHus (Hanpumep, NpoBeanTe KanubpoBky)

* TOYHOCTb BbINOMHEHNS aHanu3a

* BuayanbHbIii KOHTPOIb NPU3HAKOB 3arpsA3HEHNS, MOPYM UMW YTEYKN KOMMOHEHTOB Habopa; pacTBop cybcTpaTa Henb3s 1Ccnomnb3oBaTh, ecnu

OH MMEET CMHEee OKpalLMBaHue
Ecnn pesynbTaTbl, NONy4YeHHblEe Arsl KOHTPOMEN, OTNMYAKOTCS OT OXMOAEMbIX Oaxe MOCre MNOBTOPHOrO TECTUPOBAHUS, CBSXXUTECH C (HUPMON-
npounsBoAUTENEM WUIN CO CBOMM MOCTaBLLMKOM.

11. OUEHKA U MHTEPNPETALIMA NONYYEHHbIX PE3YNIbTATOB

11.1. PacuyeTbl NOPOroBoro ypoBHsi (ypoBHSA oTceyveHus, cut-off)

YpoBeHb oTceyeHust onpegenstoT npubasnexHnem 0,15 eanHNL, NOrNOLWEHNS K \BMEPEHHOMY 3HaYEHWIO OTPULIATENBHOrO KOHTPONS.
YpoBeHb OTCeYeHUs = onTUYeckKasi NNOTHOCTb OTpuUaTenbHOro KoHTpons + 0,15

11.2. Pe3ynbTaThbl TECTUPOBaHUA

O6pasLbl CYMTalOT NONOXUTENBHBLIMU, ECNN UX ONTUYECKas NNOTHOCTL 6onee YeM Ha 10% BbilLe MOPOroBOroO YPOBHSI OTCEYEHUS.

O6pasubl, Y KOTOPbIX ONTUYECKas MNOTHOCTL B NpeAenax +10% OT NOpPOroBOro ypoBHS HE AOSMKHbI PaCCMaTPMBATLCSA Kak TOYHO MOMOXUTENbHbIE MK
TOYHO oTpuuaTenbHble. VX crnegyeT OTHOCMTb K MPOMEXYTOYHbIM. Takue obpasubl cnegyeT NpoTecTMpoBaTh CHoBa. Ecnu BHOBb npoBefeHHoe
TecTupoBaHue cBexero obpasua cHoBa AaeT NPOMEeXyTouHble pesynbTaThl, 0bpa3el cnefyeT paccMaTpuBaTh kak oTpyUaTernbHbIN.

O6pa3ubl cunTaloT oTpUUaTesNbHbIMU, ECMN ONTUYECKas NOTHOCTL HUXe Ha 10% NOpOroBoOro ypoBHSA OTCEYEHUS.

12. OrPAHNMYEHUA METOOA

Tect RIDASCREEN® Campylobacter onpeaenseT aHtureHsl kamnunobaktepuii C. jejuni n C. coli B obpasuax kana. B 6onblumMHCTBE cnyyaeB Takke
BbIABNAOTCA 1 06pa3supl, cogepxalyme C. lari. OTOT TECT HeNb3s MCMNONb30BaThb AN BbISBMEHNS CBA3N MeXAy 3HaYeHWAMU ONTUYECKOW MIOTHOCTU U
NosIBEHNEM KIMTUHUYECKUX CUMNTOMOB 3a60neBaHus.

Pe3ynbTatbl 13aMepeHUs1 HEO6XOAMMO UHTEPNPETMPOBAaTbL B COBOKYMHOCTU C KITMHNYECKMM AUarHo30M.

MonoxutenbHble pe3ynbTaThl HE UCKIIOYAOT NPUCYTCTBUSI APYMMX MHAEKLIMOHHBLIX NAaTOreHOB.

OTpuuaTenbHble pe3ynbTaThl HE UCKMYaOT Hanuuust uHdekuun C. jejunin C. coli. 3TO NPOUCXOANT U3-3a NyNbCUPYIOLLErO BblAENEHNSI NaToreHa unm
n3-3a TOro, YTO B MCCIeQOBaHHOM obpasue coaepXanocb CMMLIKOM Maro aHTureHoB. Ecnv ecTb mpuuMHbl Nofo3peBaTh y NauueHTa Hanuuve
nHdekuun C. jejuni n C. coli, Heobxoanmo ganbHevillee nccnegoBaHne obpasuos kana.

MpomexyTouHble pe3ynbTaThl MOryT ObiTb BbI3BaHbl HEpaBHOMEPHbLIM pacrnpefeneHneM aHTUreHoB B obpasue. B atom cnyyae HeoGxogumo
nccnenoBaTb ApYryto CYCNEH3UIO TOMO e camoro obpasua unm nonyynTb Apyroi obpasel Ans TeCTUpoBaHus.

13. AHAIIUTUYECKUE XAPAKTEPUCTUKU

13.1. KauecTBO onpepgeneHus

B cpaBHUTENbHOM MUCCreoBaHMM C UCMONb3OBaHMEM MeToAa KyNbTUBMPOBAHMS MaToreHa, npeAcTaBnstollero cobon «30Mn0Tow cTaH4apT», TecT
RIDASCREEN® Campylobacter npogemMoHcTprpoBan NpeBOCXOAHY AOCTOBEPHOCTb C YyBCTBUTENbHOCTBIO 100% 1M cneunduyHocTbio 99,6%. 310
nccnenoBaHve 6bINo NpoBedeHo B nabopatopuun, cepTdULMPOBAHHOW cneuuanMcTamm YnpasneHus No KOHTPOM 3a NPOAyKTaMu U nekapcTtBamu
(CLWWA), B kOTOpYtO ObINM OTMpaBrneHbl 259 cBexwux, cTaH4apTHO cobpaHHbIX 06pa3uoB kKana. Pe3ynbTaTbl CpaBHUTENLHOTO UCCNEAOBaHUSI METOO0B
RIDASCREEN® Campylobacter 1 kynbTuBnpoBaHus 6akrepuii npeactaBneHsl B Tabnuue 1.

Tabnuya 1: PesynbTaThl TeCTMpoBaHus ¢ nomoLbio Habopa RIDASCREEN® Campylobacter u ¢ nomoLlpio MeToa KynbTUBMpoBaHusi bakrepuii

Kynbtypa (CCDA)
MonoxurensHbIn OTpuuaTenbHbIn
RIDASCREEN [MonoxuTenbHbIN 61 4
Campylobacter OTpuuaTenbHbIv 2 507
YyBCTBUTENBHOCTb: 96.8%
CneuundnyHoCTb : 99.2%

MpenckasaHHble NonoxuTerbHble 3HadeHus:  93.8%



[MpeackasaHHble oTpyLaTENbHbIE 3HAYEHUS: 99.6%

13.2 AHanuTnYyeckas HyBCTBUTENbHOCTb

AHanuTudeckuii npenen obHapyxeHus aHanusa 6bin onpegeneH otaensHo Ans C. jejuni n C. coli. Mpepen o6HapyxeHusi (LOD) siBnsieTcs camon
HW3KOW KOHLEHTpaumMeln naToreHoB, pa3nuuumon kak nonoxutensHas (OD > 10% 6onble, yem cut-off) ans RIDASCREEN® Campylobacter ELISA.
LOD, paccuntaHHbii Ans 90 NoBTOPOB (AoBepUTENbHbIN MHTEpBan = 95%), 6bin onpeaeneH kak 1,9 x 10 KornoHueobpasytowmx eamnHuy (KOE) Ha mn
anst Campylobacter jejuni u 1,1 x 10° KOE/mn gns Campylobacter coli.

13.3 NepekpecTHasaA peakTUBHOCTb

C nomowpbto Habopa RIDASCREEN® Campylobacter 6biny npoTecTMpoBaHbl pasnuyHbie MaToOreHHble OpraHuM3Mbl KulieuvHuka. Pesynbrathbl
TecTnpoBaHusa Bbinn oTpuuartensHbiMU. ccrnegoBaHme NpoBoAMM B CycrnieH3nsax 6aktepuid, KOTopble KynbTMBMpOBanu B TedeHne Houn B BHI-cpese,
coaepxasLuen ot 10° go 10° 6akTepuin B M. TecT npoBoaunu, aHan1avupysi obpasubl B napannenbHbix npobax. MornoweHue namepsany npu 450 HM.
PesynbTathl npeacTasneHsl B Tabnuue 2.

Tabnuuya 2: MepeKkpecTHasi peakTUBHOCTL C MaToreHHbIMK GakTepusimm

TecTupyeMblii OpraHu3m UcTouHuk Ol 450 Hm
Adenovirus CynepHaTaHT KynbTypbl UHEKLMM 0.086
Aeromonas hydrophila KynbTypa 0.081
Astrovirus CynepHaTaHT KynbTypbl MHpeKunm 0.068
Bacillus cereus KynbTypa 0.070
Bacteroides fragilis KynbTypa 0.067
Campylobacter coli KynbTypa 2.007
Campylobacter fetus KynbTypa 0.066
Campylobacter jejuni KynbTypa 3.622
Campylobacter lari KynbTypa 0.074
Campylobacter upsaliensis KynbTypa 0.073
Candida albicans KynbTypa 0.062
Citrobacter freundii KynbTypa 0.063
Clostridium difficile KynbTypa 0.055
Clostridium perfingens KynbTypa 0.055
Clostridium sordellii KynbTypa 0.060
Cryptosporidium muris KynbTypa 0.062
Cryptosporidium parvum KynbTypa 0.060
E. coli (026:H-) KynbTypa 0.058
E. coli (06) KynbTypa 0.054
E. coli (0157:H7) KynbTypa 0.054
Enterobacter cloacae KynbTypa 0.053
Enterococcus faecalis KynbTypa 0.059
Giardia lamblia Ob6pasel ctyna 0.078
Klebsiella oxytoca KynbTypa 0.057
Proteus vulgaris KynbTypa 0.054
Pseudomonas aeruginosa KynbTypa 0.056
Rotavirus CynepHaTaHT KynbTypbl UHEKLMMN 0.066
Salmonella enteritidis KynbTypa 0.046
Salmonella typhimurium KynbTypa 0.050
Serratia liquefaciens KynbTypa 0.047
Shigella flexneri KynbTypa 0.048
Staphylococcus aureus KynbTypa 0.051
Staphylococcus epidermidis KynbTypa 0.052
Vibrio parahaemoluticus KynbTypa 0.053
Yersinia enterocolitica KynbTypa 0.046

13.4 To4yHOCTb
LLlecTb KOHTPONbHbIX 06Pa3LOB ObINM NCMONBb30BaHbI Afst ONpeAeneHns TOYHOCTb aHanu3a. [nanasoH onTM4ecKon NNOTHOCTU Noka3aH B Tabnuue 3.

Tabnuya 3 [lnana3oH onTUYECKON NIOTHOCTUN KOHTPOMbHbLIX 06pa3sL0oB

OuanasoH Ol
KoHTponsb 1 1.387 — 2.575
KoHTtponb 2 0.946 — 1.758
KoHTtpons 3 0.693 — 1.287
KoHTtpons 4 0.470 - 0.874
KoHTtponb 5 0.370 — 0.686
KoHTponb 6 0.281 - 0.523

Bocnpounssogumoctb TectupoBaHus ¢ nomouwbio RIDASCREEN ® Campylobacter ELISA onpegensinacb C MCnonb3oBaHWEM LIECTU yKa3aHHbIX
3TanoHHbIX 06pasuoB, KOTOpble OXBaTbiBAlOT BeCb CNeKTp OT crnabo MOMOXWTENbHOrO [0 BbICOKO MOMOXUTENbHOro. BHyTpucepuiiHas
BOCMPOM3BOAUMOCTL Obina onpeaeneHa ¢ ucnonb3oBaHnem 40 NOBTOPOB 3TUX 3TaNOHHbIX 06pasLoB. CpedHne 3Ha4eHUs 1 KoapULmMeHTLl Bapuaumm
(CV) 6binn onpepenexbl no 3 Habopam U3 pasHbiX NOTOB. MexcepuinHas BOCNPOM3BOAUMOCTbL Bbinia onpegeneHa C UCMonb30BaHWEM KOHTPOSbHbIX
o6pasLoB, KoTopble ObiNM NpoTecTMpoBaHbl B AyGnukaTax B ABYX OTAENbHbIX OMNbiTax B TeYeHue AHSA Ha npoTsbkeHnn 10 nocnedoBaTenbHbIX AHEN
paboTbl. MiamepeHus npoeoamnuck 3 nabopaHTamu C MCMONb3oBaHMeM 3 KOMMEKToB. Bocnpon3BoanMOCTb BHYTPM napTum Bbina ycpeaHeHHoWn no
BceM TpeM notam. CoOTBETCTBYIOLLME AaHHbIE NPUBEAEHbI B Tabnuue 4 Huxe.

Tabnuya 4: CpefHee 3HavyeHve 1 koadduumeHT Bapuauum (CV) 6 koHTpornbHbIX 06pasLoB



Reference Intra-Assay Inter-Assay Inter-Lot
M /CV
ean Kit lot 1 Kitlot2 | Kitlot3 | Kitlot1 | Kitlot2 | Kitlot3 | Kitlots 1-3
1 1.625/ 2487/ | 2269/ 1.993/ | 2188/ | 2273/ 2.151/
7.18% 4.33% 594% | 12.17% | 13.46% | 12.80% 14.24%
5 1.085/ 1.588/ 1444/ | 1.389/ 1.551/ 1619/ 1519/
7.79% 578% 533% | 15.88% | 13.84% | 13.93% 16.17%
3 0.779/ 1.149/ 1171/ | 0977/ | 1.095/ | 1.166/ 1.079/
6.71% 6.90% 551% | 11.02% | 13.28% | 16.34% 16.32%
4 0.539/ 0.710/ | 0.707/ | 0.638/ | 0.689/ | 0.804/ 0.710/
6.18% 6.27% 6.91% | 12.46% | 15.74% | 17.27% 19.50%
5 0.397/ 0.543/ 0.710/ | 0483/ | 0541/ | 0.624/ 0.549/
9.27% 4.95% 545% | 15.50% | 17.52% | 17.96% 21.24%
6 0272/ 0.391/ 0478/ | 0.381/ | 0417/ | 0.469/ 0422/
11.76% 5.89% 10.03% | 19.99% | 16.87% | 21.18% 21.87%

14. UHTEP®EPUPYIOLLME BELLECTBA
Cneayowme Belectea 6binm npotectupoBaHbl ¢ RIDASCREEN ® Campylobacter ELISA u He nposiBNsnM CyLeCTBEHHOrO BAMSIHUA Ha pe3ynbTaThbl
ncnbiTaHui Npu cmewwmsannm ¢ Campylobacter-nonoxutensHbix 1 Campylobacter-oTpuuaTenbHbix 06pas3LoB CTyna B yka3aHHbIX KOHLIEHTpaumsx:

Barium sulfate (5 % w/w), loperamide (antidiarrheal, 5 % w/w), Pepto-Bismol (antidiarrheal, 5 % v/w), mucin (5 % w/w), cyclamate (artificial sweetener, 5
% v/w), human blood (5 % v/w), stearic acid / palmitic acid (1:1 ratio, 20 % w/w), metronidazole (0.5) (antibiotic, 5 % v/w), and diclofenac (0.00263%
v/w).
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