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METOANMYECKUME YKA3AHWMI 110 IIPUMEHEHUIO
Tecr-cucremsr «AprTect Kaeny Ber»

HA3HAYEHUNE TECT-CUCTEMBI
Tect-cucrema «AptTect Kaem Ber» mpeanasHaueHa A5 BBUIBAEHMSI TeHETUMUECKOIO MaTepuada OaKTepumit
Anaplasma spp., Ehrlichia spp., Borrelia spp., Babesia spp. m supyca Tick-borne encephalitis virus 3 OroaormdecKom
MaTepuase MmerogoMm ogHoctaauiiHoi OT-TILIP ¢ sgetexiuell pe3yAbTaToB B pe>KMMe «pealbHOTO BpeMeHI».

XAPAKTEPUCTUKA TECT-CUCTEMEI

Tect-cuctrema «AptTect Kaemy Ber» sBadeTcss BBICOKOYYBCTBUTEALHBIM — HabOpOM A4Sl BBIABAEHMA
HyKAenHOoBbIX Kucaor (HK): ammur agerexnmm cocrabasieT 5 reHoM-pkBuBadeHToB B peakimy OT-TTLP.

Tect-cucrema cozep>xut B ceoeM coctase pepment yparma-AHK-raukosnaasy (YAI) u 2¥YTO, uto nossoaser
nsoexxath KoHTammHaiuy ITIIP-cMecu mpoayxtamu mpeapigymux ITLP 1 moaydeHMs A0KHOIIOAOKUTEALHbIX
pe3yAbTaToB.

B Tecr-cucteme «AptTect Kuaem Ber» wncroapsyercs OBICTPBI IPOTOKOA aMILAMPUKAINY, KOTOPBI
nossoasger 3a 80 — 90 MUH MOAYYUTH AOCTOBEpHBIE Pe3yAbTaThl MCCAEJAOBAaHNS, UYTO CYIeCTBEHHO IIOBBLIIIAaeT
ITOTOYHOCTh AabOPaTOPHBIX aHAAM30B. 3a CUeT MCIIOAb30BaHMS VMAEHTUIHBIX ¥ IIPOCTHIX ITPOTOKOAOB TeCT-CUCTEM
ceprm «AptTecT» 3HaUNTEABHO CHIKEH PIUICK OIIMOKM OIlepaTopa Ha BCeX DTaItax paboTsL

Kommaekranum TecT-cucTeMBbl yKasaHbI B TaOaumie 1.

Tab6anna 1. Cocras Tect-cucremor «AptTect Kaemy Ber»

OObeMm, He MeHee
Kommonent
50 mnccaeaoBaHmU 100 mccaeaoBaHmit
1. OT-TII1P-pearent 0,5Ma 1,0 ma
2. I1panmeprsr ABBT 0,5ma 1,0 ma
3.I1IKO 0,5Ma 0,5Ma
4. OKO 1,0 ma 1,0 ma
5. BKO 1,0 ma 1,0 ma

Aaa srana skcrpakuyy HK u3 obpasima pexoMeHnayeTcs MCIIoab3oBaHMe peareHTOB: « ApTMaruut Ber» man
«AptMarunutr PHK», «AptHK Maraur».

PesyapTaT aMnandukanum 5SK30T€HHOTO BHYTPEHHETO KOHTPOAs perucrpupyerca Ha Kanaae FAM/Green,
pesyapraT amrandukamyy HK BozOyanreaeit perncrpupyerca Ha kanaaax: HEX/VIC/Yellow (Tick-borne encephalitis
virus), ROX/Orange (Anaplasma spp./Ehrlichia spp.), Cy5/Red (Borrelia spp.), Cy5.5/ Crimson (Babesia spp.).

MEPBI IIPEAOCTOPOXKHOCTU
ITpu pabore c TecT-cucteMoli HeoOxoaumo cobaogath Tekyimue THIIA B obaactm aaGopaTopHOII
KauHngeckoit ITHP-anarHocTuky 1 MeTogudeckue peKoMeHAally IPOoU3BOAUTEAS.

OBOPYAOBAHMNE I MATEPUNA/BI
— aMIANPUKATOP C AeTeKIMell pe3yAbTaToOB B peXXIUMe «pealbHOTO BpeMeHI»;
— [T P-60kc;
— HeHTpuQyTa/BOPTEKC;
— HaboOp 403aTOPOB IlepeMeHHOI0 00beMa;
— 0O4HOpa30Bble HAKOHEYHUKM C PUABTPOM AAs A03aTOPOB MepeMeHHOro o0bheMa;
— 0OJHOpa30Bble MOAUIPOIIAEHOBBIE 3aKpBIBAIOIIMecs IpooupKkyu oobemoMm 1,5 —2,0 Ma;
— ONTIIeCKN MpospauHble mpodupku aas I11IP-PB, aganTuposaHHbIE 4451 MCIOAB3YeMOro aMIandukaTopa;
— IITaTUBBI 445 NPOOUPOK U HAKOHEUHNKOB;
— x0104mabHUK OT +2°C 20 +8°C ¢ MOpo3mabHOI KaMepoili ot -24°C g0 -16°C;
— OTAEABHBIN XaJlaT U OJHOPAa30BbIe IepYaTKy;
— eMKOCTh 441 cOpoca HaKOHEYHVIKOB;
— KOMILAEKT CpeACTB 4451 00paboTKu pabodero mecra.

IMPOBEAEHUE AHAAN3A
Briaeaenne HK u3 6mosormaeckoro martepuada mpomssoautcs cosmectHo ¢ BKO (10 Mka Ha BhIAeaeHUEe) B
COOTBETCTBUM C MHCTPYKLMEl (PUPMBI-U3IOTOBUTEAS peareHToB A oumctky HK.
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IToaroroska ITLIP-cmecn

0. PasMoOpo3uTh Bce peareHTH (IIpU HeOOXOAMMOCTHM), IlepeMelaTth (IlepeBepHyB IPOOMPKM HECKOABKO pa3)
1 cOpOCHTH Kallay C IIOMOITBIO KPaTKOBPEMEHHOTO IeHTpU(yr1poBaH.

I. B Ka>kay10 IOCTAaHOBKY aMITAM(pUKaIVI ITOMIMO JCCAeAyeMBIX 00pa3lioB JOAKHEI BXOAUTE 3 KOHTPOABHBIX
oOpasna: orputateabsii KoHTpoab TP (K-), moaoxxureapHont koHTpoab TP (K+), orpuiiaTeapHBlil KOHTPOAD
sKcTpaknuu (OKD).

B mpobupke ob6vemom 1,5 — 2 ma npurorosuts «Mactep Muxc»:

10*(N+1) mxa OT-IILIP-pearenTa +10*(N+1) MKa npaviMepoB

I'ze N — obmree K0AMYecTBO peakiinii aMIAMPUKaINK € yIeTOM KOHTPOABHBIX OOpa3IioB.

II. Ilepememats «Mactep Mmxc» 1myTeM 5-TM KpaTHOTO IIepeBOpauMBaHMA IIPOOMPKM, OCaAUTh
KpaTKOBPeMEHHBIM IeHTpudyruposaHneM u BHecTH 10 20 MK4 B Mpobupku Aas mposedennst TTLIP.

IIL. B moarorosaennsie npodbupku Ao0asuth 1o 30 mxa HK mnccaeayempix oOpas1ios.

IV. ITocTtaBuTh KOHTPOAbHBIE peaKIy aMIIANPUKAIUN:

1) K- — Buectu B npooupky 30 mxa OKO;

2) K+ — Baectn B mpobupky 30 mka ITKO;

3) OKD — sHectn B mpodbupky 30 mxa OKD.

I'epMmeryHO 3aKpHITh NPOOMPKNM KpBIIKaMI. B caydae HaAmdms Iy3BIPBKOB B pacTBOpe MAM Kareab Ha
CTeHKaX IpOOUPOK — yAaAUTh KPaTKOBpeMEeHHBIM LeHTpU(YTMpOBaHNEM .

ITocTanoBKa peaknuy aMnanQuUKaImm
L. ITomectnTts moarorosaennsle Aas nposedenns TP nmpobupxm B ammandmkartop.
IL. B cooTBeTcTBMM C MHCTPYKIMel K IpuOOpy 3aIrporpaMMUpoBaTh aMIAM(UKATOP COrAacHO Tabaurle 2.

Tabana 2. ITapameTpnl amnandgukanmumn

Ilar Temnepatypa, °C Bpems Koa-80 mmkaos
OOpaTHas TpaHCKpPUIIS 55 10 myun 1
Haugaapnas genarypanmus 95 15 mun 1
JeHarypaiis 95 5 cex
OTxur 63 15 cex 5
DaoHTan s 67 15 cex
AeHartyparsa 95 5 cex
Or1xur/Aerexkims mo kanaaam FAM/Green, HEX/ 63 15 cex 40
VIC/Yellow, ROX/Orange, Cy5/Red, Cy5.5/ Crimson
DaoHTaMSI 67 15 cex

IIIl. B coorsercTBMM C MHCTPYKIMeNl K IIpuOOpy 3allporpaMMMpOBaTh IIOAOXKeHHe HpOOMPOK B
amrandukaTope. TakKe 40IycKaeTCs BBIIOAHATH AQHHBINA IIIaT BO BpeMs IIPOBeAeHNT aM IAM(UKalMy MAK IO ee
OKOHYaHUIO, €CAM HTO T03BOAsAET IporpaMMHoOe obecriedeHre mpudopa.

IV. JlaTh Ha3BaHNE DKCIIEPUMEHTA ¥ COXPAaHUTH €T0 Ha AVICKe (B 3TOM altile OyayT aBTOMaTIIECKV COXpaHEHEBI

pe3yApTaThl AAaHHOTO DKCIepUMeHTa). 3alyCTUTh aMILAPUKaTOp®.

* Ara npubopos «Rotor-Gene» neped sanyckom suibpamo Pynxyuto: «Perform Calibration Before 15t Acquisition/Perform Optimization Before 1%
Acquisition/Bomoinumv onmumusayuto npu 1-m waze demexyuu». A 6cex kanarosycmarosumo napamenmpor « Min Reading/Murium. Cuznar» —5H u
«Max Reading/Maxcum. Cuznar» — 10FL

Anaans pesyabTaToB

L. Ilepea HauyaaoM aHaAM3a HEOOXOAMMO 3ajaTh HAaCTPONMKU B COOTBETCTBUIU C MHCTPYKIMEN K IIpubopy.
a) 2251 npubopos tuna «Rotor-Gene» *:

— yCTaHOBWUTH 3HadeHMe napamerpa BuiOpocos («NTC threshold/Ilopoz @ona») — 5%. Ilpu nHeobxoammocTu

ropor ¢poHa MOXKeT OBITh M3MeHeH B guanazoHe 0 — 30 %™**;

— yCTaHOBUTH 3Ha4yeHMe apamMeTpa roporosoit auHum (« Threshold/ITopoz») —0,02. ITpu HeOGX0a4MMOCTU TIOPOT
MoOKeT ObITh M3MeHeH B agnariazone 0,02 — 0,2%%;

— HOpu HeoOXOAUMMOCTU  JOITycKaeTcsl akrtuBamyst GyHKuuil «Dynamic tube/dunamuu.gon» wm  «Slope
Correct/Koppex. Yicaona».
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6) a2 mpubopos «Bio-Rad CEX96» *:
— yCTAaHOBUTL 3HauUeHMe apaMeTpa Ioporopoit auHum («Single Threshold»)— 50. ITpu HeoOxoguMoOCTH THOpPOT

MOXKeT ObITh U3MEHEH B Amanas3one 25 — 500%%;

— IIpU HEOOXOAVMOCTH AOIycKaeTcsa akTtmBarmst GyHKumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».

B) Aas IpuGopoB «AT-96» *:

— ycranosuth «Metog» — «T'eomerpuueckuit (Cp)»;

— YCTAHOBUTH 3HauyeHINe ITapaMeTpa IOporosoit AuHuu 5 %, moaydeHnoro aas obpasia ITKO B mocaeanem
uykae amnandukanuyu. IIpu HeoOxoaguMOCTH HOPOT MOXKeT ObITh M3MeHeH B gnanaszoHe 0 — 30%. **

I) a4 upudopos Tuna «QuantStudio» *:

— yCTaHOBUTH 3HadeHNe ITapaMeTpa rmoporooii auauym 10 %, moaygennoro Aas oopasna IIKO B mocaesnem

nukae amrandukanuy. [Tpu Heo6XoAMMOCTU ITOPOr MOXKET OBITh U3MEHEH B Auarasone 5 — 30%**.
* B 3a61CUMOCIIU O YCIMAHOGACHHOU 6epCUL NPOZPAMMHO20 00ecriedeHUs. HAS6AHUS KOMAND MOZYM HECKOALKO OMAUUAMbCS.
** Heobxodumocmv Koppekmuposku 6610p0cos 603HUKAEM 6 CAYUALX CUALHOIX KOAOAHUT GAYyopecteHyuU 6 010eAbHbIX npobax.

II. BoiOpaTh aorapudMuueckyio IIKaady A4s OTpa’keHM:s pe3yAbTaTOB U BU3YaAbHO ITPOKOHTPOAMPOBATD
repeceyeHye MOPOTOBOM AMHUM B AMHENHONM JacTH pocTa Kpusoit amnandukanum. [Tpu nepecedeHnn moporopoit
AVIHUM C KpMBOI aMIAMpUKaIuy He B AMHEHOM yJacCTKe — ITlepeMeCcTUTh ee BPYYHYIO A0 HeOOXOAMMOTO YPOBH:L.

PesyapraTel aHaaAu3a WMHTEPIPETHUPYIOTCA Ha OCHOBAHMM HAAWYVA/OTCYTCTBM IlepecedeHys] KpUBOI
¢dayopecLieHIIMM € IOPOrOBOIT AUHUEN (YTO COOTBETCTBYET HAAMYMIO/OTCYTCTBMIO 3Ha4yeHMs ITOPOroBoro mykaa « Ct»
B COOTBETCTBYIONIEN rpade B TabANIle pe3yabTaTOB).

III. VYaocrosepurncsi, urto IIIIP-mccaejoBanme BaAMAHO: KOHTPOABHBIE TOYKM aHaAu3a JO/AKHBI
COOTBETCTBOBaTh 3HadeHMAM, IpMUBeJeHHBIM B TaOaniie 3.

Ta6aumna 3. O1reHKa pe3yabTaTOB aHaayM3a KOHTPOABHBIX TOYeK

3Hauenme «Ct» o KaHaaam
KonTpoaphnasi | KouTpoanpyembni
HEX/VIC/Yellow, ROX/Orange, Cy5/Red,
TOYKa 9Tal aHaams3a FAM/Green )
Cy5.5/ Crimson

OKD Bxkcrpakmmsa HK + -

K- T1LIP - -

K+ [P + +

B cayuae HecooTBeTCTBUsI KOHTPOABHOI Touku OKD HeoOXOAMMO IMpOBeCTM ITOBTOPHOe McCAejoBaHMe BCexX
MTO0KUTeABHBIX 00pa3IoB HauMHas co ctaavy sKerpaxiym HK.

B cayuae HecooTBeTCTBISI KOHTPOABHBIX Touek K- 1 K+ HeoOxoauMo IIpoBecTy IIOBTOpHOE MCCAeJOBaHMe BCeX
00pa3noB HauMHas co cTaauy roctaHosky [1LTP.

IV. Vlatepuipetnposats pesyavTatel I111P-aHaansa mccaeayeMbix o0pas3IjoB B COOTBETCTBUM C Tabaurien 4.

Tab0anna 4. IaTepnperanms pe3yabTaToB OOpa3IioB

3nauenne «Ct» mo kaHaay

Pesyaprar oGpasua FAM/Green | HEX/VIC/Yellow | ROX/Orange | Cy5/Red |[Cy5.5/ Crimson
IMoaoxuTe AbHBIV Tick-borne ) N _ B B
encephalitis virus
IMoaoxureavuswi Anaplasma spp./

L +/- - + - -
Ehrlichia spp.
IoaoxwuteabHsui Borrelia spp. +/— - - + -
IToaoxureapHbwi Babesia spp. +/— - - - +
OTpuijaTe AbHbI + - - - -
HeBaauaubi - - - — -

«=» 0603HaqaeT OTCyTCTBI/Ie 3Ha4YeHIsI <<Ct>>, rpa(bm( aMHAM(l:)I/IKaI_II/II/I He nepeceKaeT rxoporOBon AVIHUIO
«+» obo3HauaeT Haandme 3HaueHns «Ct», rpadpuk aMranduKanum rmepecekaer IIOPOTOBYIO AUHIUIO
<<+/—>> — 3Ha4yeHue <<Ct» A1 AaHHOIO KaHa/Za He aHaAI/[SI/IpyeTCSI
B caydae nHeBaamanoro pesyapraTta TpeOyeTcs HoBTOpHO Hposectu IIIIP-mccaejoBaHme COOTBETCTBYIOILIEIO
oOpas1la HauMHas ¢ ®Tana skcrpakiuy HK nan co craaym 3abopa maTepmada.
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TPAHCITIOPTUPOBKA "1 XPAHEHUE TECT-CVCTEMBI

TpaHcIIOpTHpPOBKa TeCT-CUCTEMBI OCYILIECTBASETCS IIpU TeMIlepaType OKpY>KaloIleil CpeAbl, HO He BBIIIe
+37°C (a0 5 cyTok) man npu remmnepartype +2 —+8 °C (a0 30 cyTok). JoryckaeTcsi TpaHCIOPTUPOBKa AIOOBIM BIAOM
TpaHCIIOpPTa B YCAOBMAX, OOECIeYMBAIOIINX COXPAaHHOCTh, B COOTBETCTBMU C IIpaBMAaMU II€PEBO3KN TPY30B,
AEVICTBYIOIIVIMY Ha JAaHHOM BIJe TPaHCIIOpTaA.

TecT-cucTemMy XpaHSAT B yIIaKOBKe M3TOTOBUTeAs] IpU TemmepaTtype ot -24 °C g0 -16 °C.

JomnyckaeTcsa 3aMOpo3Ka/OTTanBaHIe KOMIIOHEHTOB TecT-cucTeMsl 40 10 pas.

Cpok rognoctn Tect-cucteMbl «AptTect Kaemny Ber» — 12 Mecsinies ¢ 4aThl M3TOTOBAEHNS.

ITPOBAEMBI ITPY PABOTE M METOABI X YCTPAHEHN I

IIpo6aema

BosmosxHast IpUaIHa

npo0aeMbl

BapuanTtel pemenns npo0aeMbl

Het curnaaa o kanaay
FAM/Green

Vcrioap3oBaHMe HEITOAXOAS IT] X
PacXOAHBIX MaTepuaoB

Mcnoapsyiite mpodupkmu aas noctanosku IIIIP,
peKoMeHJ0BaHHbIE  (PUPMON-IIPOU3BOAUTE A€M

amrndukaTopa AndO aAalTUPOBAaHHBIE AL

JICTIOAB3YEMOTO Tpubopa

HekauectseHHO ~ OTOOpaHHBI

OMOAOTMYECKUIT M aTepral

IIpOBeCTM  IIOBTOPHBIA 3a00p ©OMOAOIMIECKOTO

MaTeplrada

IN11P narMbuposaHue

pasBeaute obpaser B 5 pa3 B BOge, CBOOOAHOI OT
PHKa3 n nosropure aHaans.

JICTIOAB3YIiTe HOBBII OOpasel] MaTepnaja

UCIIOAB3YIITe Apyroi Merto/ BeigeaeHms: HK

Het curaaaa B K+

HekoppexTHoe npuroropaeHue
TTHP-cmecn

akKypaTHO npurorobTe HOBYIO IILIP-cmech

HexoppexThsle IapaMeTphl | yCTaHOBMTe IlapaMeTphl  aMIAMuUKanuym B
aMnanguKanmum COOTBETCTBMM C TabamIei 2
HexoppexTHrie yCAOBUS | MCIIOAB3YiiTe HaOOpBI, KOTOpHIE XPaHMAUCH B

XpaHeHsI HabopoB

HaJJe’Xalux yCAOBIIIX

Haanume curHaaa mo
kaHaaaMm B K- n/man OKD

Konramunammst

mposeAanTe A€KOHTaMIHAaLIIOHHbIE IIPpOLIEAYPDL
MCHOABSyﬂTe HOBEBIE Ha60pr




