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METOANYECKUE YKA3AHWZI 110 ITPMMEHEHIWIO
Tecr-cucremsl «<AptTect babe3no3»
Komnaexmayus 1

HA3HAYEHUME TECT-CMMCTEMBI
Tect-cuctema «AptTect babesnos» mnpejHasHaueHa 445 BBIABAEHNSA TeHETUYECKOIO MaTepuasa
MUKpPOOPTraHM3MOB poda Babesia B 6uoaormaeckom Matepuade Metogom ogHoctaguitaHor OT-TILP c aerexiinert
pe3yAbTaTOB B PeXKIIME «pealbHOIO BpeMEHN».

XAPAKTEPUCTUKA TECT-CUCTEMBI

Tect-cuctema  «AptTect babe3nos» sBAseTcss BBHICOKOYYBCTBUTEABHBIM HAaOOPOM AAsl  BBLIBAEHILT
HyKAenHOBbIX KucaoT (HK): ammMuT getexkiium cocrapaser 5 reHOM-5kBuBaAeHTOB B peaknuy OT-TILIP.

Tecr-cucrema coaepxut s cBoem cocrase pepment ypanua-AHK-rankosmaasy (YAD) n 4YT®, uto mo3poaser
nsbexxatp KoHTamuHanum IIIP-cmecu mpoaykramu npeabigymmux ITHP u moaydeHus A0>KHONOA0XKUTEABHBIX
pe3yabTaToB.

B Tect-cicteme «AptTect baGesnos» mcroabdyercst OBICTPBII IPOTOKOA aMIIAMQUKAINN, KOTOPBIN
nospoaser 3a 80 — 90 MMH HOAY4YUTb AOCTOBEpHBIE pe3yAbTaTbl MCCA€AOBaHNs, YTO CYIeCTBEHHO IIOBBLIIIaeT
ITIOTOYHOCTb 1a00pPaTOPHBIX aHAAU30B. 3a CYEeT MCIOAB30BAHNS MASHTUYIHEIX U IIPOCTEIX IIPOTOKOA0B TECT-CUCTEM
cepun «AptTecT» 3HaUNTEeAbHO CHIKEH PUCK OIIMOKM OllepaTopa Ha BceX BTarax paboThI.

KoMmnaekranumu TecT-cucteMbl yKasaHbl B Taban1le 1.

Tabauma 1. Coctas Tect-cucremnl «AptTect baGe3snos»

O0beM, He MeHee

KoMmmonenr — -

50 nccaeaoBaHum 100 mccaeaoBaHmin
1. OT-TILIP-peareHT 0,25 ma 0,5 ma
2. Ilparimepst babe3nos 0,5 ma 1,0 Mma
3. TIKO 0,5 ma 0,5 ma
4. OKO 1,0 Mma 1,0 ma
5. BKO 1,0 ma 1,0 ma

Aas srana skerpaknun HK u3 obpasiia pekomeHAyeTcs McIoAb30BaHNe peareHToB: «AptMaraut Bet» nan
«AptMaraut PHK», «AptHK Maraut».

PesyapraT amnandukanuy SK30T€HHOTO BHYTPEHHETO KOHTPOASA perncrpupyercs Ha KaHale FAM/Green,
pesyabraTt amnanduxanny HK Bo30Oyauteas perucrpupyercs Ha kanaae HEX/VIC/Yellow.

MEPBI ITPEAOCTOPOXHOCTU
IIpn pabote c TecT-cmcTeMoit HeoOxoaumo cobaodate Tekyimme THIIA B obaactm aabopaTopHOI
kanHnaeckoit [T P-agmarHocTuky 1 MeTogndeckuie peKoMeHAaluy IIPOU3BOAUTEAL.

OBOPYAOBAHMWE 1 MATEPUA /DI
— aMnAnQpUKATOP C AeTeKIIUeN Pe3yAbTaToOB B peXXIMe «pealbHOTO BPEMEHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITEpPEMEHHOTO 00BbeMa;
— 04HOpPa30Bble HAKOHEYHUKN C PUABTPOM A5 A03aTOPOB IIEPEMEHHOIO 00beMa;
— 0JHOpa30BbIe IIOANUIIPOIINAEHOBBIE 3aKphIBaIOIecs: IpoOupku oobeMoM 1,5 — 2,0 m4;
— onTHYeCcKN Ipo3padnsle Mpooupku gas1 ITHP-PB, agantuposannbie 444 1CII0Ab3yeMOTo aMIIANpUKaTOpPa;
— INTaTYUBEI AAs IPOOMPOK ¥ HAKOHEYHIKOB;
— x0104uabHUK OT +2°C g0 +8°C ¢ MOpO31AbHO KaMepoii oT -24°C a0 -16°C;
— OTAeABHBIN XaAaT 1 OAHOpa3oBhle IepyaTKy;
— @MKOCTh 4451 cOpoca HaKOHEeYHMKOB;
— KOMIIAEKT CPeACTB 4451 00paboTKy pabodero Mecra.

IMPOBEAEHUE AHAAU3A
Boigeaernne HK us 6uoaormaeckoro Matepuada mpoussoautcs cobMectHo ¢ BKO (10 Mka Ha BelgeseHne) B
COOTBETCTBUU C MHCTPYKIIMEN (pUPMBI-U3TOTOBUTEAS peareHToB 4451 ourictky HK.
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IMoaroroska ITIIP-cmecn

0. PazmMoposuts Bce peareHTHI (IIpM HEOOXOAMMOCTH), IIepeMelaTh (IlepeBepHyB IPOOUPKI HECKOABKO pa3)
1 cOpOCUTH KaIlAM C IIOMOIIIBIO KPaTKOBPEMEHHOTO LIeHTPUPyTUPOBaHSL.

I. B ka>kAy10 ITOCTaHOBKY aMIAM(UKAIINI IIOMUMO MCCAe AYEMBIX OOPa3IloB AOAKHBI BXOAUTD 3 KOHTPOABHBIX
obpasna: orputareasssrii KoHTpoab [P (K-), moaosxxureasnsiit kouTpoas TP (K+), orpuiiateApHEIN KOHTPOAD
skcrpakuun (OKD).

B npobupxke o6bemom 1,5 — 2 Ma npurorosuts «Macrep Muke»:

5*(N+1) mxa OT-IIIIP-pearenTa + 10*(N+1) MK2a mipajiMepoB

I'ae N — of1iee KoAM4ecTBO peakumit aMIANQPUKaIINU C yI€TOM KOHTPOABHBIX OOPa3IloB.

II. Ilepemematr «Macrep Mukc» myTeM 5-TM KpaTHOTO IlepeBOpauMBaHUA HPOOUPKM, OCaAUTh
KpaTKOBPEeMEHHBIM LIeHTpUQyIMpoBaHIeM U BHeCTH 110 15 MKa B Tpobupku A4 niposesenyist TTLP.

III. B moarorosaenHsle mpooupky 400asuTs 1o 10 mxa HK nccaesyemsix oOpasiios.

IV. ITocTaBUTHh KOHTPOABHEIE peaKIINy aMIIAN(PUKAIIAN:

1) K- - BrHectn B mpodupky 10 mxa OKO;

2) K+ — Baectn B mpodupky 10 mxa ITKG;

3) OKD — BHectu B mpodupky 10 mxa OKD.

I'epmeTiyHO 3aKpBITh MPOOMPKM KpPBIIIKaMU. B caydae Haamdmsa Iy3bIpbKOB B pacTBOpe MAM KareaAb Ha
CTeHKaX IIPOOMPOK — yAaAUTh KPaTKOBPeMeHHLIM IIeHTpUPYyTIIpOBaHIEM.

ITocTraHoBKa peakimy aMIanQpUKaIun

I. ITomecTuTh MOATOTOBAEHHEIE A5 TpoBeeHust [11IP mpobupku B aMnanduxaTtop.

IL. B cooTBeTCTBMM C MHCTPYKIIMEl K IpMOOPY 3allporpaMMIpOBaTh aMIIAM(UKaTOp COrAacHoO Tabautie 2.

Tabawmiia 2. [lapameTpnl amnanduKannn

o Koa-Bo
HIar Temmiepartypa, °C Bpems IVKA0B
OOpaTHas TPaHCKPUIIIIVS 55 10 mun 1
Hagaabnas aenarypanmys 95 2 MuH 1
AeHaTypanus 95 5 cex
OT1xur 63 15 cekx 5
D A0OHTaAIST 67 15 cex
AeHatypanus 95 5 cex
Otxur/Aerexkuusa rmo kanaaam FAM/Green,
A HEX/VIC/Yellow 63 15 cex 40
D A0OHTaAIST 67 15 cex

III. B cooTseTcTBUMM ¢ WMHCTPyKOMeN K HpuOOPY 3alporpaMMHpoOBaTh IIOAOXKEHHe IIPOOMPOK B
amrandukaTope. TaxxKe 40ITycKaeTcs BHIITOAHATDL JaHHBIN IIAT BO BpeMsi IIPOBeAeHNs aM IIAN(PUKALINY UAK T1I0 ee
OKOHYaHMIO, €CAl HTO II03B0AseT IIporpaMMHOe oOecriedeHne npudopa.

IV. JaTh Ha3BaHMe DKCIIepMMeHTa 1 COXpaHUTh eT0 Ha AucKe (B 9ToM dariae Oy yT aBTOMaTUIeCKV COXpaHeHEI
pesyabTaThl AaHHOTO BKCIIepMMeHTa). 3aIlyCTUTh aMIIauduKaTop®.

* Aas npubopos «Rotor-Gene» neped sanyckom svibpamv Pyrxuyuto: «Perform Calibration Before 15t Acquisition/Perform Optimization Before 1
Acquisition/Boimoanumos onmumusayuto npu 1-m waze demexyuu». AAs 6cex xanaros ycmarosumov napamemput «Min Reading/Munum. Cuznar» — 5Fl u

«Max Reading/Maiccum. Cuznar» — 10FI.

AHaau3 pe3yabTaTOB

I. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUU C MHCTPYKIMEN K IpuOopy.

a) aas mpubopos Tuna «Rotor-Gene» *:

— YCTaHOBMTbH 3HaueHue rapamerpa BeiOpocos («NTC threshold/ITopoz Qona») — 5%. ITpu nHeobxoaumocTu
ropor ¢poHa MOKeT OBITh M3MeHeH B guanaszoHe 0 — 30 %*;

— YCTaHOBUTH 3HaUeHMe ITapaMeTpa roporosoii avianiu (« Threshold/ITopoz») — 0,02. ITpu Heo6X0AMMOCTY IIOPOT
MO>KeT OBITh U3MeHeH B gnartazone 0,02 — 0,2*%;

— IIpM HeoOXOAUMOCTM JoIycKaercsl axTtuBanusa yHkumit «Dynamic  tube/Aunamuu.gorn» u «Slope
Correct/Koppex. Yicaona».

0) aas npubopos «Bio-Rad CEX96» *:
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— YCTaHOBUTD 3Ha4eHMe ITapaMeTpa roporosoit Auannu («Single Threshold») — 50. ITpu HeobxoanMoOCTH TTOpOT
MO>KeT ObITh M3MEHeH B gmaria3ode 25 — 500%%;

— Ipu HeoOXOAMMOCTU AOMYycKaeTcsl akTuBanvst GpyHkiuii «Apply Fluorescence Drift Correction» n «Baseline
Subtracted Curve fit».

B) 245 TpubopoB «AT-96» *:

— ycraHoBUTh «Metoa» — «I'eomerpuueckuii (Cp)»;

— YCTaHOBUTH 3HaueHMe ITapaMeTpa Moporosoit AnmHum 5 %, noaydensoro Aas oopasma I11KO B mocaearem
nukae amnandukanun. I1py Heo6Xoa4MMOCTI TOPOT MOXKET OBITh U3MeHeH B AnarasoHe 0 — 30%. **

I) Aas npudopos tuia «QuantStudio» *:

— yCTaHOBMTL 3HadeHMe IapamMeTpa roporosoi anaum 10 %, moaydensoro gas obpasia I1IKO B mocaeanem

nukae amnandukanun. I1pu Heo6xoaMMOCTI TOPOT MOXKET OBITh M3MeEHEH B AnarasoHe 5 — 30%™.

* B 3asucumocmu om ycmaHomeHHoﬂ eepcuu npozpammHozo obecneueHUs HA36AHUS. KOMAHO MO2Y1T HECKOALKO OTHAUUAMDCSL.

** Heobx00umocmo KoppeKmuposku 6bl0pocos 603HUKAEHL 6 CAYHAAX CUALHBIX KOAeOAHUTL PAYOpecueH UL 6 0MIeAbHDLX Npodax.

II. BeiOpaTh AorapupMmUecKyo IIKaly AAs OTpa>kKeHNS pe3yAbTaTOB M BU3yalbHO IPOKOHTPOAMPOBATh
IIepecedeHIe IOPOTrOBOI AVHNY B AMHEITHON YacTu pocTa Kpusoi amnandukannn. [ITpu nepeceueHnn noporosoit
AVIHUY C KpUBO aMIIAM(UKAIIUY He B AVHEeITHOM yJacTKe — [IepeMeCTUTh ee BPYIHYIO 40 HeOOXOAVIMOTO YPOBHSL.

Pe3yAbTaThl aHaAM3a WHTEPIPETUPYIOTCA Ha OCHOBAaHMUM HAAUYMA/OTCYTCTBUS IlepecedeHus KpUBOII
¢payopecrienum ¢ TOpPOroBoIt ANHMEN (UTO COOTBETCTBYET HAAMINIO/OTCY TCTBUIO 3HAYEHILS IIOPOTOBOTO HyKAa «Ct»
B COOTBETCTBYIOIIel rpade B TaOAMIle pe3yAbTaToB).

III. Yaocroseputncsi, uro IIIIP-mccaeagobanme

BaAMAHO: KOHTPO/AbHBIE TOYKNM aHaAM3a AOA>KHBI

COOTBETCTBOBATh 3HAUEHMSIM, IIPUBEAEHHBIM B TabAuIIe 3.

Ta61u/1ua 3. OHeHKa pe3yabTaTOB aHaamn3a KOHTPOAbHBIX TOYEK

. 3unauenne «Ct» mo
KonTpoapnas | Kourpoanpyemsbni | 3aauenme «Ct» mo kaHaay Karaay
Touxa dTarm anaansa FAM/Green HEX/VIC/Yellow
OKD Okerpakuyst HK + -
K- I1LIP - —
K+ TILIP + A

B cay4dae HeCOOTBETCTBIA KOHTpO/leOIZ Toukn OKD HeOGXO,Zl,I/IMO IIpOBECTU IIOBTOPHOE 11CCA€40BaHME BCEX

ITIOAOKNTEAbHBIX o6pa3u013 Ha4JHasl CO CTaanN DKCTpaKIm HK.

B cAy4dae HeCOOTBETCTBMS KOHTPOABHBIX TOYEK K-u K+ HEO6XO,Z|,I/IMO IIPpOBECTU ITOBTOPHOE MCCAEA0BaHIE BCEX

00Opas1ioB HauMHasI co craguy rmocraHosku I1IP.

IV. VMinteprpernposats peayastaThl [1LIP-anaansa muccaesyeMbix oOpa31ioB B COOTBETCTBUM C TabAMIIel1 4.

TaOamza 4. iInTeprnpeTranus pe3yabTaToOB OOpa3ios

PesyabTat oO6pasma

3nagenne «Ct» mo KkaHaay

3nadenne «Ct» mo kaHaay

FAM/Green HEX/VIC/Yellow
IToaoxnTeabHBI +/— T
OTpunareabHBIN + -
HeBaanaubi - _

«—» 0DO3HavaeT OTCyTCTBMe 3HaueHns «Ct», rpadpuk amrnanduKaIm He repecekaeT OPOTOBYIO AMHUIO
«+» obo3HavaeT Haamdye sHaueHN «Ct», rpadpuk aMnanduKaIm nepecekaeT IOPOTOBYIO AMHUIO
«+/—» — 3nauenne «Ct» 445 AaHHOTO KaHaJa He AHAaAUBUPYETCs
B cayuae nepaamanoro pesyarrara TpeOyetcs mosTropHO mposectu ITIIP-uccaesoBanne cOOTBETCTBYIOIIEIO
oOpasna HaunHas ¢ 9Tana skcrpaknyy HK nan co craaum 3abopa matepuasa.

TPAHCITIOPTUMPOBKA 1 XPAHEHME TECT-CMCTEMBI

TpaHcopTupoBKa TecT-CUCTEMEI OCYIIECTBASETCA HPU TeMIlepaType OKpy>KalOIlell Cpeabl, HO He BBIIIe
+37°C (a0 5 cyrok) mau mpu temneparype +2 — +8 °C (g0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AI00BIM BUAOM
TpaHCIOpTa B YCAOBUAX, OOECHeYMBAIOIIMX COXPAHHOCTh, B COOTBETCTBUM C IpaBMAaMU IIePEeBO3KU IPY30B,
AEVICTBYIOIIMMM Ha 4aHHOM BH/e TPaHCIIOpTa.

TecT-ccTeMy XpaHAT B yIIaKOBKe U3TOTOBUTEAS Ipu Temnepatype ot -24 °C g0 -16 °C.

JomyckaeTcsl 3aMOpO3Ka/OTTarBaHIe KOMIIOHEHTOB TecT-cucteMsr 40 10 pas.

Cpok roanoctn TecT-cricteMsl «ApTTect babGesnos» — 12 Mecs11eB ¢ 4aThl M3TOTOBAEHNA.
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ITPOBAEMBI ITP1 PABOTE I METOAbI X YCTPAHEHUSI

IIpoGaema

Bo3smoxxnas npuania
npoOaeMbl

BapuaHTbI pemeHns Hpo0aeMbl

Het curnaaa no xanaay
FAM/Green

Vcrioar3oBaHme HEITOAXOASIIITUIX
pacxoAHBIX MaTep1al0B

Wcnoassyiite poOupku aas nocraHosku [1LIP,
pexoMeHJOBaHHBIe  (PUPMOI-TIPOM3BOAUTEAEM
amnanduxkatopa AnOO aAalTUpPOBaHHBIE AAS

UCII0/b3yeMOTo Ipudopa

HexkauecrBenuo OTOOpaHHEIN

O1oa0TI9ecKMII MaTepral

IIPOBECTM IIOBTOPHBEIN 3abop ©611010TMIeCcKOro
Marepuada

[LIP narndnposaxHne

pasBeaute oOpaser] B 5 pa3 B Boge, CBOOOAHOI OT
PHKa3 1 nosropure aHaaus.

UCIIO/1Bb3YIiTe HOBHIN 0Opasel] MaTepuala

JICIIOAB3YIiTe Apyroi MeTo/ Bbideaenns HK

Her curnaaa B K+

HexoppexTHoe IpuUroTOBA€HUE
[MLIP-cmecu

aKkKypaTHO npurotosbTe HOBYIO ITIIP-cMecnh

HexoppekrHsie IapaMeTphl | yCTaHOBUTE IlapaMeTphl  amMnAmMpukanum B
aMTIAnPUKaIN COOTBETCTBIUU C TaDAMLIeN 2
HexoppekrHsle YCAOBMSI | UCIIOAB3YJITe€ HAOOpBI, KOTOpPble XPaHMANCH B

XpaHeHUs1 HaOOPOB

Haaae>XamnX yCAOBMAIX

Haawane curnaaa o
kaHaay HEX/VIC/Yellow
B K- n/man OKD

Konrammnariims

HpoBeAUTe 4eKOHTaMMHALVIOHHbIE ITPoLeAyPhl;
MCIIO/Ab3yIiTe HOBbIe HaOOPHI




