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METOANYECKUME YKA3AHWNS 110 ITPMMEHEHINIO

Tect-cucremnr «AprTect Koponasmupyc cobak»
Komnaexmayus 1

HA3HAYEHME TECT-CUCTEMBEI
Tecr-cucrema «AptTect Koponasupyc cobak» mpejHasHaueHa AAs BBIABAEHMUs I'eHETMYECKOro MaTepuada
Canine enteric coronavirus B OmoAormueckoM Marepmade MetoiaoM ogHoctaauiiHon OT-TITHP c aertekmueir
pe3yAbTaTOB B peXKIMe «pealbHOro BpeMeH!».

XAPAKTEPUCTUKA TECT-CUCTEMBI

Tect-cucrema «AptTect Koponasupyc cobak» sIBAsETCSI BLICOKOUYBCTBUTEABHBIM HaOOPOM AAsl BBLIBAEHIAS
HyKAenHOBbIX KucaoT (HK): ammMuT getexkiium cocrapaser 5 reHOM-5kBuBaAeHTOB B peaknuy OT-TILIP.

Tect-cictema cogepxmutr B cBoeM cocraBe ¢epmeHT ypanma-AHK-ramkosmaasy (YAI) m a¥YT®, gro
nospoasder usdOexxaTb KoHTammHaumy IIIP-cmecu mnpoaykramm  mpeabiaymux  IIHP  u  moayyenus:
0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Tecr-cucreme «AprtTecr KoponaBmpyc cobak» MCIOAB3yeTcsl OBICTPBIN IIPOTOKOA aMILAM(pUKAIIUM,
KoTopbiii mo3poaseTr 3a 80 — 90 MMH IOAYYUTH AOCTOBEpHBIE pe3yAbTaTbl MCCAEAOBaHM:A, YTO CYIIeCTBEHHO
IIOBBIIIAeT ITOTOYHOCTh A1a00PaTOPHBIX aHAAM30B. 3a CYeT VCIIOAb30BaHI MAEHTUYHBIX U IIPOCTHIX IIPOTOKOA0B
TecT-crcteM cepunt «AprTecT» 3HaUUTEeABHO CHU>KEH PIMCK OIIMOKM OoIlepaTopa Ha Bcex Tarax paboTHI.

KoMmnaekranumu TecT-cucteMbl yKasaHbl B Taban1le 1.

Ta6amza 1. Cocras TecT-cuctemol «ApTTect Koponasupyc cobak»

O0ObeM, He MeHee
Kommonenr
50 nccaeaoBaHum 100 nccaeaoBaHmn
1. OT-TILIP-pearenT 0,25 ma 0,5 ma
2. ITpaitmepnr KC 0,5 Mma 1,0 ma
3. ITIKO 0,5 Mma 0,5 Mma
4. OKO 1,0 ma 1,0 ma
5. BKO 1,0 Mma 1,0 ma

Aas sramna skerpaknuy HK u3 obpasiia pekomeHAyeTcs ncroAb3oBaHNe peareHTos: «AptMaraut Ber» nan
«AptMaraut PHK», «cApTHK Maruut».

PesyapraT amnandgukanuy 5K30r€HHOIO BHYTPEHHETO KOHTPOAS perucrpupyercs Ha KaHale FAM/Green,
peayapraTt aMmnanduxkanym HK Boz0yanteas perucrpupyercs Ha Kanaae HEX/VIC/Yellow.

MEPHI ITPEAOCTOPOKHOCTHA
IIpn pabote c TecT-cucTeMoit HeobOxoaumo cobaodate Tekyimme THIIA B obaactm aabopaTopHOI
kanHndeckoit [T P-agmarHocTuky 1 MeTogndeckuie peKoMeHAaluy IIPOU3BOAUTEAL.

OLOPYAOBAHMWE 1 MATEPUA DI
— aMI1AnpUKATOP C AeTEKLVel Pe3yAbTaTOB B peXXUMe «pealAbHOIO BpeMeHI»;
— I'ILIP-60kc;
— 1leHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITEpPEMEHHOTO 00BbeMa;
— OAHOPa30Bble HAKOHEUHNKH C GUABTPOM AAs A03aTOPOB IIEpeMEHHOIO 00beMa;
— 0JHOpa30BbIe IIOANUIIPOIINAEHOBBIE 3aKphIBaIOIMecs IpoOupku oobeMoM 1,5 — 2,0 m4;
— oITHYEeCKU Ipo3paunsle Ipodupku g4s [THP-PB, agantuposaHHbIe 445 UCIIOAB3YEMOTO aMIIANPUKATOPa;
— IITaTUBHI AA5 IPOOMPOK 1 HAKOHEYHVKOB;
— x040auabHUK OT +2°C g0 +8°C ¢ MOpO31AbHOM KaMepoii oT -24°C a0 -16°C;
— OTJeABHBIN XaAaT 1 OAHOpa3OBble IIepYaTKI;
— eMKOCTh 445 cOpoca HAKOHEYHIKOB;
— KOMIIA€KT CpeACTB 4451 00pabOTKu pabodero Mecra.



TY BY 192743351.026-2023
Kart. Ne 26C201, 26C212

ITPOBEAEHUE AHA/N3A

Boigeaenne HK us 6uoaormueckoro matepuada npoussoautcs copMectHo ¢ BKO (10 Mka Ha BeigeaeHne) B
COOTBETCTBUU C MHCTPYKITMEeN (PUPMBI-3TOTOBUTEASI peareHToB AAs1 oancTky HK.

IMoaroroska ITIIIP-cmecn

0. Paamoposuts Bce peareHTHI (IIpM HEOOXOAMIMOCTH), IIepeMelaTh (IlepeBepHyB IIPOOUPKI HECKOABKO pa3)
U COPOCUTH KaIlAY C IIOMOIIBIO KPaTKOBPEMEHHOT'O LIEHT U] yTUpOBaHILA.

I. B kaxayo mnocraHOBKYy aMmAnuKanuy IIOMUMO MCCAeAyeMBIX OOpas3lioB AOAXKHBI BXOAUTH 3
KOHTPOABHBIX OOpasma: oTrpunaTeabHsiii KoHTpoab IIIIP (K-), moaosxkmreapHpni xoHTpoab IIHP  (K+),
OTpuULIaTeAbHBIN KOHTPOAb 9KcTpakunu (OKD).

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

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

I'ae N — oO1iee KoAM4ecTBO peakumit aMIANQPUKaIINU C yI€TOM KOHTPOABHBIX 0OPa3IloB.

II. Ilepememars «Macrep Mukc» myTeM 5-Tm KpaTHOTO IlepeBOpauMBaHUA HPOOUPKIM, OCaAUTh
KpaTKOBPeMeHHBIM LIeHTpU(YyTUpOBaHNEeM U BHECTH I10 15 MKA B TpoOupku Aas mposegenns ITLIP.

IIL. B moarorosaennsle mpodupkn 406asuts 1o 10 mxa HK nccaesyemsrx oo6pasiios.

IV. IlocTaBUTh KOHTPOABHBIE peaKIIUY aMIIAN(PYKALIANL:

1) K- — Baectn B mpoompky 10 mxa OKO;

2) K+ — Brectn B mpo6upky 10 mka ITKO;

3) OKD — BHectu B mpodupky 10 mxa OKD.

TepMeTMqu 3aKPbITh HpO6I/IpKI/I KpbhIIIKaMI. B Ccay4dae HaAm4dvsl ITy3bIPbKOB B pacTBOp€ 1AM Kalledb Ha
CTeHKaX HpO6I/IpOK — YAaAUTb KpaTKOBpEMEHHBIM LIEHTPI/ICl)yFI/IpOBaHI/IeM.

IlocTaHOBKa peakimy aMIIAMQPUKaIN
I. ITomectuTs noaroroBaeHHsle A5 poseenns TP npodupku B amnandukarop.
IL. B cooTBeTCTBMM C MHCTPYKIIMEl K IPpUOOPY 3allporpaMMIpOBaTh aMIIAMPUKaTOp COrAacHo Tabauiie 2.

TaOawza 2. [lapameTpnl amMrangpuKamm

Koa-Bo
IMlar Temneparypa, °C Bpems K AOB
OOpaTHas TpaHCKPWIIIIAS 55 10 mun 1
Hauvaabnas geHarypans 95 2 MUH 1
JeHaTyparpst 95 5 cex
OTxur 60 15 cex 5
D AOHTaAIINST 67 15 cex
JeHaTyparpst 95 5 cex
Orxur/Aerekumsa rmo kanaaam FAM/Green,
3 HEX/VIC/Yellow %0 15 cex 0
D AOHTaAIINST 67 15 cex

IIIl. B cooTBeTcTBMM € WMHCTPYyKIMe K HOpUOOPY 3amporpaMMHUpoOBaTh II0AOXKeHHe MpoOMUPOK B
amrandukartope. Taxxxe A0IycKaeTcs BHITOAHATh AAHHBIN IIIaT BO BpeMsI IIPOBeAeHUsT aM IAMPUKALIUY AN 110 ee
OKOHYAHMIO, €CAY DTO IIO3BOASAET IIPOrpaMMHOe oOecriedeHne mpubopa.

IV. Jarp HasBaHmMe 9KCIepUMeHTa M COXPaHMTb ero Ha Ancke (B ®ToM aiize OyAyT aBTOMaTHIeCcKN

COXpaHeHHI pe3yAbTaThl AaHHOTO BKCIIepUMeHTa). 3aIlyCTUTh aMIIAnduKaTop®.

* Arst npubopos «Rotor-Gene» neped sanyciom éviopamo Ppynkuyuto: «Perform Calibration Before 15t Acquisition/Perform Optimization Before 1st
Acquisition/Buinornumo onmumusayuto npu 1-m waze demexuuu». Jrs écex kanaros ycmanosumov napamemput «Min Reading/Murnum. Cuzrnar» — 5F u
«Max Reading/Maxcum. Cuznar» — 10FIL.

Anaans pesyabTaTos

I. ITepea Havaa0M aHaAM3a HEOOXOAVMMO 3aAaTh HACTPONKI B COOTBETCTBMM C MHCTPYKIIMEN K Ipubopy.

a) aas mpubopos Tuna «Rotor-Gene» *:

— YCTaHOBMTH 3HaueHHe napamerpa BeiOpocos («NTC threshold/ITopoz Dota») — 5%. ITpu HeoOxoaMMOCTH
ropor ¢poHa MOKeT OBITh M3MeHeH B guanaszoHe 0 — 30 %*;

— yCTaHOBUTH 3HaueHuUe Iapamerpa noporosoil auHuu («Threshold/Ilopoz») — 0,02. IIpu HeoOGxoAMMOCTU
IIOpOT MOKeT ObITh U3MeHeH B AnanasoHe 0,02 — 0,2*%;
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— IpM HeoOXOAUMMOCTM JOmycKaeTcsl axTuBanua yHKumii «Dynamic  tube/Aunamuy.gor» m  «Slope
Correct/Koppex. Yicaona».

0) aas npudopos «Bio-Rad CEX96» *:

— YCTaHOBUTD 3Ha4eHMe MapaMeTpa roporosoit auaun («Single Threshold») — 50. Ilpu nHeobxoauMocT TTOpOT

MO>KeT ObITh M3MEHeH B gmaria3ode 25 — 500%%;

— Ipu HeOOXOAMMOCTH AOIIycKaeTcsl akTusanus ¢yHkiuit «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».

B) Aas ipuOopoB «AT-96x» *:

— ycraHOBUTH «MeToa» — «['eomerpraeckuii (Cp)»;

— YCTaHOBMTDH 3HaUeHMe IlapaMeTpa IIOPOroBOil AMHUM 5 %, moaydeHHOro Aas obpasua ITKO B mocaeanem
uykae amrandukanym. ITpu HeobxoammocTu mopor MoxkeT OBITh 3MeHeH B AnanazoHe 0 — 30%. **

I) Aas npubopos Turna «QuantStudio» *:

— YCTaHOBMTL 3HadyeHMe IapamMeTpa roporosoi anuum 10 %, moaydensoro gas odpasia I1IKO B mocaeanem

nukae amnandukanun. [1pu Heo6xoaMMoOCTI TOPOT MOXKET OBITh U3MEHEH B AnarasoHe 5 — 30%™*.

* B sasucumocmu om ycmaHoGAeHHOL 6epCcUuLl NpozpammHoz0 obecneveriis HA36aHUs KOMAH) MOZYm HEeCKOAbKO OMAUUAIMDCSL.

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

IL. BI)I6paTIJ AOI‘apI/I(i)MI/I‘{eCKyIO mKaay AAsl OTpa’keHMs pe3yAbTaTOB I BU3yaAabHO ITPOKOHTPOAMPOBATH
repecedyeHne HOpOTOBOﬂ AVHUU B AMHEHOW YacTu pocra KpI/IBOI7I aMH/lI/ICl)I/IKaLU/H/I. HpI/I rnepecedyeHmnm HOpOTOBOﬁI
AVIHAM C KPMBOI aMIIAN(PUKAIINN He B AMHEHOM yJacTKe — IIepeMeCcTUTD ee BPYyJHYIO 40 He0OXOAMMOIO YPOBH:L.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAaHUM HAAWYVS/OTCYTCTBUS IIepecedeHNs] KpUBON
¢dpayopecrieHLIMN ¢ IIOPOTOBOM AMHMEN (4TO COOTBETCTBYeT HAAMIMIO/OTCYTCTBUIO 3HAYEHNs IIOPOTOBOIO IIMKAa
«Ct» B cOOTBeTCTBYIOIIEN rpade B TabANIIE pe3yAbTaTOB).
gyro [IIIP-uccaesoBaHme BaAUAHO:

III.  YaocTtosepurhcs, KOHTPOADHBIE TOUYKM aHaAu3a AOAXKHEI

COOTBETCTBOBATh 3HAUEHMSIM, IIPUBEAEHHBIM B TabAuIIe 3.

TaGamza 3. OnieHKa pe3yabTaTOB aHaaM3a KOHTPOAbBHBIX TOUEK

KonTpoabnasa | Kornrpoampyemoni | 3nadenne «Ct» mo karnaay | 3HaueHne «Ct» 110 KaHaay
TOYKa 9Tall aHaAM3a FAM/Green HEX/VIC/Yellow
OKD Dxcrpakuys HK + -
K- TP - -
K+ T1LpP + +

B caydae mecootseTcTBIsl KOHTpOABHOM Touky OKD Heob6X0AMMO IpoBecTH IMOBTOPHOE JCCAeA0BaHle BCex
MOAOXKMUTEABHBIX 00paslloB HauMHas co craauy skcrpaxiym HK.

B cayuae HecooTBeTcTBMSI KOHTpOABHBIX Touek K- m K+ HeoOXxoammo mposecTu ITOBTOPHOE McCAeA0BaHUe
Bcex 0OpasIloB HauYMHAs CO cTaauu rtocraHosky IT1IP.

IV. VIntepripetnposats pesyapratsl I1LIP-anaansa mccaesyeMbIx oOpas3IioB B COOTBETCTBIM € TabAmIieln 4.

TaGamza 4. InTeprnipeTanus pesyabTaToB 0OpasIjos

Pesyabrar oGpasia 3nadenne «Ct» mo KkaHaay 3nadenne «Ct» mo kaHaay
FAM/Green HEX/VIC/Yellow
IloaoxnTeabHBI +/— +
OTpunareabHBIN + -
HeBaanaubi - _

«—» 0DO3HavaeT OTCyTCTBMe 3HaueHns «Ct», rpadpuk amrnanduKaImm He repecekaeT OPOTOBYIO AMHUIO

«+» obo3HavaeT Haamdye sHaueHN «Ct», rpadpuk aMnanduKaIm nepecekaeT IOPOrOBYIO AMHUIO

«+/—» — 3Hagenne «Ct» A4 JaHHOTO KaHaJla He aHaAVM3UPYeTCs

B cayuae nepaamanoro pesyarrtara TpeOyeTcs mosTopHO nposectu ITIIP-uccaesoBanne cOOTBETCTBYIOIIETO

06pa3ua Ha4lMHasl ¢ BTalla SKCTpaKOMM HK nam co CTaagnm 3a6opa MaTepuaja.
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TPAHCIIOPTNUPOBKA U XPAHEHME TECT-CMCTEMBbI

TpancropTupoBKa TecT-CUCTeMBI OCYIeCTBAsSETCS HpU TeMIlepaType OKpy>Kalolllell cpe/bl, HO He BhIIIIe
+37°C (a0 5 cyTok) man ripu temrneparype +2 — +8 °C (a0 30 cyTok). JomyckaeTcst TpaHCIOPTUPOBKA AI00BIM BUAOM
TpaHCIIOpTa B YCAOBUAX, OOeCIeuMBalOIIMX COXPaHHOCTb, B COOTBETCTBUI C IIPaBlAaMU IIepeBO3KU TPY30B,
AeTICTBYIOIIMMMU Ha AaHHOM BlJe TPaHCIIOpTa.

TecT-cucTeMy XpaHsT B yIaKOBKe U3TOTOBUTeAS IIpU TeMIlepaTtype ot -24 °C g0 -16 °C.

JorycKaeTcsl 3aMOpO3Ka/OTTarBaHye KOMIIOHEHTOB TecT-cucteMsl 40 10 pas.

Cpok roasoctu tect-cuicreMsl «ApTTect Koponasupyc cobak» — 12 MecAIies ¢ 4aThl M3TOTOBAEHN.

ITPOBAEMBI ITPY1 PABOTE M METOABI X YCTPAHEHISI

BosmosxkHas IIpmaMHa

IIpo6aema BapuaHTbI pemeHns Hpo0aeMbl
Opo0OaeMbl
Het curnaza nmo xanaay | Vcnoapzosanme HemoAxoAsmux | Vicroapsyiite mnpoOMpKM A4Sl  ITOCTaHOBKU
FAM/Green pacxo4HBIX MaTepualoB I11P, peKOMeHJO0BaHHEBIE Jupmori-
OpomusBoAuTeeM  aMmnaudukatopa  Aubo
ajanTupOBaHHLIE AAs MCII0/Ab3yeMOTO
npudopa
HexauecTBeHHO OTOOpPaHHEIN | IIPOBECTU MOBTOPHEIN 3a00p 011010TMYIeCcKOro
611010TI9eCKIIT MaTepual Marepuaja
[P narnduposaxHue passeanute oOpasel] B 5 pa3 B BoAe, CBOOOAHOI

ot PHKas 1 nosropure anaaus.

JCII0AB3YIiTe HOBHIN 0Opasel] MaTepuada

JICIIOAB3YIITE APYTOl MeTOZ BhlgeaeHus HK

Het curanaaa B K+ HexoppexTtHoe npurorosaeHue | akKypaTHO HpurorosbTe HOBYIO ITIIP-cmech
[MIIP-cmecn
HexoppexTHble IapaMeTphl | yCTAaHOBUTE TIapaMeTphl aMOAupuUKalny B
aMTIIAnPUKaIN COOTBETCTBUM C TabauIen 2
HexoppexkTHble yCAOBUA | UCIIOAB3YITe HaOOPbl, KOTOpble XPaHUAUCH B
XpaHeHM:s1 HAOOPOB HajAeXaluX yCAOBMSIX

Haanuue curxaaa o Konramunamust opoBeAuUTe AeKOHTaMIHAaIIIOHHEIE

kaHaay HEX/VIC/Yellow IIpOLIeAyPHBI;

B K- n/man OKD JICIIOAB3Y1ITe HOBBIEe HaDOPEI




