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METOANYECKME YKA3AHMSI 110 ITPMUMEHEHNIO
Tect-cucremnr «AptTect Kaemesoii surjedpaant»

HA3HAYEHME TECT-CUCTEMBLI
Tect-cucrema «AptTect Kaeresoii sHtegaanT» MpeAHa3HauYe€Ha A5 BRIABAEHISI TEHETIUECKOTO MaTepraja
Tick-borne encephalitis virus B Omoaormyeckom Martepuale MetodoM ogHocraguitHont OT-IILIP ¢ aerexumert
Pe3yAbTaTOB B peXXIMe «pealbHOrO BpeMeH!».

XAPAKTEPUCTUKA TECT-CMCTEMBI

Tect-cucrema «AptTect Kaemesoit »HHIedaauT» SIBASETCS BHICOKOUYYBCTBUTEABHBIM HabOpoM  A4s
BBISIBAeHIsT HyKAeHOBBIX K11ca0T (HK): auMmut agetexknum coctasasieT 5 reHOM-5KBuBaAeHTOB B peakiiuy OT-TILIP.

Tect-cucrema cogep>kuT B cBoeM coctase ¢pepMeHT ypauna-AHK-rankosnaasy (YAD) u aAYT®, uto mozsoaser
n3bexxatp KoHTamMuHarum I1IIP-cmecn mpoagykramu mnpeasiaymiux TP u moaydeHMsr A0KHOMOAOKUTEABHBIX
pe3yabpTaToB.

B Tect-ccreme «AptTect Kaemesoit sHIegasnT» MUCIOAB3YeTCA OBICTPHIN IPOTOKOA aMIAMUKAIINN,
KOTOpHBIN 1o3poaseT 3a 80 — 90 MMH HIOAYYMTb AOCTOBEpHblE pPe3yAbTaThl MCCAeJO0BaHU:A, YTO CYIIeCTBEHHO
IOBBIIIAeT IIOTOYHOCTh A1a00PaTOPHBIX aHAAM30B. 3a CYeT MCIIOAb30BaHMS MASHTUYHBIX U IIPOCTBHIX IIPOTOKOA0B
TecT-cucteM cepun «AprTecT» 3HaUNTEABHO CHVDKEH PIUCK OIIMOKM oIlepaTopa Ha BCeX DTaIrax pabOTHL.

KoMmnaekranuum Tect-cucteMsl paccamtaHbl Ha rtposedenne 50 1 100 nccaegosanmii (tabanma 1).

Tabamita 1. Cocras TecT-cucrembl «AptTect Kaemesoii sanedgpaant»

O0ObeM, He MeHee
KoMmmonenr
50 nccaeaoBaHUI 100 nccaeaoBaHmn
1. OT-TIIIP-peareHT 0,5 ma 1,0 ma
2. ITpaiimepnr KD 0,5 ma 1,0 Mma
3. ITIKO 0,5 Mma 0,5 Mma
4. OKO 1,0 ma 1,0 ma
5. BKO 1,0 ma 1,0 ma

Aas sramna sxcrpaknuy HK us obpasiia pekoMeHAyeTcs UCII0Ab30BaHNe peareHToB: «ApTMaraut Bet» nan
«AptMaraut PHK», «cApTHK Maruut».

PesyapraT amnandukanuy 5K30TeHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha KaHale FAM/Green,
pesyapraTt aMmnanduxkanym HK Boz0yanteas perucrpupyercs Ha Kanaae HEX/VIC/Yellow.

MEPBI ITPEAOCTOPOXKHOCTU
IIpn pabote c TecT-cucTeMoit HeoOxoaumo cobaodate Tekyimme THIIA B obaactm aabopaTopHOI
kanHndeckoit [T P-agmarHocTuky 1 MeTogndeckuie peKoMeHAaluy IIPpOU3BOAUTEAsL.

OBOPYAOBAHMWE 1 MATEPUA /DI
— aMnAnQpUKaTOP C JeTeKIIUeN Pe3yAbTaToOB B peXXIMe «pealbHOTO BPEMEHI»;
— I'ILIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITEpEMEHHOTO 00BbeMa;
— 0JHOpa30Bble HAKOHEUHUKI C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 06beMa;
— 0JHOpa30BbIe IIOANUIIPOIINAEHOBBIE 3aKphIBaIOIecs IpoOupku oobeMoM 1,5 — 2,0 m4;
— onTHYeCcKN Mpo3padnsle Mpooupku g4s1 ITHP-PB, agantuposannbie 444 1CII0AB3yeMOTO aMIIANPUKaTOPa;
— INTaTVUBEI AAs IPOOMPOK 1 HAKOHEYHIKOB;
— x0a04uabHUK OT +2°C g0 +8°C ¢ MOpO31abHOM KaMepoii oT -24°C a0 -16°C;
— OTAeABHBIN XaAaT 1 OAHOpa3oBhle IepyaTKy;
— @MKOCTh 4451 cOpoca HaKOHEeYHMKOB;
— KOMIIAEKT CPeACTB 4451 00paboTKy pabouero Mecra.

IMPOBEAEHUE AHAAU3A
Boigeaenne HK us 6uoaormaeckoro MaTepuada mpoussoautcs copMectHo ¢ BKO (10 Mka Ha BelgeseHne) B
COOTBETCTBUY C MHCTPYKIIMEN (pUPMBI-U3TOTOBUTEAS peareHToB 4451 ourctky HK.
IMoaroroska IILIP-cmecn
0. PasmoposuTs Bce peareHTH (IIpU HEOOXOAUMOCTH), IIepeMeIaTh (IlepeBepHyB IPOOUPKIU HECKOABKO pa3)
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1 cOpOCUTH KaIlAM € IIOMOIITBIO KPaTKOBPEMEHHOTO 1IeHTpUPyTUPOBaHMsL.

I. B ka>xAy10 ITOCTaHOBKY aMIIAM(UKaINI IIOMUMO UCCAeAyeMBIX O0Pa3IioB A0AXHBI BXOAUTH 3 KOHTPOABHBIX
obpasna: orputareasssii KoHTpoab [P (K-), moaosxxureasnsiit kouTpoas TP (K+), orpuiiateApHEIN KOHTPOAD
skcrpakiun (OKD).

B mpobupxe oovemom 1,5 — 2 ma npurorosuts «Mactep Mukc»:

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

I'ze N — o011ee K0AM4YECTBO peaKUNil aMIIAM(PUKALNI C yYI€TOM KOHTPOABHBIX 0Opa3IiOB.

II. Ilepemematr «Macrep Mukc» myreM 5-TM KpaTHOTO IlepeBOpauMBaHUA HPOOMPKM, OCAAUTh
KpaTKOBPeMeHHBIM LIeHTpUQyTruposaHneM 1 BHeCTH 110 20 MKA B IpoOupku Aas mposegenns ITLIP.

II1. B moarorosaenHsle mpooupky 400asuTs 1o 30 mxa HK nccaesyemsix oOpasiios.

IV. IlocTaBUTh KOHTPOABHBIE peaKIIUY aMIIAM(PYIKALIVIL:

1) K- — BHectn B mpooupky 30 mxa OKO;

2) K+ — Brectn B mpobupky 30 mxa ITKO;

3) OKD - Brectu B mpodupky 30 mxa OKD.

l'epMeTIHO 3aKpHITh MPOOMPKM KPHIIIKaMU. B caydae Haamdms My3BIPBKOB B pacTBOpe MAM KameAb Ha
CTeHKaX IIPOOUPOK — yAaAUTh KPaTKOBPEMEHHBIM LIeHTpUQYIMpOBaHUEM.

ITocTaHOBKa peaknyy aMIIANpUKaLn

I. ITomectuTs moaroroBaeHHsIe A5 poseenns TP npodupku B amnandukarop.

II. B cooTBeTCTBMM C MHCTPYKIIMEN K IPpUOOPY 3allporpaMMMpOBaTh aMIIAM(UKaTOp cOraacHo tabanrie 2.

Ta6auma 2. [lapameTpnl aMianguKaImm

o Koa-Bo
Mlar Temmeparypa, °C Bpems IKAOB
OOpaTHas TpaHCKPUILVISI 55 10 mun 1
Hagaabnas geHaTypanis 95 15 My 1
AeHaTypanus 95 5 cex
OTxur 63 15 cex 5
D AOHTaAINST 67 15 cex
AeHaTypans 95 5 cex
Orxur/Aerexkumsa rmo kanaaam FAM/Green,
3 HEX/VIC/Yellow 63 15 cex 40
D AOHTaAIINST 67 15 cex

III. B cooTseTcTBUMM ¢ WMHCTPyKOMeN K HpuOOPY 3alporpaMMHpOBaTh IIOAOXKEHHEe IIPOOMPOK B
amrandukartope. Taxxxe A0OIycKaeTcs BHITOAHATh AAHHBIN IIIaT BO BpeMsI IIPOBeAeHMsT aM IANPUKAILIUY AN II0 ee
OKOHYaHMIO, €CAl HTO II03B0AseT IIporpaMMHOe oOecriedeHne npudopa.

IV. JlaTts Ha3zBaHNe DKCIIEpMMEHTa ¥ COXPaHUTB €T0 Ha ANCKe (B 9ToM (aiiae OyayT aBTOMaTUIECKU COXPaHEeHEI
pe3yAbTaThl AaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAUpUKaTop™.

* 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». Ars 6cex xanaros ycmarosumov napamemput «Min Reading/Munum. Cuznar» — 5Fl u
«Max Reading/Maxcum. Cuzrar» — 10FL

AHaau3 pe3yabTaTOB
I. Ilepea Hauaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOIIKM B COOTBETCTBUU C MHCTPYKIIUEN K IIpUOOpYy.
a) aas npubdopos Tnuna «Rotor-Gene» *:

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

7

— YCTaHOBUTH 3HaUeHMe ITapaMeTpa rnoporosoii avianiu (« Threshold/ITopoz») — 0,02. TTpu Heo6X0AMMOCTY IIOPOT
MOKeT ObITh M3MeHeH B Ananasone 0,02 — 0,2*%;

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

0) a4s npudopos «Bio-Rad CEX96» *:

— YCTaHOBUTD 3HaUeHMe ITapaMeTrpa rnoporosoit Auunu («Single Threshold») — 50. [Tpu nHeobxoauMocTH TIOpOT
MO3KeT OBITh M3MeHeH B Amanaszone 25 — 500%%;
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— IpU HeoOXOAMMOCTHU AOIycKaeTcst akTuBalust GpyHkiuii «Apply Fluorescence Drift Correction» n «Baseline
Subtracted Curve fit».
B) 245 11puGopoB «AT-96» *:

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

— YCTaHOBMTDH 3HaUeHMe IlapaMeTpa IIOPOroBOil AMHUM 5 %, moaydeHHOro Aas obpasua ITKO B mocaeanem
uykae amrandukanym. ITpu HeobxoammocTu mopor MoxkeT OBITh M3MeHeH B AnanazoHe 0 — 30%. **

I) Aas npubopos tnna «QuantStudio» *:

— YCTaHOBUTD 3Ha4eHMe IapaMeTpa roporosoit auaun 10 %, moaydenHoro gas obpasua I1KO B mocaeanem

uykae amrandukanym. ITpu HeobxoamMocTy Iopor MoXKeT OBITh M3MeHEH B AnanasoHe 5 — 30%**.
* B 3asucumocmu om ycmano6AeHHOT 6epCuu npozpammHozo obecnewerus HA36AHUSL KOMAHO MOZYn HECKOALKO OMAUUAILCSL.
** Heo0x00umocmo Koppekmuposku 6b10p0oco6 603HUKAEHL 6 CAYHASX CUALHBIX KOAOAHUTL PAYOpecueHUUU 6 0MOIeAbHBLX NPoDaX.

II. BeiOpaTh aorapupMuyecKyio IIKady AAs OTPa>keHMUs pe3yAbTaToOB M BU3yaAbHO IPOKOHTPOAMPOBATH
IlepeceveHlie IIOPOrOBOII AMHUM B AVHEIHOI YacT! pocTa KpuBoit amnandukanym. ITpu nepeceueHnn moporosori
AVIHMY C KPUBOJ aMIIAM(VKaLINY He B AVHEIHOM yJacTKe — IIepeMeCTUTD ee BPYIHYIO 40 He0OXOAMMOIO YPOBHSL.

PesyAbTaThl aHaAM3a WMHTEPHIPETUPYIOTCA Ha OCHOBAaHMM HAANYMA/OTCYTCTBUS IlepecedeHUs KpUBOIL
(dpayopecrieHIINY C IOPOrOBOY AVHMEI (YTO COOTBETCTBYET HAAMIMIO/OTCYTCTBUIO 3HAaYEHIs IIOPOroBOro 1nkaa «Ct»
B COOTBETCTBYIOIIel rpade B TaOAMIle pe3yAbTaToOB).

III.  YaocTtosepurhcs,
COOTBETCTBOBAaTh 3HaUe€HMAM, ITpUBEJeHHBIM B TabauIie 3.

4qTo HHP-I/ICCAGAOBaHI/IE BaAMAHO: KOHTPOJbHBIE TOYKM aHaamsa AOA>KHBI

TaGamza 3. OnieHKa pe3yabTaTOB aHaaM3a KOHTPOAbBHBIX TOUEK

KonTpoabnasa | KonTrpoaupyembni | 3nauenne «Ct» 1o kanaay | 3Hadenne «Ct» 11o kaHaay
TOYKa 9Tall aHaAM3a FAM/Green HEX/VIC/Yellow
OKD Dxcrpakuys HK + -
K- [P - -
K+ e + +

B caydae mecootsercTBIsl KOHTpOABHOM Touky OKD Heob6Xx0AMMO IpoBecTy IMOBTOPHOE JCCAeAO0BaHNe BCex

IT0A0KNUTeAbHBIX 00pa3IioB HauMHas1 co cragun sKerpakuy HK.

B Cay4Jae HECOOTBETCTBII KOHTPOAbBHBIX TOYEK K- u K+ HeO6XOAI/IMO IIpOBECTU ITOBTOPHOE MCCAeA0BaHNMe BCEX

00pa3110B HauMHas co craguu rmocraHosku ITHP.

IV. MnareprpeTtuposats pesyabTaTsl I11]P-aHaam3a nccaesyemMpix oOpasiioB B COOTBETCTBUM C TaDAUIIel 4.

TaGamza 4. InTeprnipeTanus pesyabTaToB 0OpasIjos

PesyabraT o6pasiia 3nauerme «Ct> no kamaay | 3muaduenne «Ct» 110 KaHaay
FAM/Green HEX/VIC/Yellow
IloaoxuTeabHbI +/— +
OTpunareabHbBI + _
HeBaanaubi - _

«—» 0DO3HaJaeT OTCyTCTBMe 3HaueHns «Ct», rpadpuk amrnanduKanmm He repecekaeT OPOTOBYIO AMHUIO
«+» obo3HavaeT Haamdye sHaueHNA «Ct», rpadpuk aMnanduKaIm nepecekaeT IOPOTOBYIO AUHIIO
«+/—» — 3Hagenne «Ct» 241 JaHHOTO KaHaJla He aHaAVN3UPYeTCs
B cay4Jae HEeBaAMAHOIO pe3yAabTaTa Tpe6yeTcs[ IIOBTOPHO ITPOBECTU HL[P-I/ICCAQAOBaHI/Ie COOTBETCTBYIOILIETO
06pa3ua Ha4MHasl € BTalla SKCTpaK HK mamn co craagun 3a60pa MaTepuaaa.

TPAHCITIOPTNPOBKA U XPAHEHME TECT-CMCTEMbI

TpaHcopTpoBKa TeCT-CHCTEMBI OCYIIECTBASETCA IpPHU TeMIlepaType OKpYy>KalOIell Cpeabl, HO He BBIIIe
+37°C (a0 5 cyrok) nmau mpu temmeparype +2 — +8 °C (g0 30 cyTok). JomyckaeTcs TpPaHCIOPTUPOBKa AI00BIM BUAOM
TpaHCIIOpTa B YCAOBUAX, OOECIeYMBaIOIINX COXPaHHOCTb, B COOTBETCTBUM C IIpaBMAaMM II€peBO3KU TPY30B,
AEVICTBYIOIIMMMY Ha AaHHOM BlJe TpaHCIIOpTa.

TecT-cucTeMy XpaHsAT B yIIaKOBKe M3TOTOBUTEAS IIpU TeMIlepatype ot -24 °C g0 -16 °C.

JomyckaeTcs: 3aMOpO3Ka/OTTarBaHIe KOMIIOHEHTOB TeCcT-cucteMsr 40 10 pas.

Cpok roanoctn Tect-cricteMsl «AptTect Kaermepoit suitedpaant» — 12 Mecs11es ¢ 4aThl M3TOTOBAEHNA.
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ITPOBAEMBI ITPY1 PABOTE M METOAbI X YCTPAHEHISI

IIpob6aema

Bo3MmosxHast IIpr4aMHa

1po06aeMbl

BapmanTbl penteHys mpo0.aeMbl

Her curnaaa mo xanaay
FAM/Green

Vcmoab3oBaHIe HEITOAXOASIIITX
pacxoAHBIX MaTep1al0B

Wcnoansyiite nmpodupku aas nocra”Hosku ITHP,
peKOMeH0BaHHbIe pupmoIt-mpoussosuTElIEM
amnanduxkatopa AnOO aAalTUpPOBaHHBIE AAS

MCIIOAB3yeMOTO ITpubopa

HexkauecrBenuo OTOOpaHHEIN

O1OAOrMUeCKUI MaTepnaa

IIpoBeCcTn HOBTOprIf/] 3a60p O10A0TMYEeCKOrO
MaTepnada

[LIP narndnposaxHne

pasBeaute oOpaser] B 5 pa3 B Boge, CBOOOAHOI OT
PHKas3 1 nosropure aHaans.

UCIIO/1Bb3YIiTe HOBBIN 0Opasel] MaTepuada

JICIIOAB3YIiTe Apyroi MeTo/ Bbideaenns HK

Het curnaaa B K+

HexoppexTHoe HOpurorosaeHue
[MLIP-cmecu

aKKypaTHO IIpurorosbTe HOByIO ITITP-cMech

HexoppekrHsle IapaMeTphl | yCTaHOBUTE IlapaMeTpel  aMnAMpukanum B
aMTAnpUKaIn COOTBETCTBIUU C TaDAMLIeN 2
HexoppexkrHsie yCAOBUSA | UCIIOAB3YIiTe HaOOPBI, KOTOpblE XPaHUAUCH B

XpaHeHUs1 HaOOPOB

Haaae>XamnX yCAOBMAX

Haamuwne curHaaa mmo
kaHaay HEX/VIC/Yellow
B K- n/muan OKD

Kontamunaims

IIpoBeAuTe J4eKOHTaMMHaILIMOHHEIe IIPpOLieAyphl;
MCIIO/Ab3yIiTe HOBbIe HaOOPHI




