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METOANYECKUE YKA3AHWZI 110 ITPMMEHEHIWIO
Tect-cucremnr «AptTect AHanaasmos, Dpanxmos»

HA3HAYEHME TECT-CUCTEMBI

Tect-cucrema «AptTect AmnanaasMos, Dpauxmos» MpejHasHaueHa AAsd BBIABAEHUS TeHeTUYEeCKOTro
MaTepuada Oakrepuit poga Anaplasma v Ehrlichia 8 6GmoaormdaeckoM MaTepuasie MeToadoM ogHoctaauiiHon OT-TILIP
C AeTeKIIVell pe3yAbTaTOB B peXKIMe «peaabHOTO BpeMeHI».

XAPAKTEPUCTUKA TECT-CUCTEMBI

Tect-cuctema «AptTect AHamaasmo3, DpAMXMO3» SBAAETCS BBICOKOUYBCTBUTEABHBIM HabopoM A4s
BBISIBAeHIsT HyKAeHOBBIX K11ca0T (HK): auMmut aetexknum coctasasieT 5 reHOM-5KBuBaAeHTOB B peakiiun OT-TILIP.

B tect-crcreme «AptTect AHanasMo3, DpAUXIMO3» 3HAYUTEABHO CHIYKEH PUCK OIIMOKM OIlepaTtopa Ha Bcex
9TaIlax paOOTHI 3a CYeT MCI0Ab30BaHNs UASHTUIHBIX M IIPOCTLIX IIPOTOKOAOB TecT-cucTeM cepun «AptTect».

B Tect-cucreme «AptTect AHarnaasmo3, DpAMXNO3» UCIIOAB3YeTCsI OBICTPHI IIPOTOKOA aMIIAMpUKALINMN,
KOTOpHBINi mo3poaseT 3a 80 — 90 MMH HOAYYMUTb AOCTOBEpHbIe pe3yAbTaThl MCCA€A0BaHMS, UTO CyIIleCTBEHHO
MOBBIIIaeT IIOTOYHOCTh 1a00paTOPHBIX aHAAM30B.

Komnaexranum tecr-cucremsl «AptTect Ananaasmos, Dpanxumosd» paccuutaHsl Ha nposegenne 50 u 100
peaxkInii 1 yKasaHbl B Tabautie 1.

Tabanmna 1. Coctas TecT-cuctembl «ApTTecT AHaraa3Mo3, DpANXO3»

O0ObeM, He MeHee

KoMmmonenr — -

50 peakuuii 100 peaxiuit
1. OT-TIIIP-peareHT 0,25 ma 0,5 ma
2. ITpaiimepnr AD 0,5 ma 1,0 Mma
3. ITIKO 0,5 Mma 0,5 ma
4. OKO 1,0 ma 1,0 ma
5. BKO 1,0 ma 1,0 ma

Aas sramna sxcrpaknuy HK us obpasiia pekomeHAyeTcs MCI0Ab30BaHNe peareHToB: «ApTMaraut Bet» nan
«AptMaraut PHK», «cApTHK Maruut».

PesyapraT amnangukanuy 5K30r€HHOIO BHYTPEHHETO KOHTPOAS perucrpupyercs Ha kKaHale FAM/Green,
Pesyaprat amnanduxannu HK Bo30Oyaureaeit perucrpupyercs na kanaae HEX/VIC/Yellow.

MEPBI ITPEAOCTOPOKHOCTU
IIpu paGote ¢ TecT-cucTteMoit HeoOxoauMo cobarogars Tekymne THITIA B obGaactu aabopaTopHOI
kavHndeckoi [T P-auarHocTuky 1 MeTogudecKue peKOMeHAAIIUN IIPOU3BOAUTEASL.

OBOPYAOBAHMWE 1 MATEPUA /DI
— aMnANQUKATOP C eTeKIell pe3yAbTaToB B peXKMMe «peaabHOTO BPeMeHI»;
— ITITP-60kc;
— 1leHTpuQyTa/BOPTEKC;
— HabOP 403aTOPOB ITlepeMeHHOro 0ObeMa;
— 04HOpa30Bble HAKOHEYHUKN C PUABTPOM A5 403aTOPOB IlepeMeHHOro oobeMa;
— 04HOpa30Bble IOANIIPONIAEHOBbIE 3aKphIBaloIecs: Mpooupku oobemMoM 1,5 — 2,0 m4;
— onTHYeCcKN npo3padnsle mpodupku g4s1 ITHP-PB, agantuposannbie 444 1CII0Ab3yeMOT0 aMIIANpUKaTOpPa;
— INTaTUBBI AAs IPOOMPOK VI HAKOHEYHVIKOB;
— x040auabHUK OT +2°C 20 +8°C ¢ MOpo3maAbHOI KaMepoii oT -24°C a0 -16°C;
— OTJeABHBIN XaAaT 1 OAHOPa3OBble IIepYaTKI;
— eMKOCTb 4451 cOpoca HAaKOHEeYHIKOB;
— KOMIIAEKT CPeACTB 4451 00pabOTKU pabodero Mecra.

IMPOBEAEHUE AHA/AIN3A
Boigeaernne HK us 6uoaormaeckoro MaTepuada mpoussoautcs copMectHo ¢ BKO (10 Mka Ha BelgeseHUe) B
COOTBETCTBUU C MHCTPYKIIeEN (pMPMBI-U3TOTOBUTEAS peareHToB 4451 ounctky HK.
IMoaroroska ITIIP-cmecn
0. PasMOpo3UTh Bce peareHTHI (IIpU HEOOXOAMMOCTH), IIepeMelIaTh (IlepeBepHyB IMPOOMPKI HECKOABKO pa3)
U cOPOCUTSH KaIlAY C IIOMOIIIBIO KPaTKOBPEMEHHOI'O LIEHTpUPYTUPOBaHII.



TY BY 192743351.026-2023

I. B xa>kAy10 ITIOCTaHOBKY aMIIAM(UKALIIM IIOMIMO MCCAeAyeMBIX 00Pa3IioB J04A5KHBI BXOAUTH 3 KOHTPOABHBIX
oOpas1ia: oTpuriaTeasssiii KoHTpoab TP (K-), moaoxureasnsiit Kontpoas HLIP (K+), oTpuiiateapHsIit KOHTPOAD
skcrpakiun (OKD).

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

5*(N+1) mxa OT-IIIIP-pearenTa + 10*(N+1) MKa mipayiMepoB

I'ae N — of1iee KoAM4ecTBO peakumit aMIANQPUKaIINU C yIeTOM KOHTPOABHBIX 0OPa3IioB.

II. Ilepememars «Macrep Mukc» myTeM 5-Tm KpaTHOTO IlepeBOpauMBaHUA HPOOUPKIM, OCaAUTh
KpaTKOBPEeMEHHBIM LIeHTpUQYyIMpOoBaHIeM U BHeCTH! 110 15 MKa B Tpobupku A4 niposesenyest TTLP.

IIL. B moarorosaennsle mpodupkn 406asuts 1o 10 mxa HK nccaesyemsrx o6pasiios.

IV. ITocTaBUTHh KOHTPOABHEIE peaKIINy aMIIAN(PUKAITUN:

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

2) K+ — Brectn B mpobupky 10 mxa ITKO;

3) OKD — BHectu B mpodupky 10 mxa OKD.

I'epMmeTnyHO 3aKpBITh IPOOMPKM KpPBIIIKaMU. B caydae Haandms ITy3bIpbKOB B pacTBOpe MAM KalleAb Ha
CTeHKaX IPOOMPOK — yAaAUTh KPaTKOBPeMeHHLIM LIeHTpUQyTIpOoBaHIeM.

IlocTaHOBKa peakiy aMIANQpUKaIN

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

IL. B cooTBeTCTBMM C MHCTPYKIIMEl K IPpUOOPY 3allporpaMMIpOBaTh aMIIAM(UKaTOp COrAacHo Tabauntie 2.

Tabawmita 2. [lapameTpbl aMnangpMKaInna

Koa-Bo
lar Temneparypa, °C Bpemst ——
OOpaTHasa TpaHCKPUIIISE 55 10 mun 1
Haugaabnas aenarypanmys 95 2 MUH 1
JeHaTyparpst 95 5 cex
OTxur 60 15 cex 5
DaoHTranms 67 15 cex
JeHaTyparpst 95 5 cex
Otxur/Aerexkuusa rmo kanaaam FAM/Green,
A HEX/VIC/Yellow 60 15 cex 40
DaoHTAIS 67 15 cex

III. B cooTsercTBUM C MHCTPyKIMell K HpuOOpYy 3almporpaMMUpOBaTh IIOAOXKeHHe IIpOOMPOK B
amnandukaTtope. Taxke A0mycKaeTcs BHITOAHATh AAQHHBIN IIaT BO BpeMs IIPpOoBeAeHNsT aMIANpUKaIIUY AN II0 ee
OKOHYAHMIO, €CAY DTO II03BOAAET IIPOrpaMMHOe oOecriedeHne mpubdopa.

IV. JlaTts Ha3zBaHNe DKCIIEpMMEHTa ¥ COXPAaHUTb €T0 Ha ANCKe (B 9ToM (aiiae OyayT aBTOMaTUIECKU COXPaHEeHEI
pesyabTaThl AaHHOTO BKCIIepMMeHTa). 3aIlyCTUTh aMItauduKaTop®.

* Ars npubopos «Rotor-Gene» neped sanyciom éviopamo Ppynkuyuto: «Perform Calibration Before 15t Acquisition/Perform Optimization Before 1st
Acquisition/Buinoanumo onmumusayuto npu 1-m waze demexuuu». Jrs 6cex xanaros ycmanosumov napamemput «Min Reading/Murum. Cuzrar» —5Fl u

«Max Reading/Maxcum. Cuznar» — 10FI.

AHaau3 pe3yabTaTOB

I. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKIIMEN K Ipudopy.

a) A4 npubopos Tnna «Rotor-Gene» *:

— YCTaHOBUTH 3HaueHNe NapameTpa BEIOpocos («NTC threshold/ITopoz @ora») — 5%. Ilpu HeoOxoauMoCTH T10-
por ¢poHa MOKeT OBITh M3MeHeH B guarasoHe 0 — 30 %**;

— YCTaHOBUTH 3HaueHNe MapaMeTpa noporosoii Auanu (« Threshold/ITopoz») —0,02. ITpyu He0OX0AMMOCTY TTOPOT
MO>KeT OBITh U3MeHeH B gnariazone 0,02 — 0,2*%;

— IIpU HEOOXOAMMOCTHU AOTycKaeTcsa akTupauys Gpyukuii « Dynamic tube/unamuy.dor» u «Slope Correct/Kop-
pex. Yicaona».

0) a4 npubopos «Bio-Rad CFX96» *:

— YCTaHOBUTD 3HaUeHMe ITapaMerpa roporosoit Auunu («Single Threshold») — 50. [Tpu nHeobxoauMocTH TTOpOT
MO>KeT OBITh U3MeHEeH B gmnaria3oHe 25 — 500%%;

— Ipu HeOOXOAMMOCTH AOIIycKaeTcsl akTusarus QyHkiuit «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».
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B) 2445 npudopos «AT-96» *.

— ycraHOBUTH «MeTtoa» — «['eomerpuaecknii (Cp)»;

— YCTaHOBMTDH 3HaueHMe IlapaMeTpa IOPOroBOil AMHUM 5 %, moaydeHHOro Aas obpasna ITKO B mocaeanem
uykae amrandukanym. ITpn HeobxoammocTu mopor MoxkeT OBITh M3MeHeH B AnanazoHe 0 — 30%. **

I) Aas ipubopos tura «QuantStudio» *:

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

uykae amrandukanym. ITpn HeobxoamMocTy opor MoXKeT OBITh M3MeHEeH B AnanasoHe 5 — 30%*.
* B 3asucumocmu om ycmano6AeHHOT 6epCuu npozpammHozo obecnewerus HA36AHUsL KOMAHO MOZYn HECKOADKO OMAUUALCSL.
** Heo0x00umocmo Koppekmuposku 6b10p0Oco6 603HUKAEHL 6 CAYHASX CUALHBIX KOAOAHUTL PAYOpecUeHUUU 6 0MOICAHBLX NPoDaX.

II. BeiOpaTh aorapupMudecKyio IIKady AAs OTPa>keHMs pe3yAbTaToB M BU3yaAbHO IPOKOHTPOAMPOBATH
IlepeceveHlie IIOPOrOBOII AMHUMN B AVHEIHOI YacTu pocTa KpuBoit amnandukanym. ITpu nepeceueHnn moporosorn
AVIHMY C KPUBOJ aMIIAM(VKaLINY He B AVHEIHOM yJacTKe — IIepeMeCTUTD ee BPYIHYIO 40 He0OXOAMMOIO YPOBHSL.

PesyAbTaThl aHaAM3a WHTEPIPETUPYIOTCA Ha OCHOBAaHMUM HAANYMA/OTCYTCTBUS IlepecedeHUs KpUBOIL
¢dpayopecrieHIIY C IOPOrOBOY AVHIEI (ITO COOTBETCTBYET HAAMIMIO/OTCYTCTBUIO 3HAaYEHIs IIOPOroBOro 1nKaa «Ct»
B COOTBETCTBYIOIIel rpadpe B TabAulIle pe3yAbTaTOB).

II1. yro [IIIP-uccaeaoBanue
COOTBETCTBOBATh 3HAUE€HIM, IIPUBEAEHHEIM B TabAMIIe 3.

Y,ZI,OCTOBepI/ITbC}I, BaAMAHO: KOHTPOJbHBIE TOYKM aHaalMsa AOA>KHBI

TaGamza 3. OnieHKa pe3yabTaTOB aHaaM3a KOHTPOAbBHBIX TOUEK

KonTpoabnasa | KonTrpoamupyembni | 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 necootseTcTBIs KOHTpOABHOM Touky OKD Heob6Xx0AMMO IpoBecTy IIOBTOPHOE JCCAeA0BaHle BCex
IIOAOXKUTEABHBIX 0Opa3LIoB HauMHasI co craaumy sKerpaknym HK.

B cayuae HecooTBeTcTBMS KOHTPOABHBIX ToUueK K- 11 K+ HeoOXx041MO mpoBecTy MOBTOpHOeE 1ccAeJOBaHIe BeexX
00pa3110B HauMHas co craguu rmocraHosku ITHP.

IV. Mnareprpertuposats pesyabTaTsl I11]P-anaamsa nccaesyeMpix oOpasiioB B COOTBETCTBUM C TaDAUIIel 4.

TaGamza 4. ViInTepripeTanus pe3yabTaToOB 0OpasIjos

PesyabTat o6pasiia 3nauerme «Cb> o kamaay | 3maduenne «Ct» 1o KaHaay
FAM/Green HEX/VIC/Yellow
IloaoxuTeabHbIV +/— +
OTpunareabHbI + _
HeBaauaubiin - _

«—» 0DO3HaYaeT OTCyTCTBIe 3HaueHns «Ct», rpadpuk amrnanduKamm He repecekaeT OPOTOBYIO AMHUIO
«+» obo3HavaeT Haamdye sHaueHN «Ct», rpadpuk aMnanduKam nepecekaeT IOPOrOBYIO AMHUIO
«+/—» — 3Hagenne «Ct» A4 JaHHOTO KaHaJla He aHaAN3UPYeTCs
B cay4Jae HEeBaAMAHOIO pe3yAabTaTa Tpe6yeTcs[ IIOBTOPHO ITPOBECTU HL[P-I/ICCAQAOBaHI/Ie COOTBETCTBYIOILIETO
06pa3ua Ha4lMHasl ¢ BTalla SKCTpaKmm HK mamn co craagun 3a60pa MaTepuaaa.

TPAHCITIOPTNPOBKA U XPAHEHME TECT-CMCTEMbI

TpaHcopTnpoBKa TeCT-CHCTEMBI OCYIIECTBASETCA IpPHU TeMIlepaType OKpYy>KalOIell Cpeabl, HO He BBIIIe
+37°C (a0 5 cyTox) nan npu remnepatype +2 — +8 °C (g0 30 cyTok). JoryckaeTcs TpaHCIIOPTUPOBKA AI00BIM BUAOM
TpaHCIIOpTa B YCAOBMAX, OOeCHeYMBaIOIIMX COXPaHHOCTb, B COOTBETCTBUM C IIpaBlAaMM II€peBO3KU TPY30B,
AeVICTBYIONIMMM Ha AaHHOM BlUJe TpaHCIIopTa.

TecT-cucTeMa XpaHUTCS B yIIaKOBKe U3TOTOBUTEAS IIpU TeMIepaType oT -24 °C a0 -16 °C.

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

Cpok rogHocTu Tect-cucteMsbl «AprTect AHanaasmMos, Dpanxnos» — 12 Mecs1ies ¢ 4aThl U3TOTOBAEHMS.
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ITPOBAEMBI ITPY1 PABOTE M METOABI X YCTPAHEHISI

IIpoGaema

Bo3smoskHast
npo0aeMbl

IIpmanHa

BapuanTnl pemenns npo0aeMbl

Her curnaaa mo xanaay
FAM/Green

Mcrioar3oBanue HeImoaxoAAgA1mmx
pacXxoaHbIX MaTeEpP11aa0B

Wcnoansyiite npodupku aas nocraHosku TP,
peKOMeH0BaHHbIe ¢upmoit-iponssoanTeseM
amnanduxkatopa AnOO aAalTUpPOBaHHBIE AAs

MCII0AB3yeMOTO ITpubopa

HexkauecrBenuo OTOOpaHHEIN

O1OAOrMUeCKUI MaTepnaa

IIpoBeCcTn HOBTOprIf/] 3a60p O10A0TMYEeCKOro
MaTepnasda

ILIP narnduposaxHme

pasBeauTe oOpaser] B 5 pa3 B Boge, CBOOOAHOI OT
PHKas3 1 nosTopure aHaAn3.

UCII0/1B3YIiTe HOBBIN 0Opasel] MaTepuaa

JCIIOAB3YITe APyTOil MeTog, BhideaeHus HK

Her curanaaa B K+

HexoppexTHoe HOpurorosaeHue
[T P-cmecn

aKKypaTHO IIpurorosbTe HOByIO ITITP-cMech

HexoppexTHebie IapaMeTphl | yCTAaHOBUTE IlapaMeTpel  amMnAuukanumu B
aMrAnQUKannmn COOTBETCTBUU C TabAMIIeN 2
HexoppexTHrbie YCAOBMS | UCTIOAB3yNiTe HAOOPHI, KOTOpBIE XPaHUANUCH B

XpaHeH1s1 HAOOPOB

HaAaAe XallVX yCAOBMAX

Haamumne curaaaa mo
kanaay HEX/VIC/Yellow
B K- n/muan OKD

Kontamunaims

nmposeanTe AeKOHTaMIMHalIlMIOHHbIE ITPOTIEeAYPbI,;
MCHOABBy]ZTe HOBbIE Ha6opm




