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METOAMYECKWE YKA3AHNI 110 IIPMMEHEHINIO
Tect-cucremsr «AprTect Jermoneaaes»

Komnaexmanus 1

HA3HAYEHME TECT-CUCTEMBI
Tecr-cucrema «AptTect /lernoneaaes» pejHasHadeHa AAs BLLIBAEHIS r'eHeTHUeCKoro Matepuada Legionella
spp. B DM0A0TYECKOM MaTepuale MeTO40M IOAMMEPa3HOM 1[eIIHOM peaKUNu C AeTeKIINell pe3yabTaToB B PeXXIMe

«peaapHOro BpemeHun» (I1LIP-PB).

XAPAKTEPUCTUKA TECT-CUMCTEMBI

Tecr-cucrema «AptTect /lermoHeaae3» ABAsETCS BBICOKOUYBCTBUTEABHBIM HaOOpoM Aas BeLaBaeHus /JAHK:
AVIMUT AeTeKIIMU COCTaBAsIeT 5 TeHOM-9KBIBaAeHTOB BO30yAnuTeas B peakuyu ITLIP.

Tecr-cucrema cogepxutr B cBoeMm coctase (Qepment ypamua-AHK-ramkosmaasy (YAI) u a¥T®, uro
nospoasder u3bexats KoHTamyHauym IIIIP-cMecu mpoayktramm  mpegwsigymmx TP u  moaydenus
AO>KHOITOAOXUTEABHBIX Pe3yAbTaTOB.

B recr-cucreme «AptTect /lernonenses» MCIOAB3yeTCs OBICTPBIN IIPOTOKOA aMIIAMPUKAIINN, KOTOPBI
nospoasder 3a 60 — 80 MMH HOAYYNTH AOCTOBEpPHbIE pe3yAbTaTbl MCCAeAOBaHMUs, UTO CyIleCTBeHHO IIOBBIIIaeT
IIOTOYHOCTDb AaDOPaTOPHBIX aHAAU30B. Ja CYeT MCIO0Ab30BaHMS UAEHTUYHBIX U ITPOCTBIX MPOTOKOAOB TeCT-CUCTEM
cepun «AptTecT» 3HaUNTEABHO CHIKEH PUCK OIIMOKM OllepaTopa Ha BceX dTarax paboThI.

KOMHAQKTaLU/II/I TECT-CIICTEMbI YKa3aHbI B Ta6/lI/ILIe 1.

Tabanma 1. Cocrtas TecT-cicteMmbl «ApTTect Jernoneaaes»

O0ObeM, He MeHee

Kommonent - "

50 1ccaeaoBaHUI 100 nccaeaoBanmn
1. TILIP-pearent 0,5 Mma 1,0 ma
2. Ilpaiimepsr LEGS 0,5 Ma 1,0 ma
3. TIKO 0,5 ma 0,5 ma
4. OKO 1,0 ma 1,0 ma
5. BKO 1,0 ma 1,0 ma

Aas »srana skerpakuym JAHK mn3 obpasma pekomenayercst mcroanzoBaHue peareHtos: «Apt/JHK Ber»,
«AptMaraut Bet», «ApTHK Dkcrpakr».
PeszyapraT ammangukanuy dK30TeHHOTO BHYTPEeHHETro KOHTPOAs peructpupyercs Ha Kanade FAM/Green,

pesyapraTt amnanuxanmm JHK BosOyanrteas permcrpupyerca Ha kanHaae HEX/VIC/Yellow.

OBOPYAOBAHUE 1 MATEPUA /1bI
— aMnAnQpUKATOP C eTeKIIUel Pe3yAbTaToOB B peXXIMe «pealbHOTO BPEMEHI»;
— I'LIP-60kc;
— eHTpuUQdyra/BOPTEKC;
— HabOp 403aTOPOB IIepEMEHHOIO 00beMa;
— 04HOpPa30Bble HAKOHEUHUKI ¢ PUABTPOM AAsI 403aTOPOB IIEPEMEHHOTO 0O beMa;
— 04HOpa30BbIe IIOANUIIPOIINAEHOBBIE 3aKphIBaIOIMecs IpoOupku oobeMoM 1,5 — 2,0 m4;
— OITMUECKU ITpo3pauHsble Tpodupku g4s [THP-PB, agantuposaHHbIe 445 UCIIOAB3YEMOTO aMIIAUpUKATOPa;
— IITaTUBBI AAs POOMPOK VI HAKOHEYHVIKOB;
— x010auabHUK OT +2 °C a0 +8 °C ¢ Mopo3snabHOIT Kamepoii ot -24 °C a0 -16 °C;
— OTA€ABHBIN XaAaT ¥ OAHOPa30BbIe ITepYaTKI;
— €MKOCTbh A5 cOpoca HAKOHEUHIKOB;

— KOMIIAEKT CPeACTB 4451 00paboTKy paboyero Mecra.

IMTPOBEAEHVE AHAAN3A
Brigeaenne AHK ns 6moaorngeckoro marepuada nponssogurcs copmecto ¢ BKO (10 mka Ha BblgeaeHne)

B COOTBETCTBUI C MHCTPYKIIMel pUPMBI-U3TOTOBUTEAS peareHTos A4 ounctky AHK.
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IMoaroroska ITILIP-cmecn

0. PaaMoposuts Bce peareHTHI (IIpy HEOOXOAMMOCTH), IIepeMeIaTh (IIepeBepHyB IIPOOMPKM HECKOALKO pa3)
U COPOCUTH KaIlAY C IIOMOIIBIO KPaTKOBPEMEHHOT'O LIEHT U yTUpOBaHILA.

LB kax4yl0 IIOCTaHOBKY aMIAM(QUKaIMM IIOMMMO UCCA€AYyeMBIX OOpa3LioB AOAXHBI BXOAUTH 3
KOHTPOABHBIX OOpasna: orpunaTeabHsiii KoHTpoab IILIP (K-), nmoaoxkmreasnsri xoHTpoab IIHP  (K+),
OTpullaTeAbHBIN KOHTpoAab 9KcTpakunu (OKD).

B npobupke oobeMmoM 1,5 — 2 ma mpurorosuth «Mactep Muxc»:
10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa rpaiiMmepoB

I'ze N - ofrmjee KoAM4YecTBO peaknuil aMIAM(PUKALUNM C YyI€TOM KOHTPOABHBIX OOpasios. JoIycKkaercs
OKpYyIAeHye 3Ha4eHNI B O0ABIIYIO CTOPOHY.

II. Ilepememars «Mactep Mukc» 1myreM 5-TM KpaTHOTO IIepeBOpauMBaHMs IPOOMPKM, OCaANUThb
KpaTKOBPeMeHHBIM IIeHTpu(pyruposaHmueM 1 BHecTH 1o 20 MKA B Ipobupku Aas nposegenvist TTLIP.

III. Vicnoap3yst HakOHeYHMK ¢ (UABTPOM B IIOATOTOBAEHHBle IIpoOmpku Aobasuts 1mo 10 mxa AHK
mccaesyeMBIX 0OpasIoB.

IV. ITocTaBUTh KOHTPOABHBIE PeaKIINY aMIIAN(PUKAIIVIL:
1) K- - Brectnu B mpodupky 10 mxa OKO;

2) K+ - Brectn B mpobupky 10 mxa IIKG;

3) OKD - sHectn B mpobupky 10 mxa OKD.

I'epMeTnyHO 3aKpbITh MPOOMPKM KpBIIIKaMH. B caydae Haamumsa Iy3BIPbKOB B pacTBOpe MAM KalleAb Ha
CTEHKaXxX IIPOOUPOK -~ YAAAUTb KPaTKOBPEMEHHBIM IIeHTPU(PYTUPOBAHIEM.
IlocTaHOBKa peakIy aMOAMpUIKAIIN

I. Tlomectuts noarorosaeHHsle Aas mposeerus [P npobupku B ammandukarop.
II. B cooTseTcTBMM C MHCTPYKIIMEN K IpMUOOPY 3alIporpaMMIpPOBaTh aMIAMPIKaTOp COrAacHo Tabante 2.

Tabamniia 2. I[lapameTpnl amILanpukanmm

Iar Temmneparypa, °C Bpemst Koa-so
IMKAOB
Ha4gaabnas aenarypaunms 95 2 MuH 1
Aenarypanms 95 5 cex
OTxur 63 10 cex 5
D A0OHTaAIST 67 10 cex
Aenarypanms 95 5 cex
Otxur/Aerexuus 1o kanaaam FAM/Green, 63 10 cex 40
HEX/VIC/Yellow
DAOHTAIST 67 10 cex

II. B cooTBeTcTBMM C MHCTpyKIIMell K HpuOOpPY 3allporpaMMMpOBaTh II0AOXKeHMe IIpoOMPOK B
amriandukartope. Takke AOIIYCKaeTCs BBIIIOAHATH JaHHBIN IIIaT BO BpeMsI IPOBeAeHUs aMIIAN(UKaUU UAU 110 ee
OKOHYAHMIO, €CAY DTO IIO3BOASIET IIPOrpaMMHOe o0ecIiedeHne Ipuoopa.

IV. Jarp Ha3BaHMe BKCIIEpMMEHTa I COXPaHUTb €ro Ha AucKe (B ®ToM paiiae OyayT aBTOMaTUUECKU
COXpaHeHHI pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3aIlyCTUTh aMIIAUpUKaTop®.

* Aaa npubopos «Rotor-Gene» mneped sanyckom eviOpamo $ynxuuio: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Bomnoarums onmumusayuto npu 1-m wiaze demextui». JAs 000Ux KAHANOG YCMAHOSUMD NAPAMEMPHl
«Min Reading/Murum. Cuznar» — 5F1 u «Max Reading/Maxcum. Cuznar» — 10FL.
Anaans3 pe3yabTaToB

L. Ilepea Hayaa0M aHaAM3a HEOOXOAVMMO 3a4aTh HACTPOVIKI B COOTBETCTBUM C MHCTPYKIIUEN K Ipubopy:
a) aasa upubopos turna «Rotor-Gene» *:

— YCTaHOBUTH 3HaueHUe IapaMerpa BbiOpocos («NTC threshold/Ilopo: ®ona») — 10%. Ilpu HeobGXxoaumMocTn

ropor ¢poHa MOKeT OBITh M3MeHeH B gunanasone 0 — 30 %*;
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— YCTaHOBUTH 3HauyeHNe IMapaMeTpa moporosoit aAmHum («Threshold/TTopoz») — 0,02. Ilpu HeoOXoaMMOCTM
IIOpOT MOKeT OBITh U3MeHeH B AnamasoHe 0,02 — 0,2*%;

- Opu HeoOXOAMMOCTU AOIycKaeTcs akKtusanumsa PyHKuuit «Dynamic  tube/ldunamuu.or» u  «Slope
Correct/Koppex. Yicaora».

06) 2451 npubopos «Bio-Rad CEX96» *:

— YCTaHOBUTD 3HaueHUe IapameTpa roporosoii anaun («Single Threshold») — 50. IIpu HeoGXoauMoOCTH TTOpPOT

MOKeT OBITh M3MEHeH B Amrariasone 25 — 250%%;

— IIpu HeOOXOAMMOCTH JOTycKaeTca akTusanus GyHkumii «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».

B) Aas npubopos «AT-96» *:

— ycTaHOBUTB «MeTtoa» — «[lopozosvtii (Ct)»;
— YCTaHOBUTH 3HaueHNe IapameTpa roporosoit anaun 10 %, moayuennoro gas odopasna I1KO B mocaegnem
nukae amrnandukanun. [1pu Heo6XoaMMOCTI TOPOT MOXKET OBITh U3MeHeH B AnarasoHe 5 — 30%. **

) A4s npubopos tnuna «QuantStudio» *:

— YCTaHOBMTD 3HaueHUe IapaMeTpa roporosont Anauu 10 %, moayuennoro aas obpasua ITKO B mocaeanem
uykae amrandukanym. ITpu HeobxoanMocTy Iopor MoXKeT ObITh M3MeHEH B Anania3oHe 5 — 30%**.

* B 3asucumocmu om ]/lelHOSJ\eHHOﬂ eepcuu npozpammHozo obecneueHUs HA36AHUSL KOMAHO MOzYnt HECKOADKO OMAUYATTDCA.

** Heobxodumocmo KoppeKmuposku 6bl0pocos 603HUKAEI 6 CAYUAAX CUADHBIX KOAeOAHUTL PAYopecueHU Ul 6 0MIeAbHDLX NpoDax.

IL. BeiOpats aorapudpMuyecKyio IKaly AA4s OTpa’keHUs pe3yAbTaToOB M BM3yaAbHO IIPOKOHTPOANMPOBATH
IlepecedeHIie TIOPOTOBOI AMHUY B AMHEIHON 9acTy pocTa Kpusolt amrandukanym. [Ipu nepecedeHnu moporosoit
AVHAM C KPMBOI aMIIAN(PUKAIINN He B AMHEHOM yJacTKe — IIepeMeCcTUTD ee BPyJHYIO 40 He0OXOAMMOIO YPOBH:L.

PesayapraThl aHaAM3a WHTEPIPETUPYIOTCS Ha OCHOBAaHMUM HAAWYVS/OTCYTCTBMsI IIepecedeHNs] KpUBOI
(dpayopecrieHLIMM € IIOPOIOBON AMHUEN (4TO COOTBETCTBYET HAAMYMIO/OTCYTCTBUIO 3Ha4deHMs IIOPOrOBOTO LIMKAA
«Ct» B cooTBeTCTBYIOIIEN rpadpe B TaOANIIe Pe3yAbTaToB).

III. Yaocroseputnes, uro IILIP-uccaegoBaHme BaAnMAHO: KOHTPOABHBIE TOYKM —aHaAmu3a JAOAKHBI
COOTBETCTBOBATh 3HAUEHISIM, IIPUBEAEHHBIM B TabAuIIe 3.

B cayuae HecoOTBeTCTBUSI KOHTPOABHBIX TOUYeK TpeOyeMbIM 3HaueHMSIM — aHaAu3 HeoOXOAMMO IiepeJeaaTh,

HauMHasA co ctagum sxkcrpakuny AHK.

TaOayza 3. Onenka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KoHTpoabHast Konrpoanpyemsiii  |3nadenne «Ct» 1o kanaay| 3Hauenmne «Ct» mo KaHasy
TOYKA 9Tall aHaAM3a FAM/Green HEX/VIC/Yellow
OKD Okerpaxinsa AHK + -
K- T1LIP - -
K+ [1LIP + +

IV. Vnrepripetnposats pesyastaThl [1LIP-anaansa nccaeayemMbix 00pa3ioB B COOTBETCTBIM C TabAMIIel 4.

TaOamza 4. InTeprnperanus pe3yabTaToB 00OpasioB

Pesyaprat oBpasua 3uauenmne «Ct» 110 KaHaay 3nagenne «Ct» 110 Kanaay
FAM/Green HEX/VIC/Yellow
IToaoxuTeabHBIN +/- <35
OTpuriareabHbIN + >35
HeBaanaubii - >35

«—» 0DO3HavaeT OTCyTCTBIE 3HaueHn: «Ct», rpadpuk amMnanduKanm He epecekaeT IIOPOIOBYIO AMHNIIO
«+» obo3HavaeT Haanuye sHaueHN «Ct», rpadpux amnandukanmm epecekaeT IOPOrOBYIO AMHUIO
«+/—» — 3nauenne «Ct» 2451 JAHHOTO KaHala He aHAAN3UPYETCSI

B cayuae nepaamaHOro pesyanprara Tpedyercs mosTopHo rposectu I1IP-nccaegosanme cOOTBETCTBYIOIIETO

06pa3ua Ha4lMHasl ¢ 9Talla SKCTpaKOM HK nam co CTaagnm 3a6opa MaTepnada
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TPAHCITOPTUPOBKA "1 XPAHEHWUE TECT-CMCTEMbI

TpaHcopTpoBKa TeCcT-CIICTEMBI OCYIIeCTBASEeTCs IpM TeMIlepaType OKpY:KaloIleil cpejpl, HO He BhIIIe
+37°C (a0 5 cyTok) nan nipu temiepartype +2 — +8 °C (a0 30 cyTok). JomyckaeTcsl TpaHCIIOPTUPOBKaA AI00BIM BIAOM
TpaHCIIOpTa B YCAOBM:AX, OOeCHeuMBaIONINX COXPAaHHOCTh, B COOTBETCTBUMM C IIpaBMAaMM IIePeBO3KM TPY30B,
AEVICTBYIOIIMMMY Ha AaHHOM BlJe TpaHCIIOpTa.

TecT-cucTema XpaHUTCSI B yIIaKOBKe M3TOTOBUTEASl Ipu Temilepatrype oT -24 °C ao -16 °C. AJomyckaercs
3aMOpO3Ka/OTTamBaHIEe KOMIIOHEHTOB TecT-cucTeMsl 40 10 pas.

Cpok rogHocTy TecT-cucteMsl «ApTTect /lermoneaaes» — 12 MecsI1IeB ¢ 4aTHl U3TOTOBAEHNA.

ITPOBAEMBI ITP1 PABOTE 1 METOABI X YCTPAHEHIISI

pacxoaHBIX MaTep11aa0B

IIpoGaema Bosmoxxuas OpUInHa BapmaHTbI pentenns: mpo0aeMbl

npo0aeMbI
Her curnaaamo xanaay | lVlcroassosaHne UCIIOAB3YIiTe MpOoOUpPKM Aas1 moctaHosku I1LP,
FAM)/Green HEeIT0AXOASIIITIX peKoMeHJ0BaHHbIE (PUPMON-TIPOU3BOANTEAEM

amrandukaropa Anbo ajanTHpOBaHHBIE A45
MCII0Ab3yeMOTO Ipubopa

INLIP narnduposaHue

pasBeautre oOpaserr B 5 pa3 B BOJe,

IIOBTOpUTE aHaAV3

MCIIO/B3YIiTe HOBBII OOpasel] MaTepuala

MCHOABSyﬂTe COp6eHTHLH7I MeTOJ4d, BblA€ACHVISI
AHK

Het curaaaa B K+

HexoppexrHoe npurorosaeHue
TILIP-cmecn

aKKypaTHO IIpUrorosbTe HOBYIO I 11IP-cmech

HexoppexTHble mapaMeTpbl
aMIAnQpUKanmn

yCTaHOBMTE IMapaMeTpPhl aMILANpVKAIUI B
COOTBETCTBIMU C TaDauIIen 2

HeKOppeKTHbIe yCAOBIIA

XpaHeHIsI HaDOpOB

I/ICHOABSyf/ITe Ha60pI)I, KOTOpbI€ XPaHUANUCH B
Haaae XamnX yCAOBMAX

Haaugmne curaaaa mmo
ka"aay HEX/VIC/Yellow
B K- u/miann OKD

Konramnnarms

MpoBeAUTe 4eKOHTaMMHAIIIOHHbIE ITpoLie Ay Phl;
UCII0AB3YyIiTe HOBble HAaOOPBI




