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METOANYECKWUE YKA3AHNI 110 ITIPMMEHEHINIO
Tect-cuctemnr «AptTect TyGepkyaes»

Komnaexmanusn 1

HA3HAYEHUE TECT-CUCTEMBEI
Tect-cucrema <<ApTTECT Ty6ep1<y/1e3» npegHasHade€Ha AA4s BBUIBAEHVI T€HETUYECKOTO Martepuada
Bo3Oyaureaent TybGepkyaesza (Mycobacterium tuberculosis complex: Mycobacterium bovis, Mycobacterium tuberculosis,
Mycobacterium bovis BCG, Mycobacterium africanum u Mycobacterium microti) B 511010r14ecKOM MaTepuaje MeTOAOM

IIoAMMepa3HOI IIeITHOM peaKIIUN C AeTeKIMell pe3yAbTaToB B pesKuMe «pealbHOro spemenn» (ITHP-PB).

XAPAKTEPUCTUKA TECT-CUCTEMBbI

Tecr-cucrema «AptTect TybOepKyaes» sIBAsIETCS BBICOKOUYBCTBUTEABHBIM HabOopoM Aas BeiaBaeHus /AHK:
AVIMUT AeTeKIIUM COCTaBAsIeT 5 TeHOM-DKBIBA/AE€HTOB BO30yauTteas B peakuym ITIP.

TecT-cucrema cogep>XuT B ceoeM coctase PpepmeHT ypauna-AHK-rankosnaasy (YADL) u aYT®, aro mossoasieT
nsbexxath KoHTaMuHauuu IIIP-cmecu mpoayxramm npeabigymux ITHP u nmoayuyeHMs: A0>KHOIIOAOXKUTEALHBIX
pe3yAbTaToB.

B Tect-cmcreme «AptTect TyOepkyaes3» MCIIOAB3yeTCs OBICTPBIN ITPOTOKOA aMIAMPUKAINY, KOTOPBIN
nospoaser 3a 60 — 80 MMH HOAYYNTH AOCTOBEPHBIE pe3yAbTaThl MCCA€JOBaHM:, YTO CYILIECTBEHHO ITOBBIIIAeT
IIOTOYHOCTH A1a00PaTOPHBIX aHAAM30B. 3a CUeT MCIOAB30BAHNS UAEHTUYHBIX U IIPOCTBIX IIPOTOKOAOB TECT-CUCTEM
cepun «AprTecT» 3HAUNTEABHO CHUKEH PUCK OIIMOKM OllepaTopa Ha BCeX HTarax paboTEL

Kommaekranmm TecT-cucTeMsl yKa3aHsl B TaOantre 1.

Ta6amza 1. Coctas TecT-cucteMmbl «ApTTect TyGepkyaes»

O0ObeM, He MeHee

Komrmonenr — —

50 uccaeaoBaHmU 100 mccaeaoBaHmin
1. TILIP-pearent 0,5 ma 1,0 ma
2. Ilpaitmepsr TyOepky.aes 0,5 ma 1,0 ma
3.TIKO 0,5 Mma 0,5 ma
4. OKO 1,0 ma 1,0 ma
5. BKO 1,0 ma 1,0 ma

Aaa srana skcrpakunun JAHK ns obpasiia pekomeHayeTcs mcroab3oBaHue peareHToB: «AptJHK Bet»,
«AptMaruut Bet», «ApTHK Dkcrpakr».
PesyabraT ammnandukanmuy 5K30T€HHOTO BHYTPEHHErO KOHTPOAs perucrpupyercs Ha KaHale FAM/Green,

pesyapraT amnanuxanmm JHK BosOyamrteas permcrpupyerca Ha kanHaae HEX/VIC/Yellow.

OBOPYAOBAHUE 1 MATEPUA /1bI
— aMAnQpUKATOP C AeTeKIIUeN Pe3yAbTaTOB B peXXKIMe «pealbHOTO BpEMEHI»;
— I'LIP-60kc;
— eHTpuUQdyTra/BOPTEKC;
— HabOp 403aTOPOB ITEpEMEHHOIO 00beMa;
— 04HOpPa30Bble HAKOHEUHUKI ¢ PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0O beMa;
— 04HOpa30BbIe IIOANUIIPOIINAEHOBBIE 3aKphIBaIOIMecs IpoOupku oobeMoM 1,5 — 2,0 m4;
— OI'TMYECKU ITpo3pauHsble Tpodupku g4s [THP-PB, agantuposaHHbIe 445 UCIIOAB3YEMOTO aMIIAUpUKATOPa;
— IITaTUBBI AAs IPOOMPOK VI HAKOHEYHVIKOB;
— x010auabHUK OT +2 °C a0 +8 °C ¢ Mopo3snabHOIt Kamepoii ot -24 °C a0 -16 °C;
— OTA€ABHBII XaAaT ¥ OAHOPa30BbIe IIepYaTKI;
— €MKOCTbh A5 cOpoca HAKOHEUHIKOB;

— KOMIIAEKT CPeACTB 4451 00paboTKy paboyero Mecra.

IMTPOBEAEHVE AHAAN3A
Brigeaenne AHK us 6moaormaeckoro Marepmasa nponssogurcs copmectHo ¢ BKO (10 Mxa Ha BrIAeaeHMe) B

COOTBETCTBUU C MHCTPYKITMeN PpUPMBI-M3IOTOBUTEAsI peareHToB A4 ouncTku AHK.
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IMoaroroska ITIIP-cmecn

0. PaamMoposuTs Bce peareHTHI (IIpy HEOOXOAMMOCTH), IIepeMelaTh (IlepeBepHyB IPOOMPKM HECKOALKO pa3)
1 cOPOCUTH KaIlA¥ € IIOMOIILIO KPaTKOBPEMEHHOI'O LIeHT P yTUpOBaHIL.

I. B ka>x4y10 IOCTaHOBKY aMIIAM(pUKALIIY IIOMVMO JICCAeAYeMBIX 00pa3IioB 40/AKHBI BXOAUTH 3 KOHTPOABHBIX
obOpasia: orpuniateasssiit KoHTpoas TP (K-), moaosxxureasnsit KorTpoas ILIP (K+), orpuiiateapHBIN KOHTPOAD
skcrpakiun (OKD).

B mpobupke oobremoM 1,5 — 2 ma mpurorosuts «Mactep Muxce»:

10*(N+1) mxa [IITP-pearenTa + 10*(N+1) MKa IIpaiiMmepoB

I'ze N — oOrrjee KOAM4YecTBO peaknuil aMIAMPUKAUM C y4eTOM KOHTPOABHBIX 00pasiios. JoIycKaercs
OKpYyIAeHye 3Ha4eHNI B O0ABIIYIO CTOPOHY.

II. ITepememats «Macrep Muxc» TyTeM 5-TM KpaTHOTO IlepeBOpauMBaHUs IPOOMPKMU, OCAJUTh
KpaTKOBPEeMEHHBIM LIeHTpUQyruposanueM u BHecTu 110 20 MKA B IpoOupKu Aas1 niposegenvst T1LIP.

IIL. Vicnoap3ysl HakOHeYHUMK C (UABTPOM B IIOATOTOBAEHHBIe IIpoOMpKM 4o0asuth mo 10 mxa AHK
uccaelyeMbIX 0OpasIoB.

IV. IlocTaBuTh KOHTPOABHBIE peaKINy aMIIAV(PUKALIIL:

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

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

3) OKD - sHectn B mpobupky 10 mxa OKD.

TepMeTMqu 3aKPbITh HpO6I/IpKI/I KpbhIIIKaMM. B CaydJae HaAn4dM:s ITY3bIPPKOB B pacTBOpe 1AM Kalleab Ha
CTeHKaX HpO6I/IpOK -~ YAQAUTbh KpaTKOBpEMEHHBIM L[eHTpI/Iq)yI‘I/IpOBaHI/IeM.

IlocTaHOBKa peakIy aMOAMpUKAIIN

I. Tlomectuts noarorosaeHHsle Aas nposeerus [P npobupku B ammandukarop.
II. B cooTseTcTBNMM C MHCTPYKIIMEN K IpUOOPY 3alIporpaMMIpPOBaTh aMIAM(UKaTOp COrlacHo Tabante 2.

Tabamniia 2. I[lapameTpn amIanpukanmm

lar Temmeparypa, °C Bpems Koa-so
IIMKAOB
Havaabnas aeHarypans 95 2 MUH 1
AeHaTypans 95 5 cex
OTxur 63 10 cex 5
DAOHTALIVSL 67 10 cex
JeHaTyparmps 95 5 cex
Orxur/Aerekips rmo kaHaaam FAM/Green, 63 10 cex 40
HEX/VIC/Yellow
DaoHTaIsI 67 10 cex

III. B cooTBeTcTBMM C WMHCTPYKIIMell K HpuOOpPY 3allporpaMMMpPOBaTh II0AOXEHNe IIpOOMPOK B
amnandukaTtope. Takke AOIycKaeTCs BBHIIIOAHATH JaHHBIN IIar BO BpeMs MpoBeAeHNs aMIAN(UKanuy UAU 10 ee
OKOHYAHMUIO, eCAM HTO IT03B0AsIeT IIpOorpaMMHOe obecIiedeHne Ipudopa.

IV. Jatp HazBaHNIe DKCIIepMMEHTa I COXPaHNUTD €0 Ha AucKe (B 9ToM (parile OyAyT aBTOMaTUIECKN COXpaHEeHBI
pe3yAbTaThl AaHHOTO DKCIIEpPUMEHTa). 3allyCTUTh aMIIAU(UKATOP™.

* A npubopos «Rotor-Gene» neped sanyckom euibpamv dynxyuto: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Boimoanumo onmumusayuio npu 1-m waze demexuuu». JAs 000UX KAHANOG YCHAHOGU NAPAMEmMpPsl

«Min Reading/Munum. Cuzrar» —5F1 u «Max Reading/Maxcum. Cuzrar» — 10FL.

AHaans pe3yabTaToB
L. Ilepea Hayaa0M aHaAM3a HEOOXOAVMMO 3a4aTh HACTPOVIKM B COOTBETCTBUM C MHCTPYKIIMEN K IIpubopy:

a) A4 npubopos tuna «Rotor-Gene» *:

— YCTaHOBUTH 3HauyeHHe IlapaMeTpa BbIOpocos («NTC threshold/Tlopoz ®ona») — 10%. Ilpu HeobxoaumocTn
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ropor ¢poHa MO>KeT OBITh M3MeHeH B guanasoHe 0 — 30 %*;

— YCTAaHOBUTh 3HaueHue IapaMmerpa Ioporosoit amuum («Threshold/TIopoz») — 0,02. Ilpu mHeobxogumocTu
IIOpOr MO>KeT ObITh U3MeHeH B AnanaszoHe 0,02 — 0,2*%;

—IIpM HeoOXOAMMOCTU AOIlycKaeTcsa akrtusanusa Qyskuuit  «Dynamic  tube/Junamuu.gorn» wn  «Slope
Correct/Koppex. Yicaora».

06) 2451 npubopos «Bio-Rad CEX96» *:
— YCTaHOBUTD 3HaueHUe IapameTpa roporosoii annun («Single Threshold») — 50. ITpu HeoOXoauMoOCTH TTOPOT

MOKeT OBITh M3MEHeH B AmarasoHe 25 — 250%%;

— IIpu HeOOXOAMMOCTU AOIycKaeTcs aktusamyst Qyakiuit «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».

B) Aas npubopos «AT-96» *:

— ycraHOBUTH «MeToa» — «['eomerpraecknii (Cp)»;
— YCTaHOBUTH 3HAUeHIe ITapaMeTpa MOporoBoi AuHuu 5 %, moaydeHHoro aaa obpasna ITKO B mocaeanem
nukae amrandukanum. I1pu Heo6XoaMMOCTI TOPOT MOXKET OBITh U3MeHeH B AnarasoHe 0 — 30%. **

) 45 npubopos tnna «QuantStudio» *:

— YCTaHOBMTD 3HaueHIUe IapamMeTpa noporosoit anaun 10 %, moayuennoro aas obpasua ITKO B mocaeanem
nukae amrandukanum. [1pu Heo6XoaMMOCTI TOPOT MOXKET OBITh U3MEHEH B AnarasoHe 5 — 30%™.

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

** Heobxo0umocmv KoppexmuposKu 6b10pocos 603HUKAEN 6 CAYHUALX CUADHVIX KOALOAHUT PAYopecteHIul 6 0MIeAbHBIX 1podax.

IL. BeiOpats aorapudpMudeckyio IIKaly AA4s OTpa’keHUs pe3yAbTaToOB M BM3yaAbHO IIPOKOHTPOANMPOBATH
IlepeceveHlie TIOPOrOBOI AMHNUY B AMHEITHON YacTy pocTa KpuBol amnandukanuu. [Ipyu nepeceyeHnn moporosoit
AVIHUM C KpMBOJT aMIIAM(pUKALIUY He B AMHEHOM yJacTKe — IIepeMeCTUTD ee BPYYHYIO 40 HeOOXOAUMOIO YPOBH:L.

PesyAbTaThl aHaAM3a WHTEPIPETUPYIOTCA Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUS IIepecevyeHMs] KpUBOIL
(dpayopecrieHLIMN € IIOPOIOBON AMHUEN (4TO COOTBETCTBYET HAAUYMIO/OTCYTCTBUIO 3Ha4YeHMs IIOPOrOBOTO LIMKAA
«Ct» B cooTBeTCTBYIOIIEN rpade B TaOANIIe Pe3yAbTaToB).

III. Yaocrosepurnes, uro IILIP-uccaegoBanme BaAnMAHO: KOHTPOABHBIE TOYKM —aHaAmu3a JAOAKHBI
COOTBETCTBOBATh 3HAUEHMSIM, IIPUBEAEHHBIM B TabAuIie 3.

B cayuae HecoOoTBeTCTBUS KOHTPOABHBIX TOUYeK TpeOyeMbIM 3HaueHMSIM — aHaAU3 HeoOXOAMMO IiepeleaaTh,

HauMHasA co ctagum sxkcrpakuny AHK.

TaOauza 3. Onenka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KoHTpoabHas Kourpoanpyembni  |3nauenme «Ct» mo kanaay| 3Hauenwme «Ct» 10 KaHaay
TOYKA 9TaI aHaAM3a FAM/Green HEX/VIC/Yellow
OKD Okerpaxinsa AHK + -
K- [P - -
K+ [1LIP + +

IV. NMurtepnipetnposats pesyabTatsl I1L1P-anaansa nccaeayeMbIx oOpasijos B COOTBETCTBUM C TabAUIIel 4.

TaOamza 4. InTeprnperanus pe3yabTaToOB 00OpasioB

3nauenne «Ct» mo kanaay | 3Hadenue «Ct» 1o KaHaay
PesyabTaT 0Opasma

FAM/Green HEX/VIC/Yellow
IloaoxuTe AbHBIV +/— +
OTpuriareabHbIN + -

HeBaanaubii - -

«—» 0DO3HavaeT oTcyTcTBIe 3HaueHs1 «Ct», rpadpuk aMnangukanum He repecekaeT IIOPOTOBYIO AUHIIO
«+» obo3HauaeT Haandue 3Hadenus «Ct», rpadpuk amran@uKammm rnepecekaeTr IOPOroByIO AMHUIO
«+/—» — 3Hauenne «Ct» 2151 4aHHOTO KaHAAa He aHAAM3UPYETCs
B caygae nepaamanoro pesyasraTta TpeOyercs noBTopHO nposectu IIIIP-uccaeaoBanme cOOTBETCTBYIOLIETO

06pa3ua Ha4lMHasl ¢ 9Talla SKCTpaKOM HK nam co CTaagnm 3a6opa MaTepuada.
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TPAHCITOPTUPOBKA 1 XPAHEHME TECT-CMCTEMbI

TpaHcmopTUpOBKa TeCT-CUCTEMBI OCYIIIeCTBAsIETCA IIPU TeMIlepaType OKpy>Kalolliell cpeabl, HO He Bbiie +37°C
(a0 5 cyrok) mam mpu temmeparype +2 — +8 °C (g0 30 cyTok). JomyckaeTcsa TpaHCHOPTUPOBKa AIOOBIM BUAOM
TpaHCIIOPTa B YCAOBMAX, OOeceuMBalONINX COXPaHHOCTb, B COOTBETCTBMM C IIpaBUAaMI IIePeBO3KU TPY3O0B,
AeVICTBYIOIIMMM Ha AaHHOM BlUJe TpaHCIIopTa.

TecT-cucTrema XpaHUTCS B yIlaKOBKe M3roTOBUTeAs Ipu Temilepatype oT -24 °C go -16 °C. Jomyckaertcs

SaMOpOBKa/OTTaI/IBaHI/Ie KOMITIOHEHTOB TeCT-CCTeMbI 40 10 pas.

Cpok roanoctu tect-cucreMsl «AptTect Tybepkyaes» — 12 Mecs1ieB ¢ 4aThl U3TOTOBAEHU.

ITPOBAEMBI ITP1 PABOTE 1 METOADBI X YCTPAHEHIISI

IIpoGaema

BosmoxxHast
poOaeMbI

IIpuvrnHa

BapmanTbl pemenust mpo0aeMbl

Her curnaaa o kaHaay
FAM)/Green

Vcrioab3oBaHye HEIIOAXOAIITIX
PacXoAHBIX MaTep1aA0B

UCIIO/AB3YIiTe IPpOOUPKU AAs1 TocTtaHosKu I1LIP,
peKOMeH0BaHHble (PUPMOII-IIPOU3BOAUTEAEM
amriandukatopa AnOO ajalTHpPOBaHHLBIE A5
MCII0AB3yeMOTo IIpubopa

TP narnduposaHue

pasBeauTe
IIOBTOPUTE aHAAU3

obpazer B 5 pas B Bode,

MCII0/B3YIiTe HOBBII OOpasel] MaTepuala

MCHOABSyﬂTe COp6eHTHLH7I MeTO4, BblAC€ACHIISL
AHK

Het curnaaa B K+

HexoppekTrHoe HIpuUrorosAeHue
TTIIP-cmecn

aKKypaTHO IIpUroTosbTe HOBYIO ITLIP-cmech

HexoppekTHble ITapaMeTpsl
aMTAnpUKaIIn

YCTaHOBHUTE ITapaMeTpPhl aMIIAN(VKAIIUU B
COOTBETCTBIU C TabanLen 2

HexoppekrHrbie yCAOBUS

XpaHeH1s1 HAOOPOB

UCTIOAB3YiiTe HaOOPHBI, KOTOpPhIe XPaHUAUCH B
HajAe>XKalyx yCAOBUSX

Haawnume curaasa mo
kanaay HEX/VIC/Yellow
B K- n/mian OKD

Konramunarms

IIpoBeANTe AeKOHTaMMHAIIVIOHHEIE IIPOIle Ay Phl;
UCITOAB3YIiTe HOBbIe HAOOPBI




