TY BY 192743351.026-2023

METOANYECKME YKA3AHMSI 110 ITPMUMEHEHNIO
Tect-cucremsbl «AptTect DHITedpaanTt K03»

HA3HAYEHME TECT-CUCTEMBLI
Tecr-cucrema «AptTect DHiledaanT K03» IpeAHa3HAUEHA 4451 BBISBAEHIL TEHETIYECKOTO BIPYCa ceMelicTBa
Retroviridae poaa Lentivirus B OmoaormueckoM Marepmaie MertogoMm oaHocraamriinoi OT-TILIP ¢ aerexumeit
Pe3yAbTaTOB B peXXIMe «pealbHOrO BpeMeH!».

XAPAKTEPUCTUKA TECT-CMCTEMBI

Tect-cucrema «AptTect DHnepaanT KO3» SBASIETCA BBHICOKOUYBCTBUTEABHBIM HAaOOPOM AAsl BBIABAEHUS
HyKAenHOBBIX KucaoT (HK): auMuT getexiium cocraBaseT 5 reHOM-5KBUBaAeHTOB B peakiuy OT-TILIP.

Tect-cucrema cogep>kuT B cBoeM coctase ¢pepMeHT ypauna-AHK-rankosnaasy (YAD) u aAYT®, uto mozsoaser
n3bexxath KoHTamMuuHanum IIIIP-cmecu mpoaykramu mpeabidymmux ITLP u moaydeHms A0>KHOMIOA0KUTEABHBIX
pe3yAbTaToB.

B tecr-cucreme «AptTect DHIIeaanUT KO3» UCIOAB3YeTCs] OBICTPBIN IPOTOKOA aMIIAM(UKaLNY, KOTOPBI
nospoasdeT 3a 80 — 90 MUH HOAYYNUTHb AOCTOBEPHBIE pPe3yAbTaThl MCCAEAOBaHMU:, UTO CYIeCTBEHHO ITOBBIIIAeT
ITIOTOYHOCTb Aa00PaTOPHBIX aHAAM30B. 3a cyeT MCIOAb30BaHMS UASHTUYHBIX U IPOCTBIX IIPOTOKOAOB TECT-CUCTEM
cepym «ApTTecT» 3HAUNTEABHO CHI>KEH PMCK OIIMOKM OIlepaTopa Ha Bcex DTarax paboTHl.

Kommaekranmm TecT-cucTeMsl paccanTansl Ha mposedenne 50 1 100 nccaesosanmii 1 yKasaHsl B TaOantie 1.

Tabamza 1. Cocras TecT-cucremor «AptTect DHitedaant Ko3»

O0beM, He MeHee

KoMmmonenr — -

50 mccaegoBaHMIL 100 nccaeaoBaumum
1. OT-TIIIP-peareHT 0,5 ma 1,0 ma
2. ITpaiimepnr DK 0,5 Mma 1,0 Mma
3. TIKO 0,5 Mma 0,5 ma
4. OKO 1,0 ma 1,0 ma
5. BKO 1,0 ma 1,0 ma

a1 oTana skerpakuyy HK 13 oOpasiia pekoMmeHayercs 1crioas3osaHne peareHTos « ApTHK Dxcrpakr».
11 11 Ay

PesyabraT aMnangukanuy 5K30T€HHOIO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha KanHale FAM/Green,
peayapraTt aMmnanduxkanym HK Boz0yanteas perncrpupyercs Ha Kanaae HEX/VIC/Yellow.

MEPBI ITPEAOCTOPOKHOCTU
IIpu paGote ¢ TecT-cucTteMoit HeoOxoauMo cobarogars Tekymne THITIA B obOaactu aabopaTopHOI
kavHndecko [T P-auarHocTuky u MeTogudecKue peKOMeHAAII UM IPOU3BOAUTEAS.

OLOPYAOBAHMWE 1 MATEPUA DI
— aMnANQUKATOP C eTeKIuell pe3yAbTaToOB B peXXKMMe «peaabHOTO BPeMeHI»;
— I'ILIP-60kc;
— 1leHTpuQyTa/BOPTEKC;
— HabOP 403aTOPOB ITlepeMeHHOro 0ObeMa;
— 04HOpa30Bble HAKOHEYHUKIN C PUABTPOM A5 403aTOPOB IIepeMeHHOro 00LeMa;
— 04HOpa30Bble OANIIPONIAEHOBbIE 3aKphIBaloIecs: Ipooupku oobemMoM 1,5 — 2,0 m4;
— oITHYEeCKU Ipo3paunsle Tpodupku g4s [THP-PB, agantuposaHHbIe 445 UCIIOAB3YEMOTO aMIIANPUKATOPa;
— INTaTUBBI AAs IPOOMPOK VI HAKOHEYHVIKOB;
— x02041AbHUK 0T +2°C 20 +8°C ¢ MoposuabHOI KaMepoit ot -24°C 20 -16°C;
— OTJeABHBIN XaAaT 1 OAHOpa3OBble IIepYaTKI;
— €MKOCTb 4451 cOpoca HAaKOHEeYHIKOB;
— KOMIIAEKT CpeACTB 4451 00pabOTKU pabodero Mecra.

ITPOBEAEHUE AHAAN3A
Brigeaenne HK ns 6moaorngeckoro matepuada npoussoantcst copmectHo ¢ BKO (10 Mka Ha BblgeaeHne) B
COOTBETCTBUU C MHCTPYKIMeN (pMPMBI-U3TOTOBUTEAS peareHToB 44:1 ounrctky HK.
IMoaroroska ITILIP-cmecn
0. PasMOpo3UTh Bce peareHTHI (IIpU HEOOXOAMMOCTH), IIepeMelaTh (IlepeBepHyB IMPOOMPKI HECKOABKO pa3)
1 cOpOCUTH KaIlAM € IIOMOIITBIO KpaTKOBPEMEHHOTO 1IeHTpUPyTUPOBaHMsL.
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I. B ka>kAy10 ITOCTaHOBKY aMIAM(UKAIINI IIOMUMO MCCAeAYEMBIX O0Pa3IioB A0AXKHBI BXOAUTD 3 KOHTPOABHBIX
oOpasna: orputiareasssii KoHTpoab [P (K-), moaosxkureapnsiit kouTpoas TP (K+), oTpuiiateApHEIN KOHTPOAD
skcrpakuun (OKD).

B mpobupxe oovemom 1,5 — 2 ma npurorosuts «Mactep Mukc»:
10*(N+1) mxa OT-IIIIP-pearenTa + 10*(N+1) MKa ripajiMepoB

I'ze N — o011ee K0AMYECTBO peakUNil aMIIAM(PUKALNI C YI€TOM KOHTPOABHBIX 00pa31iOB.

II. Ilepemematrr «Macrep Mukc» myreM 5-TM KpaTHOTO IlepeBOpauMBaHUA HPOOUPKM, OCAAUTh
KpaTKOBPEeMEHHBIM LIeHTpuQyruposaHneM 1 BHect 110 20 MKA B TpoOupKu A4 niposesenyist TTLP.

II1. B moarorosaenHsle mpooupkn 400asuTh 1o 30 mxa HK nccaesyemsix oOpasiios.

IV. ITocTaBUTHh KOHTPOABHEIE peaKIINy aMIIAN(PUKAITAN:

1) K- — BHectn B mpooupky 30 mxa OKO;

2) K+ — Baectn B mpodupky 30 mka ITKG;

3) OKD - Brectu B mpodupky 30 mxa OKD.

I'epMmeTnyHO 3aKpBITh MPOOMPKM KpPBIIIKaMU. B caydae Haamdmsa Iy3bIpbKOB B pacTBOpe MAM KalleAb Ha
CTeHKaX IIPOOMPOK — yAaAUTh KPaTKOBPeMeHHLIM LIeHTpUQPyTIpOoBaHIeM.

ITocTraHoBKa peakiy aMIanpUKaIun

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

II. B cooTBeTCTBMM C MHCTPYKIIMEN K IPUOOPY 3allporpaMMIpOBaTh aMIIAM(UKaTOp cOraacHo tabanrie 2.

TaGamna 2. [TapameTpsl amriandgukanim

o Koa-so
HIar Temmeparypa, °C Bpems IKAOB
OOpaTHas TpaHCKPUILVSI 55 10 mun 1
Haugaabnas aenarypanmys 95 15 mun 1
AeHaTypanus 95 5 cex
OT1xxur 60 15 cekx 5
D AOHTAIST 67 15 cex
AeHaTypanus 95 5 cex
Orxur/Aerekis rmo kaHaaam FAM/Green, 60 15 cex 40
HEX/VIC/Yellow
D A0OHTaAIST 67 15 cex

III. B cooTseTcTBUM ¢ WMHCTPyKOMeN K HpuOOPY 3allporpaMMHpOBaTh IIOAOXKEHHEe IIPOOMPOK B
amnandukaTtope. Taxke A0mycKaeTcs BHITOAHATh AAQHHBIN IIaT BO BpeMs IIPpOoBeAeHNsT aMIAN(pUKaIIUY AN II0 ee
OKOHYaHMIO, €CAl HTO II03B0As€eT IIpOorpaMMHOe oOecriedeHne npudopa.

IV. JaTh Ha3BaHMe DKCIIepUMeHTa M COXpaHUTh eT0 Ha AucKe (B 9ToM dariae Oy yT aBTOMaTUIeCKN COXpaHeHEI
pe3yAbTaThl AaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAUpUKaTop™.

* Aas npubopos «Rotor-Gene» neped sanyckom svibpamv Pyrxyuto: «Perform Calibration Before 15t Acquisition/Perform Optimization Before 1
Acquisition/Boimoanumos onmumusayuto npu 1-m waze demexyuu». AAs 6cex xanaros ycmarosumov napamemput «Min Reading/Munum. Cuznar» — 5Fl u

«Max Reading/Maicum. Cuznar» — 10FI.

AHaau3 pe3yabTaTOB

I. ITepea Havaa0M aHaAM3a HEOOXOAVMMO 3aAaTh HACTPOIKM B COOTBETCTBMIY C MHCTPYKLIMEN K Ipubopy.

a) 245 npubopos Tuna «Rotor-Gene» *:

— YCTaHOBMTbH 3HaueHue rapamerpa BeiOpocos («NTC threshold/ITopoz Qona») — 5%. ITpu nHeobxoaumocTu
ropor ¢poHa MO>KeT OBITh M3MeHeH B guanasoHe 0 — 30 %*;

— YCTaHOBUTH 3HaUeHMe TapaMeTpa roporosoii avianiu (« Threshold/ITopoz») — 0,02. TTpu Heo6X0AMMOCTY IIOPOT
MO>KeT OBITh U3MeHeH B gnariazone 0,02 — 0,2*%;

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

6) aas npudopos «Bio-Rad CEX96» *:

— YCTaHOBUTD 3HaYeHNe IlapamMeTpa 1oporosoii auuun («Single Threshold») — 50. ITpu HeobxoaumMocTy IOPOT
MO3KeT OBITh M3MeHeH B Amanas3one 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 rogaoctyn TecT-cricteMsl «ApTTect DHIleaanT K03» — 12 MecsIIeB ¢ AaThl U3TOTOBAEHII.
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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/mau OKD

Kontamunaims

IIpoBeAuTe J4eKOHTaMMHaILIMOHHEIe IIPpOLieAyphl;
MCIIO/Ab3yIiTe HOBbIe HaOOPHI




