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MHCTPYKI WS ITO ITPMMEHEHUIO
Tect-cucremsnl «AptTect BIII 1,2»

HA3HAUYEHME TECT-CUCTEMBI
Tecr-cucrema «AptTect BIII' 1,2» mpegnasHadeHa A4s ompejedeHNUs TeHeTMYeCKOTO MaTepuala BUpyca
npocroro repreca (BIII') 1 1 2 Tumos MeToA0M IOAMMepa3HOI I1eITHOM peaKlIn C AeTeKIMell pe3yAbTaTOB B pesKuMe
«peaapHoro BpemeHm» (IILIP-PB) B 1a00paTOpHOI KAMHIUYIECKOI IIPaKTUKe.

XAPAKTEPUCTUKA TECT-CUCTEMBI

Tect-cucrema «AptTect BIII' 1,2» sABAA€TCS BHICOKOUYBCTBUTEABHBIM HAaOOPOM A4S BBIABAEHUS HYKAEMHOBBIX
krcaot (HK). AuMut getexiium cocrasaser 5 reHOM-9KkB1BaAeHTOB (I'D) Bozbyanteas B peakuyu I1LIP-PB. PacueTnsiit
npesea oOHapy>keHus TecT-cucreMsl (ID/ma) B 3aBucuMocT oT oObeMa oOpaslia, B3ATOTO Ha BblAeA€HNE, U OT
obbeMa DA IIpeacTaBAeH B IIpnaoskeHnn A MHCTPYKIINIL.

Tecr-cucrema criocoOHa BBIIBAATH BbldedeHHble HK maToreHa He3aBUCMMO OT MCXOAHOTO —TUIIA
011010TMYeCKOTO (KAMHIYECKOIO) MaTepuaa.

UyscrButeabHocTs TecT-cucteMsl «AptTect BIII 1,2» cocrasaser 100% (B COOTBETCTBMM C IIaHEABIO
CTaHJApPTHEIX 00pasos mnpeanpusrtist). Tecr-cuctema «AptTect BII 1,2» BBIABASIET BCe M3BECTHBIE IIITAMMBI
BO30yAuUTeAS.

Crretm¢uanocts Tect-cucreMsl «AptTect BIIT 1,2» cocrasasier 100% (B COOTBETCTBIM C ITaHEABIO CTaHAAPTHBIX
obpasnos mpeanpusatus). Tecr-cucrema «AptTect BIIN 1,2» mpoanaamsuposaHa Ha CIeIMQPUYHOCTh KO BCEM
opraHuaMaMm AoMeHOB Bacteria, Archaea, Eukarya (Eukaryota), nagnapcrsa Viruses, B TOM 4mcae (HO He MCKAIOYas
Apyrmnx) Hamboaee wacto BeTpedaeMbiM: Homo sapiens, Gardnerella vaginalis, Lactobacillus spp., Escherichia coli,
Streptococcus aureus, Streptococcus pyogenes, Candida albicans, Chlamydia trachomatis, Mycoplasma hominis, Mycoplasma
genitalium, Neisseria gonorrhoeae, Trichomonas vaginalis, Treponema pallidum, Toxoplasma gondii, HSV 1, HSV 2, CMV,
EBV, HHV-6, HPV 6, HPV 11, HPV 16, HPV 18, HPV 31, HPV 33, HPV 35, HPV 39, HPV 44, HPV 45, HPV 51, HPV
52, HPV 56, HPV 58, HPV 59, HPV 66, HPV 68.

Tect-cucrema «AptTect BIII' 1,2» cogep>xut B cBoem coctase pepmenT ypauma-AHK-rankosmaasy (YAL) n
AYT®, uto nospoaser nsbexxars KoHTamuHalym ITHP-cmecn poaykramu npeamecrsyiomux TP n moaydenrs
0KHOITOAOXKUTEABHBIX Pe3yAbTaToOB.

B recr-cucreme «AptTect BII' 1,2» mcroam3yercss OBICTPBII UM IIPOCTON IIPOTOKOA aMILAM(PUKALINY,
UAEHTUYHBI HIPOTOKOAaM TecT-cucTeM cepun «AptTect», Koropeii mospoaser 3a 70 — 90 MMHYT IOAy4UTb
AOCTOBEpHBIe pe3yAbTaThl MCCAeAOBAaHNMSA C MUHMMAABHBIMM PUCKaMM OMIMOKM OIlepaTopa, YTO CYII[eCTBEHHO
TMOBBIIIIaeT IIOTOYHOCTh 1a00PaTOPHBIX aHAAM3OB.

AAas pellleHMs1 pasHOOOpa3HBIX 3adad, CTOAIIMX IIepes II0Ab3OBaTeAeM, TeCT-CUCTeMBl MCIIOAHSIOTCS B
PpasAMYHBIX KOMIIAEKTalUMAX: AAsl KauyeCcTBeHHOTro ompeseaeHus c sk3oreHHeIM BKO (kommnaekrauum 1, 11), gas
KaueCTBEHHOTO oIpeaeaeHrst ¢ sHA0oreHHBIM BKO (koMmmaekranuu 2, 12), A5 onpedeaeHus 0e3 CTaAny DKCTPaKIIUN
AHK (xomniaexranum 3, 13), 445 BBICOKOYYBCTBUTEABHOIO onIpeAeaeHus (KoMmiiaekranun 4, 14), 245 KOAM4eCTBEHHOTO
onpejeaeHns (komnaektaunu 5, 15), aas AI/I(l)q)epeHLU/IPOBaHHOFO onpegeaenus BIII' 1 u BIII' 2 (kommaekranuu 6,
16), A00AHNTEABHO YKOMILA€KTOBaHHbIEe pacXoAHbIM MaTepuaaoM Aas TP (kommnaekranunm 11, 12, 13, 14, 15, 16).
Bce pearenTs! TecT-cucteM pacdacosBaHbl B Tpobupku 1,5-2 M4, mpurogusie 44s neHTpudyruposanms. TecT-cucreMsl
cogep>KaT TOAHBIN KOMIIAEKT TOTOBBIX K ICIIOAB30BAHUIO peareHTOB AAs TposedeHnst IIIIP-mccaezosanwmit.
Kommaekranum TecT-crucreM paccamTaHbl Ha mposeenne 100 peaknuit (tabauma 1).

Ta6anna 1. Komnaekranymn «AptTect BIII 1,2»

Kommnaexrars Cocras

Kommaexranms 1 — [1IP-pearent — 1,0 m4;

— ITpanmepnt BIII' - 1,0 ma;
- ITKO - 0,5 ma;

- OKO-1,0 mz;

- BKO -1,0 ma.
Kommaexrarys 2 — ITIP-pearent — 1,0 Mm4a;

— ITpanmepnt BIII' - 1,0 ma;
—IIKO - 0,5 ma;

- OKO-1,0 ma.
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Kommnaexrarms 3 — I1IP-pearent — 1,0 m4;

— ITpanmepst BIII' - 1,0 ma;

- ITIKO - 0,5 ma;

- OKO-1,0 ma.
Kommnaexrars 4 — I1IP-pearent — 1,0 m4;

— ITpaimepst BIII' - 1,0 ma;

- ITIKO - 0,5 ma;

- OKO -1,0 ma.
Kommnaexrars 5 — I1IP-pearent — 1,0 m24;

— ITpaimepst BIII' - 1,0 ma;

- ITIKO - 0,5 ma;

- OKO -1,0 m2a;

- BKO -1,0 ma.
Kowmriaexraris 6 — ITIP-pearent — 1,0 Mm4a;

— ITpaimepst BIII' - 1,0 ma;

—ITKO - 0,5 ma;

- OKO -1,0 ma.
Kommaexrarms 11 — ITIP-pearent — 1,0 Mm4;

— IIpaiimepsr BIII' - 1,0 ma;

- TIKO - 0,5 m2a;

- OKO-1,0 mz;

-BKO -1,0 ma;

— Pacxogubiit matepuaa gas IP — 1 xoMI1aexT.
Kommaexrarms 12 — II1IP-pearent - 1,0 m4;

— IIpaitmepsr BIIT' - 1,0 ma;

- TIKO - 0,5 ma;

- OKO-1,0 ma;

— Pacxogubiit matepuaa gas P — 1 xoMI1aeKT.
Komnaekrarms 13 — ITIP-pearent — 1,0 Mm4a;

— IIpaiimeps BIIT' - 1,0 ma;

- IIKO -0,5 ma;

- OKO-1,0 mz;

— Pacxogupnit matepuaa gas IP — 1 xoMIiaexT.
Kommaexramms 14 — ITIP-pearent — 1,0 Mm4a;

— Ilpaiimeps BIIT' - 1,0 ma;

- TTIKO - 0,5 ma;

- OKO -1,0 m2a;

— Pacxogupni matepuaa gas P — 1 xoM1iaexT.
Komnaekramus 15 — ITIP-pearent — 1,0 Mm4a;

— ITpanmepn: BIII' - 1,0 ma;

—ITKO - 0,5 ma;

- OKO -1,0 mz;

-BKO-1,0 mz;

— Pacxoanpiit matepuaa aas [P — 1 koMniaexT.
Kommaexrarus 16 — ITIP-pearent — 1,0 Mm4a;

— ITpanmepnt BIII' - 1,0 ma;

—IIKO - 0,5 ma;

- OKO-1,0 mz;

— Pacxogupni matepuaa gas INP — 1 xoM1iaexT.

Aas srana sxcrpaknuu HK m3 oOpasua pexomengyercst ncroan3opanue pearentos: «AptAHK Kannmnk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK skcTpakT».

Pesyaprar ammnandukanmy BHYTPEHHETO KOHTPOAs perucrpupyerca Ha KaHade FAM/Green, pesyabTaT
ammandukanyy HK Bosbyanreas perncrpupyercs Ha kanaaax HEX/VIC/Yellow, ROX/Orange (4451 KOMIIAe€KTalImit
6,16).
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MEPHI ITPEAOCTOPOKHOCTU
IIpun pabote c TecT-cucreMoil Heobxogumo coba0aats Tekymue THITA B obGaactu aabGopaTopHOI
kayHndeckoyt INIP-amarnoctuky 1 MeToAmdeckye yKasaHUsI IIPOU3BOANUTEASL.

OLOPYAOBAHMWE 1 MATEPUA DI

— aMIAnQuUKaTop ¢ AeTeKIMell pe3yAbTaToB B peXKIMe «pealbHOro BpeMeHI». TecT-cicreMa coBMecTMa cO
BCceMM aMIAnduKaTopaMu OTKPHITOro Tuiia B ToM uucae: Rotor-Gene Q/6000/3000 (QIAGEN GmbH), «AT-96»,
«ATnpaitm», «ATaait» (OO0 «HITO AHK-Texroaorus»), Bio-Rad CEX Opus 96, CEX96, CFX Connect, iQ5, iCycler
(Bio-Rad Laboratories, Inc.), Line-Gene 9600, 9660, QuantGene 9600 (Hangzhou Bioer Technology Co. Ltd), Gentier
96E, Gentier 96R (Xi‘an Tianlong Science and Technology Co., Ltd), QuantStudio™ 3, QuantStudio™ 5 (Thermo
Fisher Scientific), 7500 Real-Time PCR Systems (Applied Biosystems™), Mx 3005P™ QPCR System (Agilent).

— ITIIP-60kc;

— neHTpuUdyra/BOpTEKC;

— Habop 403aTOPOB ITlepeMeHHOT0 00beMa;

— 04HOpa30Bble HAKOHEYHUKY C PUABTPOM 451 403aTOPOB IIepeMEHHOT0 00beMa;

— 04HOpa30BbIe ITOANIIPOIAEHOBbIE 3aKPhIBAIOIINeCs TpoOupKu oobeMoM 1,5 — 2,0 Ma;

— ONTHYECKN IIpo3pauHble Tpooupku Aas IILP-PB, aganTtuposaHHbIe 445 1CII0AB3yeMOTO aMIIANpUKaTOpa;

— IITaTUBHI AAS IIPOOMPOK U HAKOHEYHIKOB;

— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3MAbHOI KaMmepoii oT -24°C g0 -16°C;

— OTJe/BHBIIT XaJaT U OAHOPa30BbIe IIepYaTKy;

— €MKOCTb 4451 cOpoca HaKOHEYHIKOB;

— KOMIIAEKT CPeACTB 4451 00pabOTKM padOIero Mecra.

IMPOBEAEHUE AHA/IN3A
AHaau3 IIpOBOAMUTCA B COOTBETCTBUM ¢ MeToamdeckuMM yKa3aHMAMM K KaXKA0 KOMILAeKTalluy, YTBep>KA€HHbIMMI
B yCTaHOBAEHHOM IIOp:sAKe, COrAacHO IIepedHIO:
Ilpuaoxenue b - Metoanueckue ykazaHus 1o npuMeHeHuIo Tect-cuctemel «AprtTect BIII' 1,2» Komniaexranms 1;
IIpuaoxenue B - MeTtoanueckue ykazaHus 110 npuMeHeHUIO TecT-cuctemel «AprtTect BIII' 1,2» Komniaexranms 2;
ITpuaoxenne I' - MeToanueckne ykazaHms 110 mpuMeHeHUIO TecT-cucteMsl «AptTect BIII 1,2» Kommnaekramus 3;
ITpuaoxenne / - Metoandeckne ykazaHus 1o mpumeHeHUIO TecT-cucteMsl «AptTect BIII 1,2» Komnaexrarus 4;
ITpuaoxenue E - MeToanueckue ykazaHus 110 npuMeHeHUIO TecT-cuctemsl «AptTect BIII 1,2» Komnaekranus 5;
ITpuaoxenne X - Metoguyeckue ykasaHus o npuMeHeHMIO TecT-cucteMmsl «AptTect BIII' 1,2» Komnaekranus 6;
ITpuaoxenne 3 - MeTognyeckue yKazaHus 110 mpuMeHeHnIO TecT-cucteMsl «AptTect BIII' 1,2» Kommnaekranms 11;
ITpuaoxenne U - MeToagnueckue ykasaHUs IO IpuMeHeHMIO TecT-cucteMsl «AptTect BIII' 1,2» Kommnaekramus 12;
ITpuaoxenne K - Metoanueckne ykazaHust 1o mpuMeHeHHIo TecT-cucteMsl «AptTect BIII' 1,2» Kommnaekranms 13;
ITpuaoxenue /1 - MeTtoanueckue yKazaHus 110 TpuMeHeHUIO TecT-cucteMbl «AptTect BITI' 1,2» Komnaekramus 14;
ITpuaoxenue M - MeTogudeckue ykasanus 1o npuMmeHeHuIo Tect-cucremel «AprtTecrt BIII' 1,2» Komniaekramus 15;
IMpuaoxenne H - MeToanueckue ykasaHus 110 IpuMeHeHMIO TecT-cucteMbl «AptTect BIII 1,2» Kommnaekrarmust 16.

TPAHCITIOPTUPOBKA M XPAHEHME TECT-CMMCTEMbI

TpaHcIIOpTHPOBKa TeCT-CUCTeMBI OCYILIIECTBASIETCS IIPY TeMIlepaType OKpYy>Kaloleli cpeabl, HO He Bpiie +37°C
(a0 5 cytok) mam mpu Temmepatype +2 — +8 °C (a0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BMAOM
TpaHCIIOpTa B YCAOBM:AX, ODOeCHeuMBaIOLIMX COXPAaHHOCTb, B COOTBETCTBMM C IIpaBMdaMM II€PeBO3KM TIPY30B,
AeVICTBYIOIIMMU Ha 4aHHOM BlJe TpaHCIopTa.

IIpu moayuyeHum pasyKOMIIAE€KTOBLIBAETCA B COOTBETCTBMI C YKa3aHHBIMI TeMIIepaTypHBIMU peXMMaMU
xpaneHus. I1IIP gacTh TecT-cuCTeMBI XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs IIpuU TeMImepaType oT -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeH!e TeCT-CUCTeMBbl IIpu Temmnepatype +2 — +8 °C (a0 30 cyTok). Pacxoansit matepnaa aas TP
XpaHUTCs IPY KOMHATHOM TeMIleparype.

JlolTyckaeTcs 3aMOpO3Ka/OTTauBaHIe KOMIIOHEHTOB TecT-crcTeMsl 40 10 pas.

Cpok roguoctu Tect-cucreMmsl «AptTect BIII' 1,2» — 12 Mecsi1ieB ¢ 4aThl M3TOTOBAEHILSL.
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,;'ZZ ApTtbunoTlex

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOAbBI UX YCTPAHEHMS

IIpoGaema

Bo3sMosxHasa mpuunHa
po0aeMbl

BapmaHTbI pentennst mpo0aeMbl

Hert curnaaa mo xanaay
FAM/Green

HexoppekTHBIit 3a60p
611010TIYeCKOTO MaTepraja

IIOBTOPUTSE 3a00p

HexoppexktHoe Boigeaenne HK
113 00pas31oB

NoBTOpUTH BhlgeaeHne HK

Vcrioap3oBanue HEIIOAXOASIITUX
pacxoaHbIX MaTepuaaoB

UCII0AB30BaTh NpOOUpPKNU A4as noctaHosku ITLIP,
peKOMeHJ0BaHHBle  (PUPMOII-IIPOU3BOAUTEAEM

aMIIA I/ICl)I/IKaTOpa AnbOo ajanTpoOBaHHbIE A1

MCII0AB3yeMOTo ITprbopa

He TIIogBeprath BO3JeNCTBUIO Y P-00ayueHM

OAHOPA30BbII I11aCTUKOBBIN pacxoAHbIN

MaTepuaA (IpoOMpPKY, HAKOHEIHIKI)

TP arnéuposaxHme

passecTn obpasers B 5 pa3 B saoupyiomem oydepe,
IIOBTOPUTH aHAAU3

MCII0AB30BaTh HOBBIN 0Opasel; MaTteprada

UCII0AB30BaTh COPOEHTHBIN MeTO  BhieaeHrst HK

Het curuaaa B K+

Vcnnoap3oBaHme HETIOAXOASIIITUIX
pacxoAHBIX MaTepyaAoB

UCIIOAB30BaTh MPOOUpPKNU 4451 moctaHoBku [111P,
peKoMeHJ0BaHHBIe  (PUPMOII-TIPOU3BOANTEAEM

aMH/H/ICl)I/IKaTOpa anbo ajaliTpoOBaHHbIE AASL

MCII0AB3yeMOro IIpubdopa

HexoppexTHoe mnpurorobaeHue
TTIIP-cmecn

npuroTosuTh HOBYIO ITIIP-cMmech

HexoppekTHble TTapaMeTpsI
aMIAnQpUKaLn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINN B
COOTBETCTBUU C Tabaum1en 2

HekoppekTHble ycA0BIS
XpaHeHIs1 HaOOpoB

JCIIOAb30BaTh Ha60pr, KOTOpbl€ XpaHNANICH B
HaAAe>XalnX YCAOBIIIX

Haanume curnaaa B K-
o kanaaam FAM/Green
u/nan HEX/VIC/Yellow
n/man ROX/Orange

Haamume curHaaa B
OKD 10 KaHajaam
HEX/VIC/Yellow w/man
ROX/Orange

Kontamunanst

IMpoBeCTU A€KOHTaMIHallVIOHHbIE ITPOLIEeAYPbI,
JICITIOAb30BaTh HOBLIE Ha60pb1
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AOIMOAHUTEABHASI MHOPOPMALI NS

Tect-ccrema mpeanasHaueHa A4 IPO¢eCcCHOHAABHOIO IPUMEHEHNMs U AOAXKHA MUCIOAb30BAThCSI TOABKO
MPOIIEAITNM OOyJIeHIe TIEPCOHAAOM.

Muadopmarnms, ykazaHHas B MHCTPYKIINM K TECT-CICTEME, PacIIpOCTPaHsIETCs Ha BCe KOMILAEKTallN, eCAV THOe
He OTMeYeHO B WMHAUBUAYaABHOM TIIOpsAke. JeraabHas mHpoOpManus Io Ipoueaype nposesenys [ILIP B
3aBMCUMOCTM OT KOMIIAEKTallUM M3AeAUs UM THUIIa UCIOAb3yeMOTO OOOpyAOBaHMS M3A0XKeHa B MeToamdecKux
yKa3aHUAX 110 MPUMeHeHMIO Ka’kA0M KOMIIAeKTallUI TeCT-CUCTEMBI.

3asB/eHHble IIPOMU3BOAUTEAEM XapaKTePUCTUKU TeCT-CUCTeMBI rapaHTUPYIOTCA TOALKO HPU MUCII0Ab30BaHUU
MpoOMpPOK, TMpeJHa3HauYeHHBIX A4s 1octaHoBku IILIP B peaapHOM BpeMeHN, pPeKOMeHAOBaHHBIX WUAN
aJalTIPOBaHHBIX IPOM3BOJUTEAEM A5 AQHHON MoAeAu aMIlAuduKaropa.

IIponsBoauTeap rapaHTUpPYeT COOTBETCTBME BBIIIYCKA€MBIX U3J4eANII TpeOOBaHMAM HOPMAaTMBHOM U
TEeXHUYECKOV AOKYMeHTaluy U O0sI3yeTcs 3aMeHUTDh u3JleAle, eCAV BBLIIBAEHHOe HeCOOTBETCTBUE TEeXHMIECKUX U
(YHKITMOHAABHBIX XapaKTEPUCTUK SBUAOCh CA€ACTBUEM CKPBITOTO JedeKTa WCIOAB3YEMBIX MaTepualoB WAU
HeKayeCTBeHHOTO M3TOTOBAEHIsI U3AeANs TpoussoauTeaeM. [To BceM BO3HMKAIOIIUM BOIIPOCaM CAeAyeT 0OpaIaThCs
110 TeAepOHAM ¥ DAEKTPOHHOII I10YTe, YKa3aHHBIM Ha YIIaKOBKE TeCT-CYCTEMBI.

besonacHOCTb 1 KauecTBO TECT-CUCTEMBI TapaHTUPYIOTCS B TedeHIe BCero CpoKa TrO4HOCTI.

Tect-crcrema He cogep>KNUT MHQPEKIIMOHHBIX areHToB, /1B)K, 2eTyunx 1 TOKCUYHBIX BeIllecTs, a Tak’Ke BeIllecTB
C KaHIIEPOTEHHbIM, MyTareHHbIM M TepaTOTeHHBIM AeJICTB/EM.

He mpuMeH:ATH TecT-cucTeMy IOcAe OKOHYaHMS CpOKa TOAHOCTH.

JormyckaeTcsi NpojJeHne CpOKOB TOAHOCTU TeCT-CUCTEMBI II0 3aIlpocy I0Ab3OBaTeAs B COOTBETCTBUM CO
CTaHAAPTHOM IpOLeAy PO, yCTaHOBAEHHOM (1)I/IpMOI7I-HpOI/ISBOAI/ITeAeM.

Ilpn mcnoab3oBaHNM TeCT-CUCTEMBI 0Opa3yIOTCs OTXOABI KaaccoB Al m I, koTopsle KaaccupuUIMpPYIOTC 1
YTUAVBUPYIOTCS B cooTBeTcTBUM C IloctaHOBAeHNeM Munncrepcrsa 3apasooxpanenns Peciyoankn beaapycs ot 7
Pespaasa 2018 r. Ne 14.
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Mﬂ olex

ITPYAOKEHUE A

Pacuernsiit npegea obnapyxenus tect-cucremsl (ID/ma m ME/Ma) B 3aBucuMoct oT oobeMa oOpasiia, B3ATOTO Ha

BblgeaeHne, 1 oT oObeMa varoumu. V3 pacuera, uro 1 I'D = IME aa4 BIII' 1,2 Tumnos.

O6veMm Oopem Pacuetnas PacuertHas PacueTHast 9yBCTBUTEABHOCTD
obpaslia, A0, 9yBCTBUTEABHOCTD, qyBCTBUTEABHOCTH, AAs1 KOMILAeKTanuii 4 u 14,

MKA MKA I'D/ma ME/Mma I'D/Mma

100 200 1000 1000 333

100 100 500 500 166

100 50 250 250 83

100 25 125 125 -

200 200 500 500 166

200 100 250 250 83

200 50 125 125 41

200 25 63 63 -

500 200 200 200 66

500 100 100 100 33

500 50 50 50 16

500 25 25 25 -
1000 200 100 100 33
1000 100 50 50 16
1000 50 25 25 8
1000 25 13 13 -
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INPUAOKXEHME b

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremsnl «AptTect BIII' 1,2»
Komnaexmayus 1

HA3HAUYEHMWE TECT-CUMCTEMbI
Tecr-cucrema «AptTect BIII' 1,2» npeanasHadyeHa 44s KadectseHHoro onpegeaennsa JHK Bupyca mpocroro
repneca (BIII') 1 u 2 TuUnos MeTrogoM IIOAMMepPa3HON LIEIHONM peaKLN C AeTeKlMell pe3yAbTaToB B pPeXKUMe
«peaapHoro speMenmn» (IILIP-PB) B aabopaTopHOi1 KaMHM4YecKol mMpakTuke. B cocras kommaekranum 1 BXogut
DK30TeHHBII BHyTPeHHNIT KOHTPoAbHEIN 0bpaser (BKO) 4451 xonTpoas sdpdexrusHocTH dTana seideaennst AHK.

XAPAKTEPUCTUKA TECT-CMCTEMBI!

Tect-cucrema «AptTect BINI' 1,2» s1BAsIeTCsI BBICOKOUYBCTBUTEABHBIM HaOOpOM A4s BeisiBAeHNs AHK: anmur
AeTeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB BO30yAnTeAs B peakiunu IT1IP-PB.

Tect-cucrema «AptTect BIII' 1,2» coaep>xut B cBoeM coctase (pepmeHT ypauna-AHK-rankosnaasy (YAD) n
AYT®, uro nosBoaser n3dexxars KoHTaMyHaym [TLIP-cmecn pogykramu npegmecrsyiomux [THP u noaydenns
0KHOITOA0XKUTEAbHBIX Pe3yAbTaToOB.

B Tecr-cucreme «AptTect BIII' 1,2» mcmoan3yercss OBICTPBII M IPOCTOM IIPOTOKOA aMIAMpUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

Kommnaekranus tecT-cucteMsl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tabama 1. Cocras «AptTect BIII' 1,2»

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaiimepsr BIIT' 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma
5. BKO 1,0 ma

Aas srana skerpaxiym AHK 13 obpasma pekomenayercs ucnoab3osanne peareHTos: «ApTAHK Kannmk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK »sxcrpakT».

Pesyaprar ammandukanum sk3orenHoro BKO perucrpupyercsi nHa kxanHale FAM/Green, pesyabraT
amranduxanym AHK Bo3Oyaureas perucrpupyercs Ha kanase HEX/VIC/Yellow.

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THIIA B ob6aactm aabopaTopHOIi
kayHngeckou IIP-auarHocTuky 1 MeToandeckre yKasaHus IPOU3BOAUTEAS.

OBOPYAOBAHMUE I MATEPUAABI
— aMrANQpUKaTOP C AeTeKIUel Pe3yAbTaTOB B peXKIMe «pealbHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITepeMEHHOT0 00BbeMa;
— 04HOpa30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB IIepEMEHHOIO 0ObeMa;
— 0AHOpPa30BbIe MOANUIIPOIIAEHOBbIE 3aKPBIBAOIIeCs ITpobupku oovemoM 1,5 — 2,0 m4;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 1CII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3uAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBIV XalaT U O4HOPa30Bble ITepUYaTKI;
— éMKOCTb 4451 COpOoca HaKOHEYHIKOB;
— KOMILAEKT CpeACTB 4451 00paboTky pabodero Mecra.

ITPOBEAEHVE AHAAIN3A
Boigeaenne AHK ns xamHmueckoro matepmnada npoussogutcs copmectHo ¢ BKO (10 Mxa Ha BblgeaeHue) B
COOTBETCTBIM C MHCTPYKLMEN GpUPMBI-U3TOTOBUTEAs peareHTOB A4:1 ounctku HK.
IToaroroska ITIIIP-cmecu
0. PasmoposuTh Bce peareHTHI (IIpy HEOOXOAMMOCTH), IlepeMeNIaTh IIepeBepHYB ITPOOMPKU HECKOABKO pa3 (1aAm
IepeMellIBaHeM Ha BOPTeKCce B TedyeHMe 2-4 CeKyHJ) UM COPOCUTH KallAM C IIOMOINBIO KpaTKOBPEMEHHOTO

1eHTpUPyTUPOBaHUS.
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I. B xa>kayI0 ITOCTaHOBKY aMIIAM(pVKaLINY IIOMIMO MCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasna: orpunaTteasssrii KOHTpoab TP (K-), moaoxuteasssiii konTpoas TP (K+), oTpuiiaTteaApHbI KOHTPOADb
skcrpakum (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Mactep Mukc»:

10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB
I'ae N — oO111ee K0AMYECTBO peakInii aMIANPUKalU C yI€TOM KOHTPOABHBIX 00pa3IioB.

ITepemermaTs «Mactep Mukc» mmyTem 5-T1 KpaTHOTO IlepeBopadyMBaHILsI IPOOUPKY (114U IIepeMeIlBaHyeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), OCaAUTh KpaTKOBpeMeHHBIM LIeHTpupyTrupoBaHreM 1 BHecTy 110 20 MKA B TPOOVPKHA
Aas nposegenns TTLIP.

II. Mcrioap3yst HAKOHEYHNK € PUABTPOM B IIOATOTOB/AEHHBIE TPOOMpPKM A406aBuTh 110 10 MKa BEIgeaenHon AHK
1ccAeAyeMBIX OOpasIioB.

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-: 10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD: 10 mxa OKD;

I'epMeTmaHO 3aKpBHITH HPOOUPKY KPHIIIKaMU. B caydae HaAmams my3sIpbKOB B pacTBOpe 1AM KalleAb Ha CTeHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CoffepKMoe IIyTeM
2-xkpatHOoro  miepesopaumsaHmsi  [ILIP-mpobmpox ¢  mocTenyommM — OCaXaeHMeM  KpaTKOBpeMeHHBIM
HeHTPUPYTPOBaHVIEM.

IlocTaroBKa peakimy aMIAVQpUKaIA

I. ITomecTuTh MOATOTOBAEHHBIE A5 TpoBeeHus I ILIP mpobupku B ammandukarop.

II. B cooTBeTcTBMM C MHCTPYKIMEN K IpUOOPY 3allporpaMMIpPOBaTh aMIIAM(UKAaTOp COrAacHoO TadAamiie 2.

Ta6amna 2. IlapameTpn! amnandukanym®

o Koa-Bo
HIar Temmeparypa, °C Bpems IIKA0B
Haugaabnas aenarypanmys 95 15 muu 1
JeHaTyparpst 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
JeHaTyparps 95 5 cex
Orxur/ leTeKkims 1o KaHaaaMm:
FAM/(ﬂ'een, HEX/VIC/Yellow 63 10 cex 40
DAOHTaISI 67 10 cex

* Aonycraemcs dooasrenue waza 55 °C, 10 Mun 6 HauaAre npomoxord AMnAUPUKAYUL OAS COEMECTTHBIX NOCMAHO60K € HAOOpaAMU,
mpedyouyUMY IMAnN PeepmuposaniLs.

II1. 3anporpamMMumpoBaTh II0A0XKEHNE IPOOUPOK B amIIAnpuKaTope. JoryckaeTcs BHITOAHITH AQHHBI II1aT BO
BpeMsI MpoBejeHNUs aMIAUQPUKAIUN UAV IO ee OKOHYAHUIO, eCAU 9TO II03BOAsSET IPOrpaMMHOe oDecrieueHle
npubopa.

IV. /latb Ha3BaHUe DKCIIEPUMEHTY M COXPaHUTB €T0 Ha AMcke (B 5ToM (darise OyAyT aBTOMaTUIECKN COXPaHEHEI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop™.

* Aas npubopos «Rotor-Gene» neped sanyckom evibpamv Pynxyuto: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Boimonumo onmumusayuto npu 1-m wiaze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMND NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.

Anaans pe3yabTaToB

I. Ilepea Hawaa0oM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K Ipuoopy.

a) 244 npubopos trnna «Rotor-Gene 3000/6000/0Q»*:

— yCTaHOBUTH 3HaueHNe napaMeTpa Be10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona moxer 6bITh 3MeHeH B Anana3oHe 0 — 30 %**;

— YCTaHOBUTH 3HaueHIe IapameTpa roporosoit Auanu (« Threshold/ITopoz») — 0,02. ITpu Heo6xoAMMOCTH TTIOPOT
MO3KeT ObITh M3MeHeH B aAnariaszode 0,02 — 0,2*%;

- IIpM HeOOXOAMMOCTM JOMyCKaeTcsl akTtmsaums yHKoui «Dynamic  tubeldunamuu.gon» m  «Slope
Correct/Koppex. Yicaora».

6) aast mpuGopos «Bio-Rad CFX96/Opus/Connect»*:

Peructpamua MH 8 Pocagpasramsope
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— YCTaHOBUTH 3HaYeHMe IapaMeTpa Ioporosoii Anauu («Single Threshold») — 50. I1pn HeobxoAMMOCTI TOpOT
MOKeT OBITh M3MEHEeH B Amarasode 25 —250%%;

— HIpu HeoOXOAMMOCTU AOTycKaeTcs: akTuBaumss PpyHKuuir «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».

B) A4 upubopos «AT-96/ATuparim/ATaaiT»*:

— yCTaHOBUTH «MeToa» — «[Topozosviil (Ct)»;

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit AnHuu 10 %, moaydennoro aas obpasua ITKO B nocaesnem
unkae amnandukanun. ITpu HeobxoAmMocT Iopor Mo>keT ObITh M3MEHeH B gnanasoHe 5 — 30%.**

r) aas ipubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HadyeHMe IapameTpa rnoporosoi anmauu 10 %, nmoaydennoro aas odopasua I1IKO B mocaeanem
nnxae amnanduxanun. ITpu HeoOGxoAMMOCTI IOPOT MOXKeT ObITh M3MeHeH B AnanazoHe 5 — 30%™*;
4) A5 OCTaAbHBIX aMIIANPUKATOPOB OTKPLITOTO THUIIA:

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anann 10 %, nmoaydennoro Aas odopasua I[TKO B mocaeanem
nnkae amnandukanun. ITpu HeobxoAmMocTy Iopor MokeT ObITh M3MEHeH B gnanasoHe 5 — 30%.**

* B sasucumocmuy om YcmanosAeH Ol 6epCull IpozpamMMHOz0 obecnevet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.

** Heobxo0umocmo KoppeKmuposku 6b10p0ocos 603HUKAEM 6 CAYUAX CUADHDIX KOAOAH T PAYOpect,eH UL 6 OMOeALHBIX NpObaX.

II. Betbpats aorapmdpMmuecKyio IIKaly AAsl OTpa’keH!sA pe3yAbTaToB M BU3YalbHO IPOKOHTPOAMPOBATDL
IlepecedeHlie TIOPOTOBON AVHUN B AMHEIHON YacTU pocTa Kpusol amrandukanym. IIpn mepeceueHun moporosoit
AVIHWM C KPUBOJ aMIIAN(pUKaIIMY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HAAWYNS/OTCYTCTBU IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIL AVHMEN (YTO COOTBETCTBYET HAAMYMIO/OTCYTCTBUIO 3HAYEHNS IIOPOrosoro nukaa «Ct»
B COOTBETCTBYIOIIel rpadpe B TaDANIIe Pe3yAbTaTOB).

IIL. Yaocrosepurncsa, uyro IILIP-uccaegoBanme BaAuMAHO: KOHTPOABHBIE TOUKM — aHAAM3a  AOAXKHBI
COOTBETCTBOBATh 3HAUEHISIM, IIPUBEAEHHBIM B TabAuIe 3.

Tabana 3. O1ieHKka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

Kourpoabnas KouTtpoanpyemsiit 3Hauenne «Ct» mo KaHaay
TOYKa ITAIl aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Okcrpaxuys AHK - +
K- IILIP - -
K+ TILIP + +

B caydae HecooTBeTCTBMs KOHTPOABHBIX TOUYeK TpeOyeMBIM 3HaueHIAM HeOOXOAVMO IIPOBECTH IIOBTOPHOE
1ccAeo0BaHMe Bcex 0OpaslioB HauMHast co ctaguu skerpaxiymu AHK.

IV. Vntepnipetuposats peayabraTsl I11IP-anaansa nccaesyeMuix oOpas1ioB B COOTBETCTBIM C TabAMIIelt 4.

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIios

3uagenne «Ct» mo xkanaay

PesyabpTaT 0Opasiia

HEX/VIC/Yellow FAM/Green
I[MoaoxureabHBI + +/—
OTpunareabHbI - +
HeBaanaubii - -

«—» 0D03HayaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amrandukanym He epecekaeT IIOPOTOBYIO AUHUAIO
«+» oDo3HavaeT Haanuue 3Hadenust «Ct», rpadpuk amnanduKanuy rmepecekaer IOPOroBYIO AUHAIO
«+/—» 3HaueHne «Ct» 2451 AaHHOTO KaHaAa He aHAAU3UPYeTCs

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3MpOBaTh 00pasisl 1o KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 4451 m0A0XMUTeABHBIX BBIAATD
3aKAIO4YeHIe;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o Kanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAIOYeHNIe;

B) OCTaBIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUMAHBIMI.

B cayuae nepaamgHoro oOpasma TpeOyerca mosTropHo mposectu IIIIP-mccaejoBaHme COOTBETCTBYIOIIETO
oOpas1ja, HaumMHas ¢ 9Tana skerpaxiyy HK.
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TPAHCITIOPTUPOBKA I XPAHEHUE TECT-CUCTEMBI
TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IIPY TeMIlepaType OKpy>KaloIleli cpeabl, HO He Bbie +37°C

(a0 5 cyrok) mam npu temreparype +2 — +8 °C (a0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BMAOM

TpaHCIIOpTa B YCAOBMIIX, O6eCH€‘II/IBaIOH_U/IX COXpaHHOCTb, B COOTBETCTBUI C IIpaBldaMIl IIEPEBO3KU TIPY30B,

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucreMa XpaHmUTCA B yHaKOBKe M3IOTOBUTeAs Hpu TemIiepatype oT -24 °C go -16 °C. Jomyckaertcs

XpaHeHIe TecT-CUCTeMBHI ITpu Temieparype +2 — +8 °C (20 30 cyToK).

Joryckaercst 3aMOpO3Ka/oTTarBaHIe KOMIIOHEHTOB TecT-crucreMsl 40 10 pas.

Cpok rognoctu tect-cucremsl «AptTect BIII' 1,2» — 12 Mecsi1ieB ¢ AaThl M3TOTOBAEHMS.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMmosxHasa nmpuunHa
po0aeMbl

BapmaHTbI pentennst mpo0aeMbl

Hert curnaaa mo xanaay
FAM/Green

HexoppexktHoe Boigeaenne HK
113 00pa31oB

NoBTOpUTH BhlgeaeHne HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh IpOOUpPKN 445 moctaHOBKU [1LIP,
peKoMeHJOBaHHBIe  (PUPMOI-TIPOM3BOANTEAEM

amrnanduxkatopa AndOO aAalTUPOBaHHBIE AAS

JICII0/b3yeMOTo mpubopa

He TIogBepraTh BO3JelcTsuio Y ®P-o0ayueHMs

OAHOPa30BLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

pasBectu o6pasel] B 5 pas B da0upyIoiiemM Oydepe,
IIOBTOPUTD aHAAU3

JCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCII0AB30BaTh COPOEHTHBIN MeTo , BhigeaeHst HK

Het curaaaa B K+

Vcrioab3oBaHue HEIIOAXOASIIIIUIX
pacxo4HBIX MaTepyaA0B

UCII0AB30BaTh MpOOUpPKU Aas moctaHoBku TILIP,
peKOMeHJ0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

aMH/H/I(l)I/IKaTOpa Ando ajdaniTpoOBaHHbIE AASI

UCII0Ab3yeMoro mpubopa

HexkoppexTHoe mnpurorobaeHue
TTIIP-cmecn

IpuroToBUTh HOBYIO ITIP-cMmecs

HexoppekTHble mtapaMeTpsl
aMIIAuQpUKaLn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B
COOTBETCTBUU C Tabau1en 2

HexkoppekrHble ycaoBust
XpaHeHUsI HA0OPOB

MCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHUANCD B
HaAAeXalllX yCAOBMSIX

Haamume curanaza B K-
o kanaaam FAM/Green
n/van HEX/VIC/Yellow

Haanume
OKD 1o
HEX/VIC/Yellow

CUTHaza B
KaHaay

Kontamunanst

IMpoBeCTU A€KOHTaMIMHallIOHHbIE ITPOLIEeAYPbI,
JICIIOABb30BaTh HOBEBIE Ha6opm

1 boaee moaHOe omycaHe XapaKTepUCTUK TeCT-CICTEMBI ITPpeACTaBA€HO B MHCTPYKLINMM ITO ITPVMMEHEHIIO
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IMTPNAOXEHUE B

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremsnl «AptTect BIII' 1,2»
Komnaexmayus 2

HA3HAYEHME TECT-CCTEMbI
Tecr-cucrema «AptTect BIII' 1,2» npeanasHadyeHa 44s KadectseHHoro onpegeaennsa JHK Bupyca mpocroro
repneca (BIII') 1 u 2 TuUnos MeTrogoM IIOAMMepPa3HON LIEIHONM peaKLN C AeTeKlMell pe3yAbTaToB B pPeXKUMe
«peaapHoro BpemeHn» (IILIP-PB) B aaGopaTopHOil KAMHMYECKON IIpakTuke. Kommaexramus 2 cogep>XuUT
DHAOTEHHBII BHYTPEeHHUI KOHTPOAb A KOHTPOAs 9Tamna 3abopa obpasua u seideaenns AHK.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect BIII' 1,2» s1BAsIeTCST BBICOKOYYBCTBUTEABHBIM HaOOpoM A4 BeisiBAeHus AHK: anmur
AEeTeKIIUMU COCTaBAsIeT 5 TeHOM-DKBUBAA€HTOB BO30yAuTeAs B peaknuu [THP-PB.

Tect-cucrema «AptTect BIII' 1,2» coaep>xut B cBoeM coctase (pepmeHT ypauna-AHK-rankosnaasy (YAD) n
AYT®, uro mo3BoasteT nzbdexxkarb KoHTaMyHanmu I1IIP-cMecn mpogykramu mpeamectsyomux [THP 1 moaydyenns
0KHOITOA0XKUTEAbHBIX Pe3yAbTaToOB.

B recr-cucreme «AptTect BII' 1,2» mcroas3yercs OBICTPBII M IIPOCTON IIPOTOKOA aMIIAM(PUKaLIIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

Kommnaekranus tecT-crucreMsl paccuntana Ha niposedenne 100 peaxinii (tabania 1).

Tabama 1. Cocras «AptTect BIII' 1,2»

Kommonenr O0beM, He MeHee
1. ITLIP-peareHT 1,0 ma
2. Ilpaiimepsr BIIT' 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

Aas srana skcrpakiumu AHK ms oOpasiia pekoMmeHnayeTtcs ncroab3osaHne peareHToBs: «ApTAHK Kannnmk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK »sxcrpakT».

PesyapraT amnandukanum SHAOTEHHOTO BHYTPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade FAM/Green,
pesyabraTt amnandukaunu AHK BosOyaureas perncrpupyercsa Ha kanaae HEX/VIC/Yellow.

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopaTopHOIL
kayHngeckou IIP-auarHocTuky 1 MeTogndeckye yKasaHus IPOU3BOAUTEAS.

OBOPYAOBAHUE I MATEPUA/BI
— aMrANQpUKaTOP C AeTeKIUel Pe3yAbTaTOB B peXKIMe «pealbHOTO BpeMEeHI»;
— T'IIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop A03aTOPOB ITepeMEHHOT0 00BbeMa;
— 04HOpa30Bble HAKOHEYHUKY C PUABTPOM AsI 403aTOPOB ITIepEMEHHOTO 0O'beMa;
— 0ZHOpa30BbIe ITOANIIPOIAEHOBbIE 3aKPhIBAIOIINeCs TpoOUpKu oobeMoM 1,5 — 2,0 Ma;
— OITHYECKN IIpo3pauHble Ipobupku Aas ITIIP-PB, agantuposaHHbIe 4451 MCIIOAB3YEMOTO aMIIANpUKATOPa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x024041AbHUK OT +2°C 20 +8°C ¢ MOpo3mabHOI KaMmepoii ot -24°C g0 -16°C;
— OTAe/ABHBII XaJaT U OAHOPA30BbIe IIepUYaTKy;
— €MKOCTb 4451 cOpoca HaKOHEUHIKOB;
— KOMILAEKT CPeACTB 4451 00paboTky pabodero Mecra.

ITPOBEAEHVE AHAAN3A
Brigeaenne AHK ms kamHmdgeckoro maTtepmada IPOM3BOAUTCA B COOTBETCTBUM C MHCTPYKIMeEN (pUPMBI
U3rOTOBUTEAS peareHToB AAas ounctku AHK.
IMoaroroska IIIIP-cmecn
0. PazaMopo3uTh Bce peareHTHI (ITpy HEOOXOAMMOCTH), TlepeMeNIaTh IlepeBepHyYB IIpOOMPKI HECKOABKO pas (1Au
IlepeMellIMBaHMeM Ha BOpTeKce B TedeHUM 2-4 ceKyH4) UM COPOCUTH KalAu C IIOMOIIBIO KpPaTKOBPEMeHHOTO
LIeHTPUPYTUPOBAHISL.
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I. B xa>kayI0 ITOCTaHOBKY aMIIAM(pVKaLINY IIOMIMO MCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasna: orpunaTteasssrii KOHTpoab TP (K-), moaoxuteasssiii konTpoas TP (K+), oTpuiiaTteaApHbI KOHTPOADb
skcrpakum (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Mactep Mukc»:

10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB
I'ae N — oO111ee K0AMYECTBO peakInii aMIIANPUKaIU C yI€TOM KOHTPOABHBIX 00pa3IioB.

ITepemermaTs «Mactep Mukc» mmyTem 5-T1 KpaTHOTO IlepeBopadyMBaHILsI IPOOUPKY (114U IIepeMeIlBaHyeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), OCaAUTh KpaTKOBpeMeHHBIM IIeHTpupyTrupoBaHmeM 1 BHecTy 10 20 MKA B TPOOVPKHI
Aas nposegenns TTLIP.

II. Mcrioap3yst HAKOHEYHNK C PUABTPOM B IIOATOTOB/AEHHBIE ITPOOUpPKU 400aBuUTh 110 10 MK BeigeaenHon AHK
1ccAeAyeMBIX OOpasIioB.

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD®: 10 mxa OKD.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAm4ams Imy3sIpbKOB B pacTBOpe AN KalleAb Ha CTEHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CoffepKMoe IIyTeM
2-xkpatHOoro  miepesopaumsaHmsi  [ILIP-mpobmpox ¢  mocTenyommM — OCaXaeHMeM  KpaTKOBpeMeHHBIM
HeHTPUPYTPOBaHVIEM.

IlocTaroBKa peakimy aMIAVQpUKaIA

I. TlomecTuTs MOATOTOBAEHHEIE A5 TpoBeAenyest [ILIP mpodupky B ammanduxaTop.

II. B cooTBeTcTBUM C MHCTPYKLMEN K IpUOOPY 3allporpaMMIpPOBaTh aMIIAN(PUKATOP COrAacHo Tabante 2.

Ta6amna 2. IlapameTpn! amnandukanym®

o Koa-Bo
HIar Temmeparypa, °C Bpems IIKA0B
Haugaabnas aenarypanmys 95 15 muu 1
JeHaTyparpst 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
JeHaTyparps 95 5 cex
Orxur/ leTeKkims 1o KaHaaaMm:
FAM/(ﬂ'een, HEX/VIC/Yellow 63 10 cex 40
DAOHTaISI 67 10 cex

* donycraemcs dooasrenue waza 55 °C, 10 Mun 6 HA4AAe NPOMOKOAL AMUAUPUKAYUY OASL COBMECHTHDIX NOCMAHO60K € HADOPAMU,
mpedyouLUMY IMAN PecepmuposaHs.

III. 3anmporpamMmmupoBaTh OAOXKEHNE IPOOVPOK B amIiaudukarope. JorycKaeTcs! BBITOAHITh JaHHBIN ITar
BO BpeMs IIpOBeJeHMs] aMIAUUKaIUU AU 110 ee OKOHYAHMIO, €CAU DTO IO3BOASIET MPOrpaMMHOe obecIiedeHne
npubopa.

IV. Aatb HasBaHNe DKCITEpMMeEHTa I COXPaHMUTh €TO Ha AvicKe (B 9ToM aiise OyAyT aBTOMaTHUIECK! COXPaHEeHEI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3aIlyCTUTh aMIIAuuKaTop”.

* Aaa npubopos «Rotor-Gene» neped sanyckom eviopamv $ynkuyuto: «Perform Calibration Before 1st Acquisition/Perform
Optimization Before 1st Acquisition/Buinoanumov onmumusayuio npu 1-m wiaze demexyuu». Ars 000ux KAHAN0S YCMAHOSUMb NAPAMENTPbL
«Min Reading/Murum. Cuznar» — 5Fl u «Max Reading/Maxcum. Cuenar» — 10FL.

Anaau3s pe3yabTaTOB
L. Ilepea Havaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpuOopy.
a) Aas mpubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Bei6pocos («NTC threshold/T1opo: Dona») — 10%. ITpu HeobXoauMOCTH ITOPOT
¢ona moxxer 6bITh M3MeHeH B Anara3oHe 0 — 30 %**;
— YCTaHOBUTH 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY ITOPOT

MO>KeT OBITh U3MeHeH B agmnariazode 0,02 — 0,2*%;

- IIpM HeOOXOAMMOCTM AOIIycKaercsl axrtmsaumsi yHKuuit «Dynamic  tubeldunamuu.gon» u  «Slope
Correct/Koppex. Yiaora».

6) aast mpuGopos «Bio-Rad CFX96/Opus/Connect»*:
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— YCTaHOBUTH 3HaYeHMe IapaMeTpa Ioporosoii Anauu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TTOpOT
MOKeT OBITh M3MEHEeH B Amarasode 25 —250%%;

— HIpu HeoOXOAMMOCTU AOTycKaeTcs: akTuBaumss PpyHKuuir «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».
B) A4 upuoopos «AT-96/ATuparim/ATaaiT»*:

— yCTaHOBUTH «MeToa» — «[Topozosviil (Ct)»;

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit AnHuu 10 %, moaydennoro aas obpasua ITKO B nocaesnem
unkae amrandukanun. ITpu HeobxoamMocT Iopor MokeT OBITh M3MEHeH B gnanasoHe 5 — 30%.**

r) aas ipubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HadyeHMe IapameTpa rnoporosoii ananm 10 %, moayuennoro gas oopasua [IKO B mocaegnem
nnxae amnanduxanun. ITpu HeoOGxoAMMOCTI IOPOT MOXKeT ObITh M3MeHeH B AnanazoHe 5 — 30%™*;
4) A5 OCTaAbHBIX aMIIANPUKATOPOB OTKPLITOTO THUIIA:

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anann 10 %, nmoaydennoro Aas odopasua I[TKO B mocaeanem
nnkae amnandukanun. ITpu HeobxoAmMocTy Iopor MokeT ObITh M3MEHeH B gnanasoHe 5 — 30%.**

* B sasucumocmuy om YcmanosAeH Ol 6epCull IpozpamMMHOz0 obecnevet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.

** Heobxodumocmo KoppeKmuposku 6b10p0ocos 603HUKAET 6 CAYHAX CUADHDIX KOAOAH T PAYOpect,eH Ul 6 0OMOeAbHBIX NpodaX.

II. Betbpats aorapmdpMmuecKyio IIKaly AAsl OTpa’keH!sA pe3yAbTaToB M BU3YalbHO IPOKOHTPOAMPOBATDL
IlepecedeHle TIOPOTOBON AVHUN B AVHEHO YacTu pocTa Kpusoll amnandukanun. [Tpu nepecedeHnn moporosoit
AVIHWM C KPUBOJ aMIIAN(pUKaIIMY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HAAWYNS/OTCYTCTBU IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIT AVHMEN (4TO COOTBETCTBYET HaAUYMIO/OTCYTCTBUIO 3HAYEHNs IIOpOroporo nukaa «Ct»
B COOTBETCTBYIOIIel rpadpe B TaDANIIe Pe3yAbTaTOB).

IIL. Yaocrosepurncsa, uyro IILIP-uccaegoBanme BaAuMAHO: KOHTPOABHBIE TOUKM — aHAAM3a  AOAXKHBI
COOTBETCTBOBATh 3HAUEHISIM, IIPUBEAEHHBIM B TabAuIe 3.

Ta6amnma 3. OrjeHKa pe3yabTaTOB aHaam3a KOHTPOAbHBIX TOUEK

KonTpoabnast Kourpoanpyembii 3navenne «Ct» mo Kkanaay
TOYKaA ITar aHaau3a HEX/VIC/Yellow FAM/Green
OKD Okerpaknyst AHK - +/—
K- [P - -
K+ TILIP + +

B caydae HecooTBeTCTBIMsI KOHTPOABHBIX TOYEK TpeOyeMBIM 3HadeHMAM HeoOXOAMMO IIPOBeCTV IIOBTOPHOE
MccAej0BaHNe BceX 00pa3IoB HauMHasl co ctagum skcrpakunu AHK.

IV. Vntepnipetuposats peayabraTsl I11IP-anaansa nccaesyeMuix oOpas1ioB B COOTBETCTBIM C TabAMIIelt 4.

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIiosB

3unauenne «Ct» mo KkaHaay

Pesyaprar oGpasua HEX/VIC/Yellow FAM/Green
IMoaoxureabHBI + +/—
OTpuriareabHbIV - +
HeBaanaubiin - -

«—» 0D03HayaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amrandukanym He epecekaeT IIOPOTOBYIO AUHUAIO
«+» oDo3HavaeT Haanuue 3Hadenust «Ct», rpadpuk amnanduKanuy rmepecekaer IOPOroBYIO AUHAIO
«+/—» 3HaueHne «Ct» 2451 AaHHOTO KaHaAa He aHAAU3UPYeTCs

PexoMeHAyeMBIl1 aATOPUTM aHaAMU3a 0Opa3Iios:

a) IpoaHaAM3MpOBaTh 00pasnsl Mo KaHaay BozOyauteas (HEX/VIC/Yellow), 4451 moA0XUTeABHBIX BBIAATh
3aKAI0UeHUe;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o Kanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAIOYeHNIe;

B) OCTaBIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUMAHBIMI.

B cayyae HeBaamaHOTrO OOpasija Tpebyerca mosTopHO Iposectu IIIIP-mccaesosaHMe COOTBETCTBYIOIIETO
oOpaslia, HauMHasi ¢ 9Tarna skerpakiym HK.
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TPAHCITIOPTUPOBKA I XPAHEHUE TECT-CUCTEMBI
TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IIPY TeMIlepaType OKpy>KaloIleli cpeabl, HO He Bbie +37°C

(a0 5 cyrok) mam npu temreparype +2 — +8 °C (a0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BMAOM

TpaHCIIOpTa B YCAOBMIIX, O6eCH€‘II/IBaIOH_U/IX COXpaHHOCTb, B COOTBETCTBUI C IIpaBldaMIl IIEPEBO3KU TIPY30B,

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucreMa XpaHmUTCA B yHaKOBKe M3IOTOBUTeAs Hpu TemIiepatype oT -24 °C go -16 °C. Jomyckaertcs

XpaHeHIe TecT-CUCTeMBHI ITpu Temieparype +2 — +8 °C (20 30 cyToK).

Joryckaercst 3aMOpO3Ka/oTTarBaHIe KOMIIOHEHTOB TecT-crucreMsl 40 10 pas.

Cpok rognoctu tect-cucremsl «AptTect BIII' 1,2» — 12 Mecsi1ieB ¢ AaThl M3TOTOBAEHMS.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpmuyanHa
Ipo0aeMbl

BapmanTsI perensi ipo0aeMbl

Het curnaaa o kanaay
FAM/Green

HexoppexTHsIii 3a00p
H1oaornyecKkoro MmaTepmuaa

IOBTOPUTE 3a00p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

HOBTOpUTS BhigeaeHne HK

Vlctnoan3oBanue
HENOAXOASIINX PacXOAHBIX
MaTepualoB

JCII0Ab30BaTh NpoOUpKN 4451 nocranosku ITLIP,
peKOMeHAOBaHHbBIE (PUPMOII-IIPOU3BOAUTEAEM
amnandukatopa AMOO aAaITUPOBAHHBIE AAS
JICII0b3yeMOTO Ipubopa

He IIoABepraTh BO3JelcTBMIO Y®P-00aydeHms

OAHOPa30BbIN I1AaCTUKOBBIV pacxoaHbIN

Marepnaa (IpoObUpPKY, HAKOHEYHIIKIL)

TP narnéuposaHme

passecTy 0Opaser B 5 pa3 B 9AI0UPYIOIIEM
Oydepe, HOBTOPUTH aHAAU3

JICII0Ab30BaTh HOBBIIT 0Opasel] MaTtepuasla

JCIIOAB30BaTh COPOEHTHBIN MeTo , BhigeaeHns HK

Het curaaaa B K+

Ncnoawr3oBanne
HETIOAXOASIIIVIX PAaCXOAHBIX
MaTepualos

JICIIOAB30BaTh IIPOOUPKYU AAst TocTaHoBKM [111P,
peKoMeHAOBaHHbIe (PUPMOI-TIPOM3BOANTEAEM
aMmnandukatopa AubOO ajalTUpPOBaHHLIE AAS
1CTI0Ab3yeMOTo npudopa

HexkoppexTHoe mnpurorobieHue
TTIIP-cmecn

HpurotoBuTh HOBYIO ITIIP-cMmech

HexoppekTHble mtapaMeTpsl
aMIIAQpUKaLmn

YCTaHOBUTH IapaMeTpbl aMIIAMPUKALIUNA B
COOTBETCTBUU C TabAMIIEN 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

JCII0Ab30BaTh HAOOPHI, KOTOPBIe XPaHUANCH B
HaAAeKallliX yCAOBUIX

Haanume curaaaa 8 OKD o
kanaay HEX/VIC/Yellow

Kontamunanst

IpoBeCcTr A€KOHTaMIMHallVIOHHbIE ITPOIEeAYPbI,
MCITIOAB30BaTh HOBLBIE Ha60pr

! boaee 11oAHOe oruIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO
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INPUAOXEHUE I
METOANYECKUE YKA3AHMSI 110 ITPMMMEHEHUIO
Tect-cucremsnl «AptTect BIII 1,2»
Komnaexmanus 3

HA3HAYEHUME TECT-CMCTEMBI
Tecr-cucrema «AptTect BIII' 1,2» npeaHasHaueHa 445 KadecTBeHHOTo onpegeaenusa JAHK supyca mpocroro
repneca (BIII) 1 u 2 TuUos MeTrogoM IIOAMMepPa3HON ILIEITHONM peaKLN C AeTeKlMell pe3yAbTaToB B peXKUMe
«peaapHoro BpemeHm» (IILIP-PB) 6e3 cragun skcrpakuym AHK B 21a60paTopHOIT KAMHIYECKON ITPAKTUKE.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect BIII' 1,2» s1BAsIeTCSI BHICOKOUYBCTBUTEABHBIM HabopoM Aas BeiasaeHyst AHK: anmur
AeTeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB Bo30OyAnTeas B peakunu IT1IP-PB.

Tecr-cucrema cogepsxut B csoeM cocrase pepment ypauna-AHK-rankosnaasy (YAD) u 4¥YT®, uro nossoaser
nsoe>xars KonTammHauyu [IIP-cmecu ipogykramu npeatectsytomiux P 1 moAydeHns A05KHOIIOA0KUTEABHBIX
pe3yabTaToB.

B Ttect-cucreme «AptTectr BII' 1,2» mcroawssyercst OBICTPBEII M IIPOCTOI IIPOTOKOA aMIIAMPUKAIIUY,
MAEHTUYHBIN IIPOTOKOAAM TecCT-cucTeM cepun «AptTect», 4TO CyIIeCcTBEHHO ITOBBIIIaeT IIOTOYHOCTD 1a00paTOPHBIX
AHAAMU30B.

Kommnaekranusa paccautada Ha mposedenne 100 peaknnii (tabanma 1).

Ta6anna 1. Cocras «AptTect BIII 1,2»

Kommonenr O0beM, He MmeHee
1. IIIIP-pearent 1,0 ma
2. Ilpaimepsr BIIT 1,0 ma
3. I1IKO 0,5 ma
4. OKO 1,0 ma

Aas »rama 3abopa 00pa3LioB PeKOMEHAYETCS JCIIOAb30BaHME peareHTOB: «TpaHCIOpTHas cpeAa»,
«TpancoprHas cpega ¢ MykoauTukom» (rmpoussogcrsa OOO «AptbuoTex», Pb).

PesyapraT amnandukanuy 9HAOTEHHOTO BHYTPEHHETO KOHTPOAS perucrpupyercs Ha Kanale FAM/Green,
pesyapraTt amnandukannmu AHK Bosbyanureas perucrpupyercs Ha kaHaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpun pabote c TecT-cucTteMoli HeobOXxogumo cobaogats Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKye yKa3aHs IIPOU3BOANUTEAS.

OBOPYAOBAHMWE "1 MATEPVA /1Bl
— aMIANQPUKaATOP C AeTeKIUell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOIo 00beMa;
— 04HOPa30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB ITIepEMEHHOIO 0ObeMa;
— 04HOpAa30BbIe TOANIIPONMAEHOBbIE 3aKphIBAIOIINecs IIpoOupKy oobeMoM 1,5 — 2,0 ma;
— OITHYECKN IIpo3pauHble Tpoonpku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTUBHI A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3mAbHOI Kamepoii oT -24°C a0 -16°C;
— OTJeAbHBIN XalaT U OAHOpa30BLle IepyaTKl;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMILAEKT CPeACTB 4451 00paboTky pabodero Mecra.

IMOATOTOBKA MCCAEAYEMOTI'O MATEPUAAA

Otbop o00pa31ioB Ma3KOB, COCKOOOB 1 OTJAeAsSeMOIO CAMBUCTBIX 000404YeK YpPOTeHNUTa/AbHOTO TpaKTa
OCYyIIeCTBASETC B COOTBeTCTBMU C cymecTByomumMy THITA, MeToanmueckuMy yKa3aHUAMI U UHCTPYKIIUAMM.

Ilepea orGopomM Ma3KoB He JOIyCKaeTCsA IIpOBeJeHMe TMITIeHMYeCKUX IIpolledyp, a Takke oOpaboTka
MeAUITMHCKMMU MperiapaTaMu.

He pexomenayercss wmcnoab3oBath «30Ha «lHOHOHa»: yporeHHMTaabHBIN», PeKOMEHAOBaHBI K
Mcroab3oBaHnIo «30H4 «OHOHa»: yporeHUTaabHBIN (PAOKMPOBAHHBIN», «30HA «lOHOHa»: IIMTOIETKa».

He aomyckaercs samopaskuBaHue obpasios. Ilepes mocranoskort I1HP o6pasusl nepemeriate Ha BOpTeKCe,
KpaTKOBPEeMEHHBIM IIeHTpU]YTUpOBaHIEM OCaAUTh KaIllAM CO CTEHOK IIPOOVPOK.

Peructpamua MH 8 Pocagpasramsope 1
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IIPOBEAEHVIE AHAII3A

IToaroroska ITILIP-cmecu

0. Pasamopo3uTs Bce peareHTHI (IIpy HEOOXOAVMOCTH), IlepeMellaTh IIepeBepHYB IPOOPKI HECKOABKO pa3 (1An
IlepeMeIlIBaHIIeM Ha BOpPTeKCe B TeueHuM 2—4 CeKyHA) M COpPOCHMTH Kamayu C IIOMOIIBIO KpaTKOBPEeMEHHOTO
LIeHTPUPYTUPOBAHISL.

I. B xa’kay10 ITOCTaHOBKY aMILAM(pUKALINY IIOMUMO JICCAeAYeMBIX 00pa3lioB A0AKHEI BXOAUTH 2 KOHTPOABHBIX
obpasma: oTputiateabHbi KOHTpoAab 1P (K-), moaoxkurteasnsiit KoHTpoAb TP (K+).

B mpobupke o6vemom 1,5 — 2 ma npurorosuts «Mactep Mukc»:

10*(N+1) mxa ITITP-pearenra + 10*(N+1) MK rIpayiMepoB
I'ze N — o011ee KoAM9IeCTBO peakLINii aMIIANPUKALINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememats «MacTtep Mukc» mmyTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (AN IepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPEMEHHBIM IIeHTpuQyIipoBaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKHU
Aas nposegenns TTLIP.

IL. Vicrmoawp3yst HAKOHEYHUK C (PUABTPOM B IOATOTOBAEHHBIE HMPOOUPKM A00aBuUTh 1o 10 MKA MccaesyeMBIX
00pa31oB.

III. BHecTn KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITKO.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAmdms IMy3sIpbKOB B pacTBOpe AN KalleAb Ha CTEeHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM LIeHTpudyrnposanneM. PekoMeHIyeTcs ITlepeMelIaTh CojepKuMoe IIyTeM
2-xpaTHOoro  mepeopaumBaHms  [1LIP-mpoOupox ¢  mHocimenyrommM — ocaXaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrUpoBaHeM.

IlocTraroBKa peakimy aMILAVpUKaII

I. ITomecTuTh MOATOTOBAEHHBIE A5 TpoBeeHms I ILIP mpobupku B ammandukarop.

II. B cooTBeTcTBMM C MHCTPYKIME K IpUOOPY 3alIporpaMMIpOBaTh aMIIAM(UKaTOp COrAacHo TadAamiie 2.

Ta6amna 2. IlapameTpnl amnandukanmym®

o Koa-Bo
HIar Temmeparypa, °C Bpems IKA0B
HaugaabHnas aenarypanmysi 95 15 muu 1
AeHaTypans 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
JeHaTypapst 95 5 cex
Orxur/ leTeKkims 1o KaHaaMm:
FAM/(ﬂ'een, HEX/VIC/Yellow 63 10 cex 40
DA0OHTaAIST 67 10 cex

* Aonyckaemces doodasrenue waza 55 °C, 10 Mun 6 Ha4are npomoxKord AMHAUGUKAUUU DAL COBMECHIHDLX NOCMAHO060K ¢ HADOpAMU,
mpedyouLUMY IMAN PecepmuposaHs.

II1. 3anporpamMMumpoBaTh I0A0XKEHNE IPOOUPOK B amIIAupuKaTope. JoIycKkaeTcs BHITOAHITH AQHHBI II1aT BO
BpeMs IIpOBeAeHMsI aMIAN(PUKalINM MANM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIPOorpaMMHOe oOecIledeHie
npubopa.

IV. Jats Ha3BaHIe BKCIIepMMeHTa M COXPaHUTDh ero Ha AMcKe (B 9ToM ¢aiile OyayT aBTOMaTIeCK) COXpaHeHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop”.

* Aas npubopos «Rotor-Gene» neped sanyckom evibpamv Pynxyuto: «Perform Calibration Before 15t Acquisition/Perform
Optimization Before 15t Acquisition/Boimonumo onmumusayuto npu 1-m waze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMD NAPAMENTPLL
«Min Reading/Munum. Cuznar» —5Fl u «Max Reading/Marcum. Cuznar» — 10FL

Anaans pe3yabTaToB

I. Ilepes HawaaoM aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKU B COOTBETCTBUI C MHCTPYKITUEN K Ipuoopy.

a) aas mpubopos Tuna «Rotor-Gene 3000/6000/Q»*:_

— yCTaHOBUTH 3HaueHNe napaMeTpa Bei0pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona mosxer 6bITh U3MeHeH B Anaria3oHe 0 — 30 %**;

— YCTaHOBUTD 3HaueHe napaMerpa roporosoit Avauu (« Threshold/ITopoz») — 0,02. [Tpu HeoGxo4MMOCTH ITOPOT
MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;
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— IHOpu HeoOXOAUMOCTU AOIyCKaeTcs aktmBarust ¢QyHKunin  «Dynamic  tube/unamuu.gon» wm  «Slope
Correct/Koppex. Yicaora».

0) aas mpubopos «Bio-Rad CFX96/Opus/Connect»*:

— YCTaHOBUTD 3HaYeHMe IapaMeTpa Ioporosoii AnHuu («Single Threshold») — 50. I1pn Heob6xoAMMOCTHI TTOpPOT
MOKeT OBITh M3MEHEeH B Amaria3oHe 25 —250%%;

— HIpu HeoOXOAUMOCTU AOTycKaeTcs: akTuBaumss PpyHKuuir «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».
B) 444 upuoopos «AT-96/ATuparm/ATaaiT»*:

— yCTaHOBUTH «MeToa» — «[Topozosviil (Ct)»;

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit AnHun 10 %, nmoaydennoro aas obpasua ITKO B nmocaesnem
nnkae amnandukanun. ITpu HeobxoamMocT Iopor Mo>keT ObITh M3MEHeH B gnanasoHe 5 — 30%.**

r) aas ipubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HadyeHMe IapameTpa roporosoii ananm 10 %, moayuennoro gas obopasua [IKO B mocaegnem
nnxae amnanduxanun. ITpu HeoOGxoAMMOCTH IOPOT MOXKeT ObITH M3MeHeH B AnanazoHe 5 — 30%™*;
4) A5 OCTaAbHBIX aMIIAMPUKATOPOB OTKPLITOTO THUIIA:

— YCTaHOBUTH 3HaveHMe IapaMeTpa noporosoit Anann 10 %, noaydennoro Aas obpasua I[TKO B nocaeanem
nnkae amnandukanun. ITpu HeobxoanMocT Iopor Mo>KeT ObITh M3MeHEH B gnanasoHe 5 — 30%.**

* B 3asucumocmuy om YcmaHosAeHHOLL 6epCull NpozpamMMHoz0 obecnewet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.

** Heobxodumocmbv KOppexmuposKu 6o10p0cos 603HUKALT 6 CAYUAAX CUADHBIX KOACOAHUTI PAyopecteHy UL 6 0MOeAbHVIX 1Podax.

II. Betbpats aorapmdpMmuecKyio IIKaly AAsl OTpa’keH!sd pe3yAbTaToB M BU3YalbHO IPOKOHTPOAMPOBATDL
IlepecedeHlte TIOPOTOBON AVHUN B AVHEHO YacTu pocTa Kpusoli amnandukanun. [Tpu nepecedeHnn moporosoit
AVHNY C KpUBOJ aMIIAM(UKaLINY He B AMHEHOM yJacTKe — [IepeMeCTUTD ee BPYYHYIO 40 HeOOXOAVMOTIO YPOBHSL.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HaAWYUA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIL AVHMEN (YTO COOTBETCTBYET HAAMYMIO/OTCYTCTBUIO 3HAYEHNS ITOPOrosoro nukaa «Ct»
B COOTBETCTBYIOIIel rpadpe B TaDANIIe Pe3yAbTaTOB).

IIL. Yaocrosepurncsa, uyro IILIP-uccaegoBanme BaAMAHO: KOHTPOABHBIE TOUKM — aHAAM3a  AOAYKHBI
COOTBETCTBOBATh 3HAUEHISIM, IIPUBEAEHHBIM B TabAuIe 3.

Taﬁamua 3. OI_IeHKa pe3yabpTaTOB aHaa¥V3a KOHTPOABHBIX TOY€K

Konrpoapnast | Kourpoanpyemsii 3uauenmne «Ct» oo KkaHaay
TOYKaA 9Tall aHAAM3A HEX/VIC/Yellow FAM/Green
K- HL[P - +/_
K+ TILIP + +

B caygae HecooTBeTCTBIA KOHTPOABHEIX ToueK K- 11 K+ HeoOXxoa1Mo mpoBecTyt TIOBTOpPHOE 1CCAeJ0BaHIe Beex
06pa31oB HauMHasI co craguy rmocraHosku ITIP.

IV. Vntepnipetuposats peayabraTsl I11IP-anaansa nccaesyeMuix oOpas1ioB B COOTBETCTBIM C TabAMIIelt 4.

Tabaua 4. InTepnperanus pe3yabTaToB 00pas3Iios

3unauenne «Ct» mo KkaHaay

PesyabTaT 0Opasna

HEX/ VIC/Yellow FAM/Green
IToaoxureabHbI + +/-
OTpuriareabHbIN - +
HeBaanaubii - -

«—» 0DO3HavaeT OTCYTCTBME 3Ha9E€HMI «Ct», I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHNIO
«+» 0DO3HaYaeT HaAn4e 3HaYEeHVS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I IiepeceKaeT IIOPOTrOBYIO AVIHNIO
<<+/—>> —3HayeHue «Ct» AAsl A@HHOTO KaHada He aHaAU3MPYETCI

PexomeHAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3MpoBaTh oOpasusl 1o KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 445 m0OA0XUTEABHBIX BBIAATDH
3aKAI04YeHNe;

0) mpoaHaaM3MpoBaTh oOcTapmmecs oOpasnsl 1o Ka"aly BKO (FAM/Green), Aas BaAMAHBIX BBIAATD
3aKAIO4YeHMe;

B) OCTaBIIIMeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMIL.

B caysae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIP-mccaesosaHme COOTBETCTBYIOIIETO
oOpas1ia, HaunHas1 co craguy roctaHosku P nam co cragum 3abopa marepuaaa.
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TPAHCIIOPTNPOBKA 1 XPAHEHUE TECT-CUCTEMBI
TpaHCIIOpTIPOBKa TECT-CUCTEMBI OCYIIIeCTBASIETCS IIPU TeMIlepaType OKpY>KaloItell cpeabl, HO He Bhimre +37°C

(a0 5 cyrok) man mpu temnepatype +2 — +8 °C (g0 30 cyTok). JomyckaeTcss TpaHCIOPTHPOBKa AIOOBIM BUAOM

TpaHCIIOpTa B YCAOBM:AX, OOeCIeuMBaIOIIVX COXPAaHHOCTb, B COOTBETCTBMM C IIpaBMAaMM IIePeBO3KM IPY3O0B,

Aef/]CTByIOH.U/IMI/I Ha A4aHHOM Bl/€ TpaHCIIOpTa.

TecT-cucreMa XpaHUTCS B yIIaKOBKe M3TOTOBNTEAs ITpU TeMItepaType oT -24°C 40 -16°C. JomyckaeTcs XxpaHeH1e

TeCT-CUCTeMBI Ipu TeMmItepatype +2 — +8 °C (a0 30 cyToK).

ZJoIycKaeTcs: 3aMOpO3Ka/OTTanuBaHye KOMIIOHEHTOB TecT-cicTeMsl 40 10 pas.

Cpoxk roanoctn Tect-cucteMsl «AptTect BIII' 1,2» — 12 Mecsimies ¢ 4aThI M3TOTOBAEHILL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHast mpuyanHa
npo0AeMbl

BapmanTbl pemenust mpo0aeMbl

Hert curnaaa mo xanaay
FAM/Green

HexoppekTHbIit 3a60p
611010TIYeCKOTO MaTepraja

IIOBTOPUTSH 3ab0p

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh  ApYyIMe 30HABL AAs  OTOOpa

Marepurada

UCII0AB30BaTh MpOOUpPKN A4 nocraHosku I1LIP,
pexoMeHJOBaHHBIe  (PUPMON-IIPOU3BOANUTEAEM

aMH/H/ICl)I/IKaTOpa Ando aJaIllTUpOBaHHbIE AASI

MCII0AB3yeMOro IIpubdopa

He TIoABepraTh BO3AelcTBuio Y®P-o0aydeHm:A

OAHOPA30BbII I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP narnéuposaHme

passecTn obpaser B 5 pa3 B saoupyiomem oydepe,
IIOBTOPUTE aHAANU3

MCII0Ab30BaTh HOBBIN 0Opasel] MaTteprada

nposectu sTan sigeaenns AHK aas obpasiia

Hert curnaaa B K+

Vcroar3oBaHme HEITOAXOASIITUX
pacxogHBIX MaTepuaaoB

UCII0AB30BaTh IPOOUpPKU A4 nocraHoBku I1LIP,
peKoMeHAOBaHHBIe  (PUPMON-IIPOU3BOANUTEAEM

aMH/H/I(l)I/IKaTOpa Ando aJaIllITUpOBaHHbIE AASI

1CrI0ab3yemMoro npubopa

HexoppexTHoe npurorosaenue
ITLIP-cmecn

OpuUroToBUTh HOBYIO ITIIP-cMech

HekoppekTHble ITapaMeTpsl
aMIrAnpUKanumn

YCTaHOBUTH ITapaMeTPhl aMIIAN(PUKaLINY B
COOTBETCTBUM C Tabam1en 2

HexoppexkrHsle ycaosus
XpaHeHUs1 HaOOPOB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaaAae>XalqMX yCAOBMAIX

Haamumne curaaaa B K-
IO KaHaay
HEX/VIC/Yellow

KonrammHarms

IMpoBECTN A€KOHTaMIMTHalIVIOHHbIE IIPOTEAY PbI
MCITIOAB30BaTh HOBLBIE Ha60pb1

! boaee 11oAHOe orMIcaHe XapaKTepUCTUKIU TECT-CUCTEMBI ITPEACTAaBAE€HO B MHCTPYKI MU I10 ITPVIMEHEHIUIO
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ITPUAOKEHME A

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremsnl «AptTect BIII' 1,2»
Komnaexkmanus 4

HA3HAYEHME TECT-CMICTEMBI
Tecr-cucrema «AptTect BIII' 1,2» npeanasHadyeHa 44s KadectseHHoro onpegeaennsa JHK Bupyca mpocroro
repneca (BIII') 1 u 2 TuUnos MeTrogoM IIOAMMepPa3HON LIEIHONM peaKLN C AeTeKlMell pe3yAbTaToB B pPeXKUMe
«peaapHoro BpeMenu» (IIIP-PB) B aabGopaTopHoit KamHmMueckoii mnpaktuke. Kommnaekrarmusa 4 sApaserca
BBICOKOUYBCTBUTEABHON U M0O3BOAseT A0IOAHUTeAbHO aHaauauposaTh PHK BosOyauTeas, a Takke 1CII0Ab30BaTh
0opImiT 00beM BblA€A€HHBIX HyKAEMHOBBIX K11ca0T (gazee HK).

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect BIIT 1,2» siBAsieTcsl BBICOKOUYBCTBUTEABHBIM HabopoM aas BoisiBaenus AHK/PHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakuyu ITIP-PB.

Tect-cucrema «AptTect BIII' 1,2» coaep>xut B cBoeM cocrase (pepmeHT ypauna-AHK-rankosnaasy (YAD) n
AYT®, uro nmospoasteT nzdexxkarb KoHTaMuHauuy IIIP-cMecn npogykramu npeamectsyiomux ITHP 1 noayyenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B Tecr-cucreme «AptTect BIII' 1,2» mcroan3yercss OBICTPBII M IPOCTOM IIPOTOKOA aMIAMPUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

Kommnaekranus tecT-cucteMsl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tabamma 1. Cocras «AptTect BIII' 1,2»

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaiimepsr BIIT 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

Aas srana skcrpaknyy HK u3 oOpasia pexoMmenayercst mcrnoasszosanne peareHtos: «ApTAHK Kanmmk»,
«ApTtHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK »xcrpakT».

PesyapraT amnandukanuy 9HAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha KanHale FAM/Green,
pesyabpraTt amnandukanymu HK Bo3dyaureas perucrpupyercs Ha kanaae HEX/VIC/Yellow.

MEPHI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopaTopHOIi
kayHngeckou IIIP-auarHocTuky 1 MeTognmdeckne yKasaHus IpOU3BOAUTEAS.

OBOPYAOBAHUE I MATEPUAABI
— aMrANQpUKaTOP C AeTeKIUel Pe3yAbTaTOB B peXKMMe «pealbHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOIo 00beMa;
— 04HOpa30Bble HAKOHEUHUKY C PUABTPOM AsI 403aTOPOB ITIepEMEHHOIO 0ObeMa;
— 0AHOpPa30BbIe MOANUIIPOIIAEHOBbIE 3aKPBIBAOIIeCs ITpobupku oovemoM 1,5 — 2,0 m4;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3muAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBIV XalaT U O4HOPa30Bble ITepUYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMILAEKT CpeACTB 4451 00paboTky pabodero Mecra.

ITPOBEAEHVE AHAAN3A
Boigeaenne HK 13 xamHmveckoro mMarepmada IPOU3BOAMUTCSI B COOTBETCTBUM C MHCTPYKIMEN (PpUPMBI
U3TOTOBUTEAS peareHToB AAs ouncTky HK.
IToaroroska ITIIIP-cmecu
0. Pasmopo3uTh Bce peareHTH (IIpyM HEOOXOAMMOCTHM), IepeMeIaTh IepeBepHyB MPOOMPKU HEeCKOABKO pa3
(MaAm mepeMemMBaHNMEM Ha BOpPTeKCe B TedeHMU 2—4 CeKyHA) M COPOCUTH KaIlAM C IIOMOIIIBIO KPaTKOBPeMEHHOTO
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LeHTPUPYTUPOBAHISL.

I. B Kaxaylo IIOCTaHOBKY aMmAMpuUKalyMy IIOMUMO McCAelyeMBIX 00pas3lioB AOAKHBI BXOAUTH 3
KOHTPOABHBIX OOpaslla: oTpunaTteabHsrt koHTpoab [P (K-), moaoxwmreapHeni koHTpoap [IHP (K+),
OTpUILIaTeABHBIN KOHTPOAb dKcTpakiym (OKD).

B npoGupke o6vemoM 1,5 — 2 Mma nnpurorosuts «Mactep Muke»:

10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB
I'ae N — oO111ee K0AMYeCTBO peakInii aMIIANQPUKalU C yI€TOM KOHTPOABHBIX 00pa3IioB.

ITepemerats «Mactep Mukc» 1myTem 5-T1 KpaTHOTO IlepeBopadrBaHILsI IPOOUPKY (AU IIepeMeIlBaHyeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), OCaAUTh KpaTKOBpPeMeHHBIM IIeHTpupyTrupoBaHmeM 1 BHecTy 10 20 MKA B TPOOVPKHA
Aas nnposeaenns TTLP.

II. Jicroap3yst HAKOHEUHNUK C (PUABTPOM B IIOATOTOBAEHHBIE TPOOUPKM A406aBuTh 110 30 MK4 BeigeaeHHBIX HK
1ccAeayeMBIX OOpasIioB.

III. BHecTy KOHTPOABHEIE OOpa3IIBI:

1) K-:30 mxa OKG;

2) K+:30 mka IIKG;

3) OKD: 30 mxa OKD.

I'epmeTnyHO 3aKpbBITh MPOOMPKY KPHIIIIKaMH. B caydyae HaAmums My3pIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
IpOOMPOK — YAaAUTH KPaTKOBpeMeHHBIM LIeHTpuQyrnposaHueM. PekoMenyeTcs IlepeMelIaTh COAepKIMoe IIyTeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyM oMM  OCOKAEHMEM  KpPaTKOBpPeMEeHHBIM
LHeHTPpUPYTMpOBaHVIEM.

IlocTaroBKa peakimy aMILAVQpUKaIA

I. Tlomecturs moarorosaeHnsle Aas nposeAenus TP mpobupkn B amMnanduxaTop.

II. B cooTBeTcTBMM C MHCTPYKITHeN K IpUOOpPY 3allporpaMMUpPOBaTh aMIIAM(UKATOP COTAacHO Tabanie 2.

TaOamnia 2. IlapameTpnl aMnanpuKamm

Koa-Bo
IIar Temneparypa, °C Bpewmst —
OOpaTHas TpPaHCKPWIIIIVS 55 10 mun 1
HagaabHnas aenarypanmysi 95 15 muu 1
JeHaTyparps 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
JeHaTyparps 95 5 cex
OTxur/leTex1ms 1o KaHaJaMm:
FAM/(ﬂ'een, HEX/VIC/Yellow 63 10 cex 40
DA0OHTAIST 67 10 cex

III. 3amporpammmupoBaTh OAOXKeEHNE IPOONPOK B amriandukarope. JorycKaeTcs: BHITOAHITh JaHHBIN ITar
BO BpeMs IIpOBeJeHMs] aMIAUUKaIUU AU 110 ee OKOHYAHMIO, €CAU DTO IO3BOASIET IMPOrpaMMHOe obecIiedeHne
npubopa.

IV. Aatb HasBaHNe DKCIIEpMMEHTa I COXPaHMUTh €TO Ha AvicKe (B 9ToM aiiae OyAyT aBTOMaTHUIeCK! COXPaHEeHEI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3aIlyCTUTh aMIIAupUKaTop”.

* Aas npubopos «Rotor-Gene» neped sanyckom evibpamv Pynxyuto: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Boinonumo onmumusayuto npu 1-m waze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMD NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.

Anaans pe3yabTaToB
I. ITepea Hawaa0oM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K IIpuoopy.
a) 244 npubopos Trnna «Rotor-Gene 3000/6000/OQ»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Bei0pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeoGXoauMocTy mopor
¢ona moxxet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;
— YCTaHOBUTH 3HaueHIe NapameTpa roporosoit Auanu (« Threshold/ITopoz») — 0,02. ITpu HeoOGxoaMMOCTH TTIOPOT
MOKeT ObITh M3MeHeH B aAnariasone 0,02 — 0,2*%;

- IIpM HeOOXOAMMOCTM JOMyCKaeTcsl akTtmsaums yHKoui «Dynamic  tube/ldunamuu.gon» m  «Slope
Correct/Koppex. Yicaora».
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0) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:
— YCTaHOBUTH 3HaYeHMe IlapaMeTpa Ioporosoi auunu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TOPOT
MO3KeT OBITh M3MEHEeH B Amariazode 25 —250%%;

— HIpu HeoOXOAMMOCTU AOTycKaeTcs: akTuBaumss PpyHKouir «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».
B) A44 upuoopos «AT-96/ATupaiim/ATaaiT»*:

— yCTaHOBUTH «MeToa» — «[Topozosviil (Ct)»;

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit AnHnu 10 %, moaydennoro aas obpasua ITKO B nmocaesnem
nuxae amnandukanun. ITpu HeodbxoamMocTy IOpOr MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

r) aas ipubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3Ha4yeHMe Iapamerpa rnoporosoii anmanuu 10 %, moaydenHoro aas obopasua IIKO B mocaeanem
nnxae amnandukanun. ITpu HeoOxoAMMOCTH IOPOT MOXKeT ObITh M3MeHeH B AnanazoHe 5 — 30%™*;

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii ananu 10 %, moaydennoro aas oopasua ITIKO B nmocaeanem
nnxae amnandukanun. ITpu HeodbxoanMocCTy IOPOT MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

* B 3asucumocmu om yCTTl(ZHOBAE’HHOI;l éepcui npozpammHozo obecneveHus HA36AHUS KOMAHO MOzYm HECKOALKO OMAUHAITTLCA.

** Heobxodumocmbv KOppexmuposKu 6o10p0cos 603HUKALT 6 CAYUAAX CUADHBIX KOAeOAHUTI PAyopecteHy UL 6 0mIeAbHVIX 1PoOax.

II. Betbpats aorapmdpMmuecKyio IIKaly AAsl OTpa’keH!sA pe3yAbTaToB M BU3YalbHO IPOKOHTPOAMPOBATDL
IlepecedeHle TIOPOTOBON AVHUN B AVHEHO YacTu pocTa Kpusoli amnandukanun. [Tpu nepecedeHnn moporosoit
AVHNY C KPUBOJ aMIIAM(PUKaLINY He B AMHEHOM yJacTKe — [IepeMeCTUTD ee BPYYHYIO A0 HeOOXOAVMOIO YPOBHSL.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HAAWYUA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIT AVHMEN (4TO COOTBETCTBYET HAAUYNIO/OTCYTCTBUIO 3HAYEHNS IIOpOrosoro nukaa «Ct»
B COOTBETCTBYIOIIeli rpade B Tabanlle pe3yAbTaToB).

IIL. Yaocrosepurncsa, uyro IILIP-uccaegoBanme BaAuMAHO: KOHTPOABHBIE TOUKM — aHAAM3a  AOAYKHBI
COOTBETCTBOBATh 3HAUEHISIM, IIPUBEAEHHBIM B TabAuIe 3.

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaa¥i3a KOHTPOABHBIX TOY€K

KonTpoabnast Kourpoanpyembii 3navenne «Ct» mo Kkanaay
TOYKa ITAIl aHaAM3a HEX/VIC/Yellow FAM/Green
OKD BOkerpaxyst HK - +/—
K- [P - -
K+ TP + +

B caydae HecooTBeTCTBMsI KOHTPOABHBIX TOYEK TpeOyeMBIM 3Ha4eHIVSAM HeOoOXOAMMO IIPOBECTU IOBTOpPHOE
1ccAe0BaHNe Bcex 00pa3ioB HauMHasI co craaum skerpaxkunu AHK.

IV. VaTepnipetuposats peayastaTsl 1111 P-anaansa nccaesyeMsix o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOanma 4. InTepnperanus pe3yabTaToB 00pa3iioB

3unauenne «Ct» mo KkaHaay

Pesyaprar oGpasua HEX/VIC/Yellow FAM/Green
IToaoXuTE ABHBINI + -
OTpurtareabHbIN - *
HeBaanaubiii - —

«—» 0DO3HavaeT OTCYTCTBME 3Ha9€HMI «Ct», I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHNIO
«+» 0DO3HaYaeT HaAU4IIe 3HAYEeHVIS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I TiepeceKaeT IIOPOTroBYIO AVHIIO
<<+/—>> 3Hayenue «Ct» A4 AAHHOTO KaHaJda He aHaAM3UPYeTCi

PexomeHAyeMBIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3UpoBaTh o0Opasnsl 1o KaHaay Bo3Oyaurteas (HEX/VIC/Yellow), 4451 m0OA0OXUTEABHBIX BBIAAThH
3aKAIO4YeHIe;

0) mpoaHaaM3MpoBaTh oOcTapmMecs oOpasnsl 1o kKaHaly BKO (FAM/Green), aas BaAMAHBIX BBIAATh
3aKAIO4YeHMe;

B) OCTaBIIIeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMMU.

B caysae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIP-mccaesoBaHme COOTBETCTBYIOIIETO
oOpas1ia, HaumMHas ¢ 9Tamna skerpaxiyy HK.
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TPAHCITIOPTUPOBKA I XPAHEHUE TECT-CUCTEMBI
TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IIPY TeMIlepaType OKpy>KaloIleli cpeabl, HO He Bbie +37°C

(a0 5 cyTok) mam npu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TpaHCIOPTUPOBKA AIOOBIM BUAOM

TpaHCIIOpTa B YCAOBMIIX, O6eCH€‘II/IBaIOH_U/IX COXpaHHOCTb, B COOTBETCTBUI C IIpaBldaMIl IIEPEBO3KU TIPY30B,

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucreMa XpaHmUTCA B yHaKOBKe M3IOTOBUTeAs Hpu TemIiepatype oT -24 °C go -16 °C. Jomyckaertcs

XpaHeHIe TecT-CUCTeMBHI ITpu Temieparype +2 — +8 °C (20 30 cyToK).

Joryckaercst 3aMOpO3Ka/oTTarBaHIe KOMIIOHEHTOB TecT-crucreMsl 40 10 pas.

Cpok rognoctu tect-cucremsl «AptTect BIII' 1,2» — 12 Mecsi1ieB ¢ AaThl M3TOTOBAEHMS.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpmuyanHa
Ipo0aeMbl

BapmuaHTbl permenust mpo0aeMbl

Het curnaaa o kanaay
FAM/Green

HexoppexTHsIii 3a00p
H1oaornyecKkoro MmaTepmuaa

IIOBTOPUTSE 3a00p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

IOBTOPUTS BhlgeaeHue HK

Hcnmoar3oBaHme HEIIoAXOASIINX
PacxoaHBIX MaTepuaAOB

VICITIOAB30BaTh HpO6I/IpKI/I AASd  ITOCTaHOBKI

TP, peKOMeHAOBaHHbIe Pupmoit-
nponssoAuTeseM  aMmnandukatopa  Aubo
aJanTHPOBaHHLIE AAST MCII0Ab3YeMOTO
npudopa

He IIoABepraTh Bo3AeiicTBuiO Y®P-00aydeHMs

OJAHOPA30BBIM  IIAACTUKOBBIVI ~ PACXOAHBIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP narnéuposaHme

passecTy oOpasel] B 5 pa3 B 5AI0UPYIOIIEM
Oydepe, MOBTOpUTE aHAAN3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasla

UCII0Ab30BaTh COPOEHTHBIN MeTO/ BhlAe AeHU
HK

Het curaaaa B K+

Vcnnoap3oBaHre HETTIOAXOASIIITUIX
pacxogHbIX MaTep1aaoB

JICIIOAb30BaTh HpO6I/IpKI/I AAs1 TTOCTaHOBKI

TI1IP, peKoMeH 0BaHHbIe Pupmoit-
Ipou3BoAUTeZeM  aMmaudukatopa  AubdO
aJanTMpOBaHHEBIe AAs MCII0Ab3yeMOTO
npudopa

HexoppekTHOe mpUroTOBAEHNE
TTIIP-cmecn

npurotosuTh HOBYIO I TIIP-cMech

HexkoppexTHble mapameTphl
aMrAnduKauuu

YCTaHOBUTH ITapaMeTphbl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAMLIeNn 2

HekoppekTHsle ycA0BIsI
XpaHeHIs1 HaOOpPoB

JCIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIIX

Haanumne curamaaa 8 OKD o
ka"aay HEX/VIC/Yellow

Kouramunars

OPOBECTU A€KOHTaMMHALIMIOHHEIE IIPOLeAyPhL;
MCII0AB30BaTh HOBbIE HAOOPEI

! boaee 11oAHOe orIcaHe XapaKTepUCTUKIU TECT-CUCTEMBI ITPEACTAaBAE€HO B MHCTPYKI MU 110 ITPVIMEHEHIUIO
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ITPMAOZKEHMUE E
METOANMYECKUE YKA3AHMSI 11O ITPMMMEHEHUIO
Tect-cucremsnl «AptTect BIII' 1,2»
Komnaexmayus 5

HA3HAYEHMNE TECT-CMCTEMBbI

Tecr-cucrema «AptTect BIII' 1,2» nnpeanasHadena aas onpegeaenns AHK Bupyca npocroro repreca (BIID) 1
U 2 TUIIOB MEeTOA0M IIOAMMepa3HOIl IIeIIHOM peaKIMM C AeTeKlyell pe3yAbTaToB B peXKIIMe «pealbHOIO BpeMeHI»
(TTLIP-PB) B aabopaTopHOiT KAMHMYECKON IIpakTmke. Komriaexranms 5 MCIOAB3YeTCA AAsl KOAMIECTBEHHOTO
onpeAeAeHNs BO30OyAuUTeAs.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect BIII' 1,2» s1BAsIeTCSsI BHICOKOYYBCTBUTEABHBIM HaOOpoM Aas BeissBAeHyst AHK: anmur
AeTEeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB Bo30OyAnTeas B peakunu IT1IP-PB.

/luneiiHEBIN Anana3oH TecT-cucteMsl «AptTect BIII' 1,2» 20 — 200 000 000 reHOM-5KBUBaA€HTOB BO30OYANTEAS B
peaxuumn ITITP-PB.

Tecr-cucrema «AptTect BIII' 1,2» coaep>xut B cBoeM cocrase pepmeHT ypauna-AHK-rankosnaasy (YAD) n
AYT®, uro nmospoasteT nzdexxkarb KoHTaMuHauuu IIIP-cMecn npogykramu npeamectsyiomux ITHP 1 noayyenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B recr-cucreme «AptTect BII' 1,2» mcroan3yercs OBICTPBII M IIPOCTON IIPOTOKOA aMIIAMPUKaLINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAM30B.

Kommnaekranus tecT-cucreMsl paccunTada Ha ImposedeHne 100 peaxinii (Tabaniia 1).

Tabamma 1. Cocras «AptTect BIII' 1,2»

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaiimepsnr BIIT 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma
5. BKO 1,0 ma

Aas srana skerpaxkiym AHK mns obpasma pekomenayercs ucnoap3osanne peareHTos: «ApTAHK Kannmk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK 2erknit», «AptPHK skcTpakT».

Pesyaprar ammanduxanum sk3orenHoro BKO permcrpmpyercs na xanHaae FAM/Green, pesyastaT
amranduxanym AHK Bo3Oyaureas perucrpupyercs Ha kanaae HEX/VIC/Yellow.

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopaTopHOIL
kayHngeckou IIP-auarHocTuky 1 MeTogndeckye yKasaHus IPOU3BOAUTEAS.

OBOPYAOBAHUE I MATEPUAABI
— aMrANQpUKATOP C A€TEKIIMEN Pe3yAbTaTOB B peXKIIMe «pealbHOIO BpeMeH!»;
— T'IIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop A03aTOPOB ITepeMEHHOT0 00BbeMa;
— 04HOPa30Bble HAKOHEUHUKY C PUABTPOM AAsI 403aTOPOB ITIEPEMEHHOIO 00beMa;
— 0AHOpPa30BbIe MOANUIIPOIIAEHOBbIE 3aKPBIBAOIIecs ITpobupku oovemoM 1,5 — 2,0 m4;
— OITUYECKN ITpo3padHble Tpodupku A4s1 I1LIP-PB, agantuposaHHbIe 445 MCIIOAB3YEMOTO aMIIANPUKATOPa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x02041AbHUK OT +2°C 20 +8°C ¢ MOpo3mabHOI KaMepoii ot -24°C g0 -16°C;
— OTAeABHBII XalaT U O4HOPa30Bble TTepYaTKI;
— éMKOCTb 4451 COpOoca HaKOHEYHIKOB;
— KOMILAEKT CpeACTB 4451 00paboTky pabodero Mecra.

INIPOBEAEHVE AHAAU3A
Brigeaenne AHK n3 xamHmaeckoro marepnuada mpoussoautcs copmectHo ¢ BKO (10 Mxa Ha BblgeaeHUe) B
COOTBETCTBMM C MHCTPYKIINel (pUPMBI-U3TOTOBUTEAS peareHToB 44s ounctku HK.
IToaroroska ITIIIP-cmecu
0. PaaMopo3uTh BCe peareHTHI (IIpM HEOOXOAUMOCTH), IIepeMellaTh IIepeBePHYB IIPOOUPKI HECKOABKO pa3 (1MAu
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IepeMellIBaHeM Ha BOPTeKCce B TedyeHMe 2-4 CeKyHJ) UM COPOCUTH KallAM C IIOMOINBIO KpaTKOBPEMEHHOTO
1eHTpUyTUPOBaHUS.

I. B xa>kayI0 ITOCTaHOBKY aMIIAM(pVKaLINY IIOMIMO MCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasia: orpunareasHeri KouTpoas [ILP (K-), moaoxmnreasnsiit koutpoas TP (K+), oTpuijaTeAbHBINI KOHTPOAD
skcrpakum (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Mactep Mukc»:

10*(N+1) mxa ITITP-pearenTa + 10*(N+1) MKa mpaviMepoB
I'ze N — o011ee KoAM9IeCTBO peakLINii aMIIANPUKALINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememats «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (VAN IepeMelBaHeM Ha
BOpTeKce B TedeHNN 2—4 CeKyHJ), OCaAUTh KpaTKOBPeMEHHBIM IIeHTpu(yrupoBaHmeM 1 BHecTH 110 20 MKA B IIpOOMpPKHU
Aas nposegenns TTLIP.

II. Vcrioaw3yst HAKOHEYHUK C PUABTPOM B IOATOTOBAEHHBIE ITPOOMpPKU 400aBUTH 110 10 MKa BhigeaenHoi AHK
nccaelyeMbIX 0Opas1ioB.

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-: 10 mxa OKG;

2) K+:10 mxa ITIKG;

3) OKDB: 10 mxa OKB;

I'epMeTnaHO 3aKpBHITH HPOOUPKY KPHIIIKaMU. B caydae HaAmams my3sIpbKOB B pacTBOpe 1AM KalleAb Ha CTeHKax
IIpOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM LIeHTpuyTupoBaHneM. PekoMeHIyeTcsI IlepeMeliaTh CoIepKMoe Iy TeM
2-xpaTHOoro  mepesopaumBaHms  [1lIP-mpoOupox ¢  mocimenyrommM — ocaXaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrupoBaHeM.

IlocTraroBKa peakimy aMILAVpUKaII

I. ITomecTuTh HOATOTOBAEHHBIE A5 TpoBeeHus IILIP mpobupku B ammandukarop.

II. B cooTBeTcTBMM C MHCTPYKIME K IpUOOpY 3allporpaMMIpPOBaTh aMIIAM(UKAaTOp COrAacHoO TadAamiie 2.

Ta6amna 2. IlapameTpn amnandukanmym®

o Koa-Bo
lar Temmeparypa, °C Bpemst IKAOB
Hagaabnas aenarypanmys 95 15 muu 1
AeHaTypanus 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
AeHaTypanus 95 5 cex
Orxur/ leTeKims 1o KaHaaaMm:
FAM/Green, HEX/VIC/Yellow 63 10 cex 40
DAOHTaISI 67 10 cex

* donyckaemca dobasarerue wiaza 55 °C, 10 Mui 6 HAYAAE NPOMOKOAD AMUAUPUKAUULU OASL COBMECTIHDIX NOCHAHO60K C HAOOpAMU,
mpedyouUMU IMan pesepmuposanis.

III. 3amporpaMMMpoOBaTh IOA0KEHNE IPOOMPOK B aMILAnduKaTope. JoIycKkaeTcs BBITOAHATD AaHHBII IIIaT BO
BpeMsI MpoBejeHNUsT aMIAUPUKaAUUM UAV IO ee OKOHYAHUIO, €CAU DTO II03BOASET IIPOrpaMMHOe obecIiedeHUe
npubopa.

IV. Jats Ha3BaHIe SKCIIEPUMEHTY U COXPaHUTh €T0 Ha AMCKe (B 9ToM ¢aiile OyayT aBTOMaTUIeCKU COXPaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3aIlyCTUTh aMIIAupUKaTop”.

* Aas npubopos «Rotor-Gene» mneped sanycxom evibpamv @yrryuto: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Boinoanumo onmumusauuio npu 1-m waze demexyuu». Jrs 000ux Kanar08 ycmaHoGUms napamentpol
«Min Reading/Munum. Cuznar» — 5F1 u «Max Reading/Mawcum. Cuzrar» — 10FL.

Anaau3s pe3yabTaTOB

L. Ilepea Havaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpuOopy.

a) 244 npubopos trnna «Rotor-Gene 3000/6000/0Q»*:

— YCTaHOBUTH 3HaueHMe rapameTpa Beiopocos («NTC threshold/Ilopoz Pona») — 10%. ITpn HeobxoaumocT mopor
¢ona mosxer 6bITh M3MeHeH B Anaria3oHe 0 — 30 %**;

— yCTaHOBUTH 3HaueHMe apaMeTpa noporosoit auHun (« Threshold/ITopoz») — 0,02. ITpu HeoGX04MMOCTH HTOPOT
MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;

- IpM HeOOXOAMMOCTM JONIycKaeTcsa akKTusanusa yHKumii «Dynamic  tube/Junamuy.gon» m  «Slope

Peructpamua MH 8 Pocagpasramsope 2

www.nevacert.ru | info@nevacert.ru



TY BY 192743351.010-2019 nam. 2

Correct/Koppex. Yicaora».
0) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:
— YCTaHOBMTD 3Ha4YeHNe ITapaMeTpa noporosoit avanm («Single Threshold») — 50. ITpu HeoOXxoamMMoOCTH TTOpPOT

MO3KeT OBITh M3MEHeH B Amariazode 25 —250%%;

— OpU HEOOXOAMMOCTM AOIycKaeTcst aktmpanust GyHkumit «Apply Fluorescence Drift Correction» n «Baseline
Subtracted Curve fit».

B) 245 ipubopos «AT-96/ATuparim/AT aaiT»*:

— ycraHoBuUTb «MeTtoa» — «[Topozosuiii (Ct)»;

— YCTaHOBUTH 3HadeHMe MapameTpa moporosoii anaum 10 %, noaydennoro aaa odopasua ITKO B mocaegnem
nnxae amnandukanun. ITpu HeodbxoAnMocCTH IOPOT MOXKeT ObITh M3MeHeH B AnanasoHe 5 — 30%.**

r) A4 npubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTDH 3HaueHUe IapamMeTpa noporosoit avaun 10 %, moayuennoro aas odpasua ITKO B mocaegnem

nnxae amnanduxanun. ITpu HeoOxoAMMOCTI IOPOT MOXKeT ObITh M3MeHeH B AnanazoHe 5 — 30%™*;
A) A5 OCTaABHBIX aMIIAN(PUKATOPOB OTKPHITOTO TUIIA:
— YCTaHOBUTH 3HadeHMe MapameTpa roporosoii anaum 10 %, noaydennoro aaa odopasua ITKO B mocaegnem

nuxae amnanduxanun. ITpu HeodbxoamMocTy IOPOr MOXKeT ObITh M3MeHeH B AnanasoHe 5 — 30%.**
* B 3asucumocmu om YcmaHosAeHHOTL 6epCull NpozpamMMHoz0 obecnevet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.
** Heobxodumocmbv KOppexmuposKu 610p0cos 603HUKALT 6 CAYUAAX CUADHVIX KOAeOAHUT PAyopecteHy UL 6 0MIeAbHLIX NPooax.

II. Betbpats aAorapudpMmuUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAMPOBATDL
IlepecevyeHle IIOPOTOBOI AMHUY B AMHEIIHOI YacTy pocTa KpuBoy amnandukauuu. I1pu nepeceyennn moporosoit
AVHNY C KpUBOJ aMIIAM(UKaLINY He B AMHEHOM yJacTKe — [IepeMeCTUTD ee BPYYHYIO 40 HeOOXOAVMOTIO YPOBHSL.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HaAWYUA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIT AVHMEN (4TO COOTBETCTBYET HaAUYNIO/OTCYTCTBUIO 3HAYEHNs IIOpOrosoro nukaa «Ct»
B COOTBETCTBYIOIIeli rpade B Tabanlle pe3yAbTaToB).

IIL. Yaocrosepurncsa, uyro IILIP-uccaegoBanme BaAuMAHO: KOHTPOABHBIE TOUKM —aHAAM3a  AOAYKHBI
COOTBETCTBOBATh 3HaUY€HUAM, ITPUBEAEHHBIM B TabauIe 3.

Taﬁamua 3. OI_IeHKa pe3yabpTaTOB aHaa¥V3a KOHTPOABHBIX TOY€K

KonTpoabnast Kourpoanpyembii 3navenne «Ct» mo xkanaay
TOYKa 9Tam aHaam3a HEX/VIC/Yellow FAM/Green
OKD Okerpaxunst AHK - +
K- [1L1P - -
K+ TILIP + +

B caydae HecooTBeTCTBMsI KOHTPOJABHBIX TOUYeK TpeOyeMBIM 3HaueHIAM HeOOXOAVMO IIPOBECTH ITIOBTOPHOE
1CcCAe0BaHIe Bcex 0OpasIioB HauMHas co cragum skcrpaxiym AHK.

IV. VaTepnipetnposats peayasraTsl 1111 P-anaansa nccaesyeMsx o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOanma 4. InTepnperanus pe3yabTaToB OOpa3iioB

3unauenne «Ct» mo KkaHaay

Pesyasrar obpasia HEX/VIC/Yellow FAM/Green
I[MoaoxureabHBI + +/—-
OTpunareabHbIi - +
HeBaanauabiin - -

«—» 0DO3HavaeT OTCYTCTBME 3Ha9€HMI «Ct», I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHNIO
«+» 0DO3HaYaeT HaAU4IIe 3HAYEeHVIS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I IiepeceKaeT IIOPOTrOBYIO AVHNIO
<<+/—>> 3Hayenue «Ct» AA5 AAHHOTO KaHaJda He aHaAM3UPYeTCi

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IIpoaHaAM3MpoBaTh 0O6pasLbl 110 kaHaay Bo30yaureas (HEX/VIC/Yellow), 445 110AOKUTEABHBIX IIPOBECTY
KOAMYECTBeHHEI y4eT, BEIAaTh 3aKAI0YEeHIIe;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o Kanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAIO4YeHMe;

B) OCTaBIIMeCs] OOPa3LIbl ABAAIOTCS HeBaAUMAHBIMI.

B caysae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIIP-mccaesosaHmMe COOTBETCTBYIOIIETO
oOpas1ia, HaumMHas ¢ 9Tamna skerpaxiyy HK.
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KoanyecTBeHHDINI aHaA3 pe3yAbTaTOB

HPI/I KOAMm4eCcTBeHHOM OIlpeAeAeHnn B036y,ZI,I/ITeA}I ITKO JMICITIOAB3YETC: B KauyecTBe CTaHdapTa KOHIOEHTpalun

Bo30Oyanreas. PesyasraTsl BKO ncroassyorces 444 pacyéra ronpasouHoro kospdunuenta ds¢gpdpexrnsaoctu [P u

BaAUAHOCTU OOpa3LIOB A4 KOANIECTBEHHOTO aHaAN3a.

KoangecTseHHDIN yyeT KOHIIEHTpalMM BO30yAUTeAs MIPOU3BOAUTCA B aBTOMATIYECKOM PeXKIMe C ITIOMOIITHIO

InIporpaMMHOTIO o6ecnequI/M, IpeaocTaBA€HHOTO Cl)]/[pMOf/]-I/IBI‘OTOBI/ITeAeM TeCT-CICTEMBI, paspa60TaHH0r0 Ha

ocHose 1O Microsoft Excel. Aas pacuera HeoOxoAnMO BBecTH OOIIMe AaHHbIE 00 DKCIIepPUMEHTE, a TakKe 3HauYeHNs

Ct 445 KOHTPOABHBIX U UCCAEAyeMBIX OOPa3IoB 110 000MM KaHalaM.

TPAHCIIOPTNPOBKA 1 XPAHEHUE TECT-CUCTEMBI
TpaHCIIOpTIPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMIIepaType OKpY>KaloIell cpeabl, HO He Beime +37°C

(a0 5 cyrok) man npu temneparype +2 — +8 °C (g0 30 cyTok). JomyckaeTcs TpaHCIOPTHPOBKa AIOOBIM BUAOM

TpaHCIIOpTa B YCAOBMIIX, O6eCH€‘II/IBaIOH_U/IX COXpaHHOCTb, B COOTBETCTBUI C IIpaBldaMIl IIEPEBO3KU TIPY30B,

Aef/]CTByIOH.U/IMI/I Ha AaHHOM BI/€ TpaHCIIOpTa.

TecT-cucreMa XpaHNUTCA B yHaKOBKe M3IOTOBUTEAs] Ipu TemIileparype or -24 °C go -16 °C. Jomyckaercs

XpaHeHIe TeCT-CCTeMBI Ipu Temiiepatype +2 — +8 °C (a0 30 cyToK).

AOHyCKaeTC}I SaMOpOSKa/OTTaI/IBaHI/Ie KOMITOHEHTOB TeCT-cructeMsI 40 10 pas.

Cpoxk roanoctn Tect-cucteMsl «AptTect BIII' 1,2» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHIA.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE I METOABI X YCTPAHEHW ST

IIpoGaema

Bo3sMoxxHasa npudnHa
npo0aeMbl

BapmuanTbl penennst npo0aeMbl

Her curnaaa io kaHaay
FAM/Green

Hexoppexrtnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Hcnoas3oBaHme HEIIOAXOASIINIX
PacxoAHBIX MaTepuaAOB

UCII0AB30BaTh MpOOUpPKU Aas moctaHoBKu TTLIP,
peKOMeHJ0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

aMH/H/ICl)I/IKaTOpa anbo ajalTpoOBaHHbIE AL

MCII0/Ab3yeMOTo mpubopa

He TIoABepraTh BO3JelicTBuiO0 Y®P-00ayueHM:

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaA (IIpoOMpPKY, HAKOHEYHIKMN)

TP arnéuposaxHme

passecTnt obpaser B 5 pa3 B saoupyiomeM oydepe,
ITOBTOPUTH aHAANU3

VICTIOAb30BaTh HOBBIN 06pa3eu Marepunaaa

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhlgeaeHrst HK

Hert curaaaa B K+

Vcnnoap3oBaHre HETTIOAXOASIIITUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh IPOOUpPKU 4451 mtoctaHOBKU [1LIP,
peKoMeHJOBaHHBIE  (PUPMOII-IIPOU3BOANTEAEM

amrnanduxkatopa AndOO aAaNTHPOBaHHBIE AAS

1croabp3yemMoro npubopa

HexoppekTHOe mpUroTOBAEHME
TTIIP-cmecn

OpuUroToBUTH HOBYIO ITHIP-cMech

HexkoppexTHble mapameTphl
aMrAnduKanuu

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabauIie 2

HekoppekTHrle ycA0Bs
XpaHeHI: HaOOpOB

JICIIOAb30BaTh Ha60pI)I, KOTOpbI€ XpaHNANCH B
HaAAe>XalgnX YCAOBIMIX

Haamume curnaaa B K-
o kaHaaam FAM/Green
n/manm HEX/VIC/Yellow

Haanume
OKD 10
HEX/VIC/Yellow

curHajza B
KaHaay

Kouramunars

OPOBECTU AeKOHTaMMHALIVIOHHEIE IPOLIeAy PhL;
MCII0AB30BaTh HOBBIE HAOOPHI

! boaee 110AHOe OrMICaHE XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIINU I10 ITPVIMEHEHIIO
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ITPNAOKEHME 2K

METOAUYECKUE YKA3AHMS 1O ITPMMEHEHUIO
Tect-cucremsnl «AptTect BIII' 1,2»
Komnaexmanus 6

HA3HAYEHMNE TECT-CMCTEMBbI
Tecr-cucrema «AptTect BIII' 1,2» nnpeanasHadena aas onpegeaenns AHK Bupyca npocroro repreca (BIII) 1
U 2 TUIIOB METOAOM ITOAMMEPa3HOII IIeITHON peaKIINN C JeTeKINeNl pe3yAbTaTOB B PeKIMe «peaAbHOTO BpeMeHI»
(TTLIP-PB) B 2ab0opaTOpHOI KAMHIYECKOI ITpakTuKe. KoMmaekramnus 6 mpejHazHaveHa 4451 AudpepeHpoBaHHOTO
onpeAeAeHNs BO30OyAuUTeAs.

XAPAKTEPUCTUKA TECT-CMMCTEMBI!

Tecr-cucrema «AptTect BINI' 1,2» s1BAsIeTCsI BBICOKOUYBCTBUTEABHBIM HaOOpoM A4s BeisiBAeHys AHK: aumur
AeTEeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB Bo30OyAnTeas B peakunu IT1IP-PB.

Tect-cucrema «AptTect BIII' 1,2» coaep>xut B cBoeM cocrase (pepmeHT ypauna-AHK-rankosnaasy (YAD) n
AYT®, uro mo3BoasteT nzbdexxkarb KoHTaMyHanyu I1IIP-cMecn mpogykramu mpeamectsyomux [IHP 1 moaydgenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B recr-cucreme «AptTect BII' 1,2» mcroas3yercs OBICTPBII M IIPOCTOI IIPOTOKOA aMIIAMPUKALINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

Kommnaekranus tecT-cucreMbl paccunTada Ha ImposedeHne 100 peaxinii (Tabaniia 1).

Tabamma 1. Cocras «AptTect BIII' 1,2»

Kommonenr O0beM, He MeHee
1. TILIP-pearenT 1,0 ma
2. Ilpaiimepsnr BIIT 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

Aas srana skerpaxiym AHK 13 obpasia pekomenayercs ucnoapzosanne peareHTos: «ApTAHK Kannmk»,
«ApTtHK Marunt», «AptAHK Marunt», «AptAHK aerkuit», « AptTPHK skcrpaxT».

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTpPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade FAM/Green,
pesyaprar amnanduxanuu AHK Bosbygureas permcrpupyercs Ha Kanaaax: HEX/VIC/Yellow aas BIII 1,
ROX/Orange aas BIII 2.

MEPLI ITPEAOCTOPOKHOCTH
IIpn pabote c TecT-cucTteMoli HeobOxogumo cobaogats Tekymiue THITA B ob6aactu aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKue yKa3aHs IIPOU3BOANUTEA.

OBOPYAOBAHMUE I MATEPUAABI
— aMrANQpUKaATOP C A€TEKIIMEN Pe3yAbTaTOB B peXKIIMe «pealbHOIO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITepeMeHHOT0 O0beMa;
— 04HOpa30Bble HAKOHEYHUKU C PUABTPOM AAs 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 04HOPa30BbIe MOAUITPONNIAEHOBEIE 3aKphIBalOIuecs mpooupku oosemom 1,5 — 2,0 ma;
— OITHYECKN ITpo3pauHble Tpodupkn gas ITHP-PB, agantuposaHHbIe 445 MCIIOAB3YEMOTO aMIIAN(pUKaATOpPa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3muAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBI XalaT U O4HOPa30Bble IIepUYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMILAEKT CpeACTB 4451 00paboTku pabodero Mecra.

INPOBEAEHVE AHA/IU3A
Boigeaenne AHK 13 KAMHMYECKOTO MaTepuada IPOM3BOAUTCS B COOTBETCTBUM C MHCTPYKIUeNt pUPMEI
U3rOTOBUTEAS peareHToB Aas ounctku AHK.
IToaroroska ITIIIP-cmecu
0. PaaMopo3uTh Bce peareHTH (IIpy HeOOXOAUMOCTH), IIepeMellaTh IepeBepHYB IPOOUPKIM HECKOABKO pa3
(mam mepeMelnyBaHMeM Ha BOpPTeKce B TedeHMU 2—4 ceKyHA) U cOPOCUTH KaIlaM C IIOMOIIBIO KpaTKOBPEeMeHHOTO
1eHTpUPyTUPOBaHUS.
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I. B Ka>k4yI0 IOCTaHOBKY aMIIAM(pUKALIUN IIOMUMO McCAeAyeMBIX O0Pa3IioB 40AKHEI BXOAUTD 3 KOHTPOABHBIX
obpasma: orpurateabHsiil KoHTpoasb TP (K-), moaoxxureasnsit kontpoas ILIP (K+), oTpuiiateapHslit KOHTPOAD
skcrpakuym (OKD).

B npo6upke o6semoM 1,5 — 2 Ma npurorosuts «Mactep Muke»:

10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB
I'ae N — oO111ee K0AMYeCTBO peakInii aMIANPUKalU C yI€TOM KOHTPOABHBIX 00pa3IioB.

ITepemermats «Mactep Mukc» mytem 5-T1 KpaTHOTO IlepeBopadMBaHILsI IPOOUPKY (AU IepeMeIlBaHyeM Ha
BOpPTeKCe B TeueHUM 2—4 CeKyHJ), 0CaAUTh KPaTKOBPEMEHHBIM IeHTpU(PyTUpoBaHyeM 1 BHeCTH 110 20 MKA B TpOOVPKU
Aas nnposeaenns TTLP.

II. Vcrioap3yst HAKOHEYHNK C PUABTPOM B IIOATOTOB/AEHHBIE ITPOOUpPKU A400aBuTh 110 10 Mxa BeigeaenHon AHK
1ccAeAyeMBIX OOpasIioB.

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD: 10 mxa OKD.

I'epmeTyHO 3aKPHITH TPOOMPKYU KPHIIIKaMI. B caydae HaAWdus Iy3pIpbKOB B pacTBOpe 1AM KalleAb Ha CTEeHKaX
IpOOMPOK — YAaAUTH KPaTKOBPEMEHHBIM LIeHTpudyruposanueM. PekoMeHgyercs nepemMeriaTh COAepXKuMoe ImyTeM
2-xkpatHOoro  miepesopaumsaHmsi  [ILIP-mpobmpox ¢  moCTenyommM — OCaXaeHMeM  KpaTKOBpeMeHHBIM
HeHTPUPYTPOBaHVIEM.

IlocTaroBKa peakimy aMILAV(pUKaIIA

I. TTomecTuts mogroroBaenHsle Aas mposegenns [P mpobupku B ammnanduxaTop.

II. B cooTBeTCcTBMM C MHCTPYKITHel K IpUOOpPY 3allporpaMMUpPOBaTh aMIIAM(UKATOP COTAacHO Tabanie 2.

Tabamna 2. IlapameTpnl amnandpukamym®

o Koa-Bo
HIar Temmeparypa, °C Bpems IIKA0B
Haugaabnas aenarypanmys 95 15 muu 1
JeHaTyparpst 95 5 cex
OT1xur 63 10 cex 5
D AOHTaAIINST 67 10 cex
JeHaTypapst 95 5 cex
Orxur/leTeKkims 1o KaHaaMm:
FAM/Green, HEX/VIC/Yellow, ROX/Orange 63 10 cex 40
D AOHTaAIST 67 10 cex

* donycxaemes dobasrenue uiaza 55 °C, 10 Mun 6 HAuaAe NPOMOKOA AMIAUPUKAY UL OASL COBMECTTHBIX OCMAHO60K € HADOPAMU,
mpedyouUMU AMAN pecepruposa L.

III. 3amporpamMmupoBaTh OAOXKEHNE TPOOVPOK B amIianudukarope. JorycKaeTcs: BHITOAHITh JaHHBIN ITar
BO BpeMs IpOBeAeHMsl aMIIANPUKAIIUY MAY 10 ee OKOHYaHUIO, eCAM DTO I03BOASeT IIpOrpaMMHOe oOecITedeHe
npubopa.

IV. Aarp HasBaHNe DKCIIEpMMeEHTa I COXPaHMUTh €TO Ha AuicKe (B 9ToM aiile OyAyT aBTOMaTHUIECKU COXPaHEHEI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop™.

* Aaa npubopos «Rotor-Gene» mneped sanycxom evibpamv Pynkuyuto: «Perform Calibration Before 1st Acquisition/Perform

Optimization Before 1st Acquisition/Buinoanumo onmumusayuto npu 1-m waze demexyuu». Jas 000ux KaAHAAOE YCHAHOSUMb NAPAMEMPoL
«Min Reading/Munum. Cuzrar» —5F1 u «Max Reading/Maxcum. Cuznar» — 10FL

Anaau3s pe3yabTaToOB
L. Ilepea Havaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEl K IpuOopy.
a) 244 npubopos trna «Rotor-Gene 3000/6000/0Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Bei6pocos («NTC threshold/T1opo: Dona») — 10%. ITpu HeobXoauMoOCTH ITOPOT
¢ona moxxer 6bITh 3MeHeH B Anara3oHe 0 — 30 %**;

— YCTaHOBUTD 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. ITpu HeoGX0AMMOCTY ITOPOT
MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;
- IIpM HeOOXOAMMOCTM AOIycCKaeTCsl akKTtmpaumst QyHKumit «Dynamic tube/ldunamuu.gon» mu  «Slope
Correct/Koppex. Yiaora».
6) aas mpubopos «Bio-Rad CEX96/Opus/Connect»*:
— YCTaHOBUTH 3HaYeHMe IapaMeTpa Ioporosoii AnHuu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TOpOT
2
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MO>KeT OBITh M3MEHEeH B Auaraszode 25 —250%%;

— IIpy HeOOXOAMMOCTU JOITycKaeTcs aktusanus QyHKumii «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».

B) aas upubopoB «AT-96/ATupaiim/ATaaim»*:

— ycraHoBuTh «MeTtoa» — «[Topozosutii (Ct)»;

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii ananu 10 %, moaydennoro aas oopasua ITIKO B nmocaeanem
nnxae amnandukanun. ITpu HeodbxoAMMoCTH IOPOT MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

r) A4 npubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HaUeHMe IapameTpa roporosoil ananm 10 %, rmoaydennoro gas obpasna [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI IOPOT MOXKeT OBITh 3MeHeH B guarasoHe 5 — 30%*;

A) A5 OCTaABHBIX aMIIAN(PUKATOPOB OTKPHITOTO TUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii ananu 10 %, moaydennoro aas oopasua IIKO B nmocaeanem
unkae amnandukanun. ITpu HeobxoAnMocT IOpor Mo>keT ObITh M3MEHeH B gnanasoHe 5 — 30%.**

* B sasucumocmu om ycmaosAeHHOIL 6epcull NpozpamMmH020 0becnedeH s HA36AHUs KOMAH) MOZYM HECKOALKO OMAUHAMbCS.

** Heobxodumocmv KOppekmuposKu 6o10p0ocos 603HUKALT 6 CAYHUALX CUADHBIX KOACOAHUTI PAYyopecteHy Ul 6 0MOeAbHLLX HPoOaX.

II. BetOpats AorapndpMmuUecKylo IIKaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAMPOBATDL
IlepeceveHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukauum. ITpu nepecedennu moporosoit
AVIHWM C KPUBOJ aMIIAN(pUKaIIMY He B AMHEHOM yJacTKe — IIepeMeCTITD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:I.

PesyapraThl aHaAM3a WMHTEPHPETMPYIOTCA Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs] KpPUBOII
¢ ayopecnieHIINM € TOPOrOBOI AMHMET (UTO COOTBETCTBYET HAAMYUIO/OTCYTCTBUIO 3HAYEHIS ITIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIel rpade B Tabanlle pe3yAbTaToB).

III. Yaocrosepurncss, uro IILIP-mccaejgoBaHmMe BaAMAHO: KOHTPOABHBIE TOYKM aHaAM3a  AOAXKHDI
COOTBETCTBOBATh 3HaUYEHUAM, ITPUBEAEHHBIM B Tabautie 3.

Tab6amnna 3. OrjeHKa pe3yabTaTOB aHaam3a KOHTPOAbHBIX TOUEK

Kourpoabnas KonTpoanpyemsbrit Snavenye «Cb 00 kanaay
TOYKa 9TaIl aHaAM3a HEX/VIC/Yellow, FAM/Green
ROX/Orange
OKD Bxkcrpaxuyst AHK - +/—
K- I1LIP - -
K+ TILIP + +

B cayyae HecooTBeTCTBMSI KOHTPOABHBIX TOUeK TpeOyeMBIM 3HaueHMSIM HeoOXOAMMO IPOBECTU IOBTOPHOE
Mccles0BaHNe BceX 00pa3IioB HauMHasl co ctagum skcrpakunu AHK.

IV. Vntrepnipetuposats peayabraTsl I11IP-anaansa nccaesyeMuix oOpas1ioB B COOTBETCTBIM C TabAMIIelt 4.

Tabauma 4. InTepnpeTranus pe3yabTaToB 00pasIioB

Pesyaprat oGpasua 3naugenne «Ct» 110 KaHaay
HEX/VIC/Yellow ROX/Orange FAM/Green
IToaoxureapubui BIIT 1 + +/- +/—
IToaoxureapnsin BIIT 2 +/- + +/—
OTpurtareabHbIN - - +
HeBaanaubiin - - _

«—» 0DO3HavaeT OTCYTCTBME 3Ha9€HMI «Ct», I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHNIO
«+» 0DO3HaYaeT HaAU4IIe 3HAYEeHVIS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I TiepeceKaeT IIOPOTroBYIO AVHIIO
<<+/—>> 3Hayenue «Ct» A4 AAHHOTO KaHaJda He aHaAM3UPYeTCi

PexomeHAyeMBIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAu3MpoBaThb OOpasisl I0 KaHadaMm Bo3Oyaureas (HEX/VIC/Yellow u ROX/Orange), aas
IT0A0KNUTEABHBIX BBIAATh 3aKAIOYeHIIE;

0) mpoaHaaM3MpoBaTh oOcTapmMecs oOpasnsl 1o Kadaly BKO (FAM/Green), Aas BaAMAHBIX BBIAATD
3aKAIO4YeHMe;

B) OCTaBIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUMAHBIMI.

B caysae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIP-mccaesoBaHme COOTBETCTBYIOIIETO
oOpas1ia, HaumMHas ¢ 9Tamna skerpaxiyy HK.
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TPAHCITIOPTUPOBKA I XPAHEHME TECT-CUCTEMBI

TpaHCHOpTI/IpOBKa TeCT-CICTEMBI OCYIECTBASIETCA IIPpU TeMIIepaType Opr)KaIOH_[eﬁ Cpe4bl, HO He BbIIIIE +37°C

(a0 5 cyTok) man mpu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TPaHCIOPTUPOBKA AIOOBIM BUAOM

TpaHCIIOpTa B YCAOBMIIX, O6eCH€‘II/IBaIOH_U/IX COXpaHHOCTb, B COOTBETCTBUI C IIpaBldaMIl IIEPEBO3KU TIPY30B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucreMa XpaHmUTCA B yHaKOBKe M3IOTOBUTeAs Hpu TemIiepatype oT -24 °C go -16 °C. Jomyckaercs

XpaHeHIe TecT-CUCTeMBI ITpu TeMmieparype +2 — +8 °C (20 30 cyToK).

Joryckaercst 3aMOpO3Ka/oTTarBaHIe KOMIIOHEHTOB TecT-crucreMsl 40 10 pas.

Cpok rognocrtu tect-cucremsl «AptTect BIII' 1,2» — 12 Mecsi11eB ¢ AaThl M3TOTOBAEHMS.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMosxHasa nmpuunHa
po0aeMbl

BapmaHTbI pentennst mpo0aeMbl

HeTt curnaaa mo xanaay
FAM/Green

HexoppekTHBIit 3a60p
611010TI9eCKOTO
Marepuaja

IIOBTOPUTSE 3a00p

HexkoppexkTHoe BblgeaeHe
HK n3 o6pasios

IOBTOPUTS BhlgeaeHue HK

Ncnoar3oBanne
HEIIOAXOASIIIVIX PaCXOAHBIX
MaTepualos

UCII0AB30BaTh IpOOUpPKU 445 moctaHoBKU [1LIP,
peKoMeHJOBaHHBIe  (PUPMOII-TIPOM3BOAUTEAEM
amrnanduxkatopa AndOO aAalTHpPOBaHHBIE AAS

JCII0/b3yeMOTO mpubopa

He TIogBepraTh BO34eNCTBUIO Y P-00ayueHMs

OAHOPAa30BbLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaA (IIpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

pasBecty o6pasel] B 5 pas B dar0upyioiemM Oydepe,
IIOBTOPUTD aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTepuasia

UCII0AB30BaTh COPOEHTHBIN MeTo , BhigeaeHst HK

Het curaaaa B K+

Ncnoar3oBanme
HETIOAXOASIITVIX PaCXOAHBIX

UCII0AB30BaTh NpOOUpPKU 445 moctaHoBku ITILIP,

peKoOMeHAOBaHHbIE q)MpMOﬁ-HpOMSBOAMTeAeM

MaTepraloB amriandukatropa AnbO asalTUPOBAHHBIE AAs
UCII0Ab3yeMoTo npudopa

HexoppexTtHoe npuroTosuTh HOBYIO ITIP-cMmech

npurorosaenue ITLP-

cMecu

Hexoppekrhzie YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B

IapaMeTpel COOTBETCTBUM C TaDAUIIEN 2

aMIAnQpUKaImn

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

MCII0/b30BaTh HAOOPEI, KOTOPBIE XPaHUANCE B
HaAAeXalllX yCAOBMSIX

KaHalaM
ROX/Orange

Haamume curamaaa B OKD mo
HEX/VIC/Yellow,

Kontamunanst

IMpoBECTU A€KOHTaMIMHallMOHHbIE ITPOIIEeAYPbI,
JICIIOAB30BaTh HOBBIE Ha60pbl

! boaee 11oAHOe OrMICcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKINU I10 IIPMMEHEHIIO
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ITPMAOZKEHME 3

METOANMYECKUE YKA3AHMSI 11O ITPMMMEHEHUIO
Tect-cucremsnl «AptTect BIII' 1,2»
Komnaexmayusa 11

HA3HAUYEHMUE TECT-CUCTEMBI

Tecr-cucrema «AptTect BIII' 1,2» npeanasHadeHa 445 KadectseHHoro onpegeaennsa JHK Bupyca mpocroro
repneca (BIII') 1 u 2 TuUnos MeTrogoM IIOAMMepa3HON LEITHONM peaKLNI C AeTeKlMell pe3yAbTaToB B peXKUMe
«peaapHoro spemenn» (ITILP-PB) B aabopaTopHOi KAMHMYECKO! IpakTuke. B cocras kommaekranum 11 Bxoaut
DK30T€HHBIIT BHYTpeHHUIT KOHTpOAbHBIT oOpasel; (BKO) a4:1 korTpoas adpPexTusnocTn sTana seigesennsa AHK, a
TaK>ke pacxoAHbIN MaTtepuaa aas ITHP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect BINI' 1,2» s1BAsIeTCsI BBICOKOUYBCTBUTEABHBIM HaOOpOM A4s BeisiBAeHys AHK: aumur
AeTEeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB Bo30OyAnTeas B peaknunu IT1IP-PB.

Tect-cucrema «AptTect BIII' 1,2» coaep>xut B cBoeM cocrase (pepmeHT ypauna-AHK-rankosnaasy (YAD) n
AYT®, uro nosBoasteT n3dexxars KoHTaMyHaym [TLIP-cmecn mpogykramn npegmecrsyiomux [THP u noaydenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Ttecr-cucreme «AptTect BIII' 1,2» mcmoan3yercss OBICTPEII M IPOCTOM IIPOTOKOA aMIAMpUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIlecTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaJAU30B.

Kommnaekranus TecT-cucreMbl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tabamma 1. Cocras «AptTect BIIT' 1,2»

Komnaexrt gas TP (gacts 1 u3 2)
KomMmmnonenr O0ObeM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaiimepsr BIIT 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma
5. BKO 1,0 ma

KomnaekT nmaactuka (qactp 2 u3 2)
Pacxoaurniit matepuaa aas I[P ‘ 1 KOMIIAEKT

Aas srana skerpaxiym AHK 13 obpasma pekomenayercs ucnoab3osanne peareHTos: «ApTAHK Kannmk»,
«ApTtHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK skcTpakT».

Pesyaprar ammandukanum sk3orenHoro BKO perucrpupyercsi nHa kanHale FAM/Green, pesyabraT
amranduxanym AHK Bo3Oyaureas perucrpupyercs Ha kanase HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpun pabote c TecT-cucTteMoli HeobOXxogumo cobaogats Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T P-auarHocTuky 1 MeToguvecKye yKa3aHs IIPOU3BOANUTEA.

OBOPYAOBAHUE I MATEPUAABI
— aMrANQpUKaTOP C JeTeKIUel Pe3yAbTaTOB B pe>KMMe «pealbHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPA30Bble HAKOHEYHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 04HOPA30BbIe TOAUITPONIACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3MAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBIV XalaT U OJHOPa30Bble TTepYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

ITPOBEAEHUE AHA/AN3A
Boigeaenne AHK ns xamHmueckoro marepmnada npoussoautcs copmectHo ¢ BKO (10 Mxa Ha BblgeaeHue) B
COOTBETCTBUM C MHCTPYKLMEN GpUPMBI-U3IOTOBUTEAS peareHTOB A5 ounctku HK.
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IMoaroroska ITLIP-cmecu

0. PaaMopo3uTh BCe peareHTH! (IIpM HEOOXOAUMOCTH), IIepeMelllaTh IIepeBePHYB IIPOOUPKI HECKOABKO pa3 (1An
IepeMeIBaHeM Ha BOpTeKce B TedyeHme 2-4 CeKyH4) UM COpPOCHMTH KaladM C IIOMOIIBIO KpaTKOBPEeMEHHOTO
LeHTpUPyTUPOBAHNSL.

I. B xa’kay10 ITOoCTaHOBKY aMIIAM(pVKaLINY IIOMIMO MCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasia: orpunareaspHsri KouTpoas [ILP (K-), moaoxmnreasnsiit koutpoas TP (K+), oTpuiiaTeAbHBIN KOHTPOAD
skcrpakum (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Macrep Mukc»:

10*(N+1) mxa ITITP-pearenTa + 10*(N+1) MKa mpaviMepoB
I'ze N — o011ee KoAM9IeCTBO peakLINii aMIIANPUKALIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememaTts «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (AN IIepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPeMEHHBIM IIeHTpu(yruposaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKU
Aas nposegenns TTLIP.

II. crioap3yst HAKOHEYHNK € PUABTPOM B IIOATOTOBAEHHBIE TPOOMpPKM A406aBuTh 110 10 MKa BEIgeaenHo AHK
nccaelyeMbIX 0OpasIioB.

III. BHecT KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITIKG;

3) OKDB: 10 mxa OKB;

I'epMeTmdaHO 3aKpBITH HPOOUPKY KPHIIIKaMU. B caydae HaAmams my3sIpbKOB B pacTBOpe 1AM KalleAb Ha CTeHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKuMoe IIyTeM
2-xpatHOoro  mepeopaumBaHms  [1LIP-mpoOupox ¢  mHocienyrommM — ocaXiaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrUpoBaHEeM.

IlocTraroBKa peakimy aMILAVpUKaII

I. ITomecTuTh MOATOTOBAEHHBIE A5 TpoBeeHms I ILIP mpobupku B amnandukarop.

II. B cooTBeTcTBMM C MHCTPYKIMET K IpUOOPY 3alIporpaMMIpPOBaTh aMIIAM(UKAaTOpP COrAacHo TadAam1ie 2.

Ta6amna 2. IlapameTpn! amnandukanym®

o Koa-Bo
lar Temmeparypa, °C Bpems IKAOB
Hagaabnas aenarypanmys 95 15 muu 1
AeHaTypanus 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
AeHaTypanus 95 5 cex
Orxur/ leTeKkims 1o KaHaam:
FAM/Green, HEX/VIC/Yellow 63 10 cex 40
DAOHTaISI 67 10 cex

* donyckaemca dobasaeriue wiaza 55 °C, 10 Mui 6 HAUAAE NPOMOKOAD AMUAUPUKAUULU OASL COBMECTIHDIX NOCHAHO60K C HAOOpAMU,
mpedyouUMU IMan pesepmuposarus.

III. 3amporpaMMMpoBaTh IIOA0KEHNE IPOOMPOK B aMIIAnduKaTope. JoImyckaeTcs BHITOAHATD AaHHBII II1aT BO
BpeMs IIpOBeAeHMsI aMIAN(PUKaINM MANM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIpOorpaMMHOe oOecIledeHie
puodopa.

IV. Jats Ha3BaHIe BKCIIEPUMEHTY U COXPaHUTh €T0 Ha AMCKe (B 9ToM ¢aiile OyayT aBTOMaTUIeCKM COXPaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop™.

* Aas npubopos «Rotor-Gene» mneped sanycxom evibpamv @yrwyuto: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Boimoanumo onmumusayuto npu 1-m waze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMND NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.

Anaau3s pe3yabTaToOB
I. TTepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOIIKU B COOTBETCTBUM C MHCTPYKIIMEN K IpUbopy.
a) aas npubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Bei0pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona mosxer 6bITh M3MeHeH B Anaria3oHe 0 — 30 %**;

— YCTaHOBUTH 3HauUeHIe ITapaMeTpa roporosoit Auanu (« Threshold/ITopoz») — 0,02. ITpu HeoO6x0AMMOCTH TTOPOT
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MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;

- IIpM HeOOXOAMMOCTM AOIyCKaeTcsl akTtmsaums yHKoui «Dynamic  tube/ldunamuu.gon» m  «Slope
Correct/Koppex. Yicaora».

0) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:

— YCTaHOBMTL 3HadeHMe IapameTpa roporosoii anaun («Single Threshold») — 50. Ilpyu Heob6xoAMMOCTHI HTIOPOT
MOKeT OBITh M3MEHEH B Amaria3oHe 25 —250%%;

— IIpu HeoOXOAMMOCTU AoIlycKaeTcsa aktusauvs GpyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».

B) aas upubopos «AT-96/ATupaiim/ATaaiim»*:

— ycra"HoBuUTh «MeTtoa» — «Ilopozosutii (Ct)»;

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit AnHuu 10 %, moaydennoro aas obpasua ITKO B nocaesnem
unkae amnandukanun. ITpu HeobxoAmMocT Iopor Mo>keT OBITh M3MEHeH B gnanasoHe 5 — 30%.**
r) aas npubopos Turna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HaUeHMe IapaMeTpa roporosoil ananm 10 %, rmoaydennoro gas oopasna [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHU IOPOT MOXKeT OBITh 3MeHEH B AMana3oHe 5 — 30%*;
A) AAS OCTaABHBIX aMIIAN(PUKATOPOB OTKPLITOTO TUIIA:

— YCTaHOBUTH 3HaUeHMe IapaMeTpa noporosoit Anann 10 %, noaydennoro Aas obpasua I[TKO B nocaeanem
nnxae amnandukarun. I[Tpu HeobxoanMocT IOpor Mo>KeT ObITh UI3MEHEH B gnana3oHe 5 — 30%.**

* B 3a6UCUMOCTIY O YCIMAHOBAEHHOTL 6EPCUL NPOZPAMMHO20 06ecneueH s HA36AHUS KOMAHO MOZYM HECKOALKO OMAUHAINDCSL.

** He00x00UMOCHb KOPPEKMUPOSKY 6bl0POCO8 G03HUKACHT 8 CAYUASX CUADHVLX KOACOAH U PAYOpecterul 8 OMIeAbHbLX nPoax.

II. BetOpats aAorapudpMuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IIPOKOHTPOAMPOBATDL
IlepecedeHlte TIOPOTOBON AVHUY B AMHEIHON YacTU pocTa KpuBol amrandukanum. IIpn mepeceueHnn moporosoit
AVHWM C KPUBOJ aMIIAM(pUKaIIMY He B AMHEHOM yJacTKe — [IepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

PesyapraThl aHaAM3a WMHTEPIPETMPYIOTCI Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs] KpUBOII
¢ ayopecnieHIINM ¢ TOPOTOBOI AVHMET (UTO COOTBETCTBYET HAAMYUIO/OTCYTCTBUIO 3HAYEHIIS ITIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIel rpadpe B TaDANIIe Pe3yAbTaTOB).

III. Yaocrosepurncss, uro IILIP-mccaejgoBaHmMe BaAMAHO: KOHTPOABHBIE TOYKM aHaAM3a  AOAXKHDI
COOTBETCTBOBATh 3HaUYEHUAM, ITPUBEAEHHBIM B Tabautie 3.

Tabana 3. O1ieHKa pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KonrpoabHas KonuTpoanpyembiit 3navyenmne «Ct» mo kaHaay
TOYKa DTAIl aHAAM3a HEX/VIC/Yellow FAM/Green
OKD Oxcrpakums AHK - +
K- TILIP - -
K+ TILIP + +

B caydae HecoOoTBeTCTBMSI KOHTPOABHBIX TOYEK TpeOyeMBIM 3HaueHMSIM HeoOXOAUMO IPOBECTU ITIOBTOPHOE
1ccAeo0BaHMe Bcex 0OpaslioB HauMHast co ctaguu skerpaxiymu AHK.

IV. Vntepnipetuposats peayabraTsl I11IP-anaansa nccaesyeMuix oOpas1ioB B COOTBETCTBIM C TabAMIIelt 4.

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIios

3uagenne «Ct» mo xkanaay

PesyabpTaT 0Opasia

HEX/VIC/Yellow FAM/Green
IMoAOXUTe AbHBI + +/—
OTpunareabHbI - +
HeBaanaubiit - -

«—» 0Do3HayvaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxanmm He IepecekaeT IIOPOTOBYIO AUHUAIO
«+» oDo3HavaeT Haanuue 3HadeHust «Ct», rpadpuk amMnanduKanuy rnepecekaer IOPOroByIO AUHAIO
«+/—» 3Havenne «Ct» 4451 JAHHOTO KaHaJa He aHAAU3UPYeTCs

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3MpOBaTh 00pasisl 1o KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 4451 m0A0XMUTeABHEIX BBIAATD
3aKAIOYeHNIe;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o kKanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAIOYeHNIe;

B) OCTaBIIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUAHBIMI.

B cayuae nepaamgHoro oOpasma TpeOyerca mosropHo mposectu IIIIP-mccaejoBaHme COOTBETCTBYIOIIETO
oOpas1ja, HaumMHas ¢ 9Tana skerpaxiyy HK.
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TPAHCITIOPTMPOBKA M XPAHEHME TECT-CUCTEMBI
TpancriopTupoBKa TecT-CUCTEMBI OCYIIIeCTBAAETC IIpU TeMIlepaType OKpy>KaroIeli cpeAbl, HO He Bhime +37°C
(a0 5 cyTok) man mpu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TPaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBMAX, ODeCHeuuBaIOIINX COXPAHHOCTb, B COOTBETCTBUM C IIpaBMAaMl II€PeBO3KU IPY30B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

HPI/I Imoay4eHnmn pasyKOMIIAEKTOBBIBAETCI B COOTBETCTBUIM C YKAa3aHHBIMU TeMIIEpAaTyPHBIMU PeXIMMaMIL

xpaneHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype ot -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TeCT-CUCTeMBbl ITpu TeMnepatype +2 — +8 °C (a0 30 cytok). Pacxoansiit matepmnaa aas ITHP
XpaHUTCS IPpY KOMHATHOI TeMIIepaType.

ZJoIyckaeTcs: 3aMOpO3Ka/OTTanuBaHye KOMIIOHEHTOB TecT-cicTeMsl 40 10 pas.

Cpoxk roaHoctn Tect-cucteMsl «AptTect BIII' 1,2» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHUA.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
Ipo0aeMBbl

BapmanTbl pemenust mpo0aeMbl

Het curHaaa o xaHaay
FAM/Green

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh POOUpPKN A4 moctaHoBKU [1LIP,
peKoMeHJOBaHHBle  (PUPMOII-TIPOM3BOANTEAEM

aMH/H/ICl)I/IKaTOpa anbo ajalTpoOBaHHbIE AL

MCII0AB3yeMOro IIpubdopa

He TIogBepraTh BO3JelcTBuio Y ®P-00ayueHMs

OAHOPAa30BbLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHNKMN)

TP narnéuposaHme

pasBectu o6pasel] B 5 pas B da0upyioliemM oydepe,
IIOBTOPWTD aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhieAeHrst HK

Het curaaaa B K+

Vcrioab3oBaHme HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MpOOUpPKU A4s moctaHoBKu TILIP,
peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

MCII0Ab3yeMOTo mpubopa

HexoppekTHOe mpUroTOBAEHME
TIIP-cmecn

IpuroToBUTh HOBYIO ITIP-cMmecs

HexkoppexTHble mapameTphl
aMrAnuKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAMIIeN 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

MCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHUANCE B
HaAAeXalllMX yCAOBMSIX

Haamumne curaaaa B K-
o kaHaaam FAM/Green
n/manm HEX/VIC/Yellow

Haanume
OKD 10
HEX/VIC/Yellow

CUrHaaa B
KaHaay

Kontamunanmst

IPOBECTU AeKOHTaMMHAalIIOHHbIE TPOLeAyPhlL;
MCII0AB30BaTh HOBBIE HAOOPEI

1 boaee moAHOe omycaHe XapaKTepUCTUK TeCT-CICTEMBI ITPpeACTaBA€HO B MHCTPYKLINMM ITO ITPVMMEHEHIIO
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ITPUAOKXEHME U

METOANMYECKUE YKA3AHMSI 11O ITPMMMEHEHUIO
Tect-cucremsnl «AptTect BIII' 1,2»
Komnaexmayusa 12

HA3HAYEHME TECT-CCTEMbI
Tecr-cucrema «AptTect BIII' 1,2» npeanasHadeHa 445 KadectseHHoro onpegeaennsa JHK Bupyca mpocroro
repneca (BIII') 1 u 2 TuUnos MeTrogoM IIOAMMepa3HON LEITHONM peaKLNI C AeTeKlMell pe3yAbTaToB B peXKUMe
«peaapHoro BpemeHm» (IILIP-PB) B aaGopatopHoi kamHmudyeckoyt mnpaktuke. Kommaekranus 12 coaep>xut
DHAOTEHHBII BHYTPEHHUII KOHTPOADb A5 KOHTPOAs 9Tana 3abopa obpasuia u seigesennsa AHK, a Takke pacxoaHbIN
Matepuaa aas ITLP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect BINI' 1,2» s1BAsIeTCsI BBICOKOUYBCTBUTEABHBIM HaOOpoM A4s BeisiBAeHys AHK: aumur
AeTEeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB Bo30OyAnTeas B peaknunu IT1IP-PB.

Tect-cucrema «AptTect BIII' 1,2» coaep>xut B cBoeM cocrase (pepmeHT ypauna-AHK-rankosnaasy (YAD) n
AYT®, uro nosBoaser nsdexxats KoHTamMuHalym I1LIP-cmecn mpoaykramn npegmectsyiomux TP u noaydenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B recr-cucreme «AptTect BII' 1,2» mcroan3yercs OBICTPBII M IIPOCTON IIPOTOKOA aMIIAM(PUKaLIIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

Kommnaekranus tecT-cucreMbl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tabamma 1. Cocras «AptTect BIIT' 1,2»

Kommnizaexr aas I'NHP (vacts 1 u3 2)

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaiimepsr BIIT' 1,0 Mma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

KomnaexT nmaactuka (qactp 2 u3 2)

Pacxogupiit matepuaa aas I[P ‘ 1 KOMILAeKT

Aas srana skcrpakiun AHK ms oOpasiia pekomeHAyeTcs 1cnoAab3obaHne peareHTos: «ApTAHK Kanunk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK skcTpakT».

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade FAM/Green,
pesyaptaT amnandukanym AHK BosOyaureas perncrpupyerca Ha kagaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpn pabote c TecT-cucTtemMoli HeobOXxogumo cobaoaatsh Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKye yKa3aHIs IIPOU3BOANUTEA.

OLOPYAOBAHMWE 1 MATEPUA DI
— aMIANQPUKaATOP C AeTeKIUell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— T'IIP-60kc;
- 1leHTpUyTa/BOPTEKC;
— HabOp 403aTOPOB ITepeMeHHOIO 00beMa;
— 04HOPAa30BbIe HAKOHEUHUKH C PUABTPOM A5 A03aTOPOB IIepeMeHHOIO 00beMa;
— 04HOPAa30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OIITUYECKN Mpo3padHble Tpobupku aas ITIP-PB, agantuposaHHbIe 4451 MCIIOAb3yeMOIo aMIIAMPUKaTOpa;
— IITaTUBHI A5 IIPOOMPOK ¥ HAKOHEUHIKOB;
— x02041AbHUK OT +2°C 20 +8°C ¢ MOpo3MabHOI KaMmepoii ot -24°C g0 -16°C;
— OTJeABHBII XaAaT U OAHOPa30Bble IepyaTKI;
— eMKOCTb 445 cOpoca HAKOHEYHIKOB;
— KOMIIA€eKT CpeACTB 4451 00pabOTKM pabouero Mecra.

IMPOBEAEHUE AHA/N3A
Boigeaenne AHK 13 xamHmueckoro mMarepmada IIPOM3BOAMUTCS B COOTBETCTBUM C MHCTPYKIUeN (PpUPMEI
U3TOTOBUTEAS peareHToB A4s1 ounctku AHK.
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IMoaroroska ITILIP-cmecu

0. Paamopo3uth Bce peareHTH (IIpM HEOOXOAMMOCTH), IlepeMelaTh IepeBepHYyB IPOOUPKU HECKOABKO pa3
(MaAm TIepeMeImnBaHMEM Ha BOPTeKcCe B TedeHUM 2—4 ceKyHA) M COPOCUTH KaIlAU € TIOMOIIBIO KpaTKOBPEMEHHOTO
LeHTpUPyTUPOBAHNSL.

I. B Ka>x4y10 IOCTaHOBKY aMIIAM(pUKALIUN IIOMUMO UCCAeAyEeMBIX O0OPa3IioB 40AKHEI BXOAUTD 3 KOHTPOABHBIX
obpasiia: orpunareapsiii KoHTpoab TP (K-), moaoxxureasHsiit kountpoas TP (K+), orpuaTeapHbIN KOHTPOAD
skcrpakum (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Macrep Mukc»:
10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB
I'ze N — o011ee KoAM9IeCTBO peakLINii aMIIANPUKALINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememaTts «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (AN IIepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPEMEHHBIM IIeHTpuQyIipoBaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKNU
Aas nposegenns TTLIP.

II. crioap3yst HAKOHEYHNK C PUABTPOM B IIOATOTOB/AE€HHBIE ITPOOMpPKU A400aBuUTh 110 10 MK BeigeaenHon AHK
nccaelyeMbIX 0OpasIioB.

III. BHecT KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITIKG;

3) OKD®: 10 mxa OKD®.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAm4ams mMy3sIpbKOB B pacTBOpe AN KalleAb Ha CTEHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKuMoe IIyTeM
2-xpatHOoro  mepeopaumBaHms  [1LIP-mpoOupox ¢  mHocienyrommM — ocaXiaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrUpoBaHEeM.

IlocTraroBKa peakimy aMILAVpUKaII

I. TlomecTuTs MOATOTOBAEHHEIE A5 TposeAenyest [1LIP mpodupky B ammanduxaTop.

II. B cooTBeTcTBIM C MHCTPYKLMEN K IPpUOOPY 3allporpaMMIpPOBaTh aMIIAN(PUKATOP COrAacHo Tabante 2.

Ta6amnia 2. IlapameTpn! amnandukanym®

o Koa-Bo
lar Temmeparypa, °C Bpems IKAOB
Hagaabnas aenarypanmys 95 15 muu 1
AeHaTypanus 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
AeHaTypanus 95 5 cex
Orxur/ leTeKkims 1o KaHaam:
FAM/Green, HEX/VIC/Yellow 63 10 cex 40
DAOHTaISI 67 10 cex

* donyckaemcsa dodasaeriue wiaza 55 °C, 10 Mum 6 HAvare nPomoKord AMIAUPUKAUUU OASL COBMECTIHDLX HOCHIAHO060K C HADOPAMU,
mpedy1ouUMU IMAn pesepmuposarus.

III. 3amporpamMMmpoBaTh NOAOXKEHNE IIPOONPOK B aMIianduKaTope. JomycKaeTcs! BHITOAHATh AaHHBIN ITTar
BO BpeMs IIpOBeAeHMsI aMIIANPUKAIIUY AN 10 ee OKOHYaHUIO, eCAM DTO I03BOASET IIpOrpaMMHOe oOecIledeHIe
npubopa.

IV. JaTp HasBaHMe DKCIIEpUMEHTA 1 COXPAHUTH €T0 Ha AVICKe (B TOM aiize OyAyT aBTOMaTUIECKV COXPaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop”.

* Aaa npubopos «Rotor-Gene» neped sanyckom eviopamv $ynkuyuto: «Perform Calibration Before 1st Acquisition/Perform

Optimization Before 1st Acquisition/Bommoanums onmumusayuto npu 1-m waze demexyuu». JAs 060Ux KAHAAOE YCMAHOSUIb NAPAMEMPbL
«Min Reading/Munum. Cuzrar» —5F u «Max Reading/Maxcum. Cuznar» — 10FL

Anaau3s pe3yabTaTOB
L. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpHOopy.
a) Aas mpubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Beiopocos («NTC threshold/Tlopo: Dona») — 10%. ITpu HeoOXoauMoOCTH ITOPOT
¢ona mo>xxet OBITH M3MeHeH B AnanazoHe 0 — 30 %**;
— YCTaHOBUTH 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY HTOPOT
MOKeT OBITh M3MeHeH B aAnarasone 0,02 — 0,2*%;
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- IIpM HeOOXOAMMOCTM JOIyCKaeTcsl aktmsaums yHKoui «Dynamic  tube/ldunamuu.gon» m  «Slope
Correct/Koppex. Yicaora».

0) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:

— YCTaHOBMTL 3HadeHMe IapameTpa roporosoii anaun («Single Threshold») — 50. Ilpu Heob6xoaMMOCTH HTOPOT
MO3KeT OBITh M3MEHeH B Amariazode 25 —250%%;

— IIpu HeoOXOAMMOCTU AoITycKaeTcsa aktusauvs GpyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curuve fit».
B) Aas ipu6opoB «AT-96/ATupanm/AT aaiT»*:

— ycraHoBuUTb «MeTtoa» — «[Topozosuiii (Ct)»;

— YCTaHOBUTH 3HadyeHMe IlapaMeTpa noporosoii anHun 10 %, nmoaydennoro aas obpasia ITKO B nocaesnem
nuxae amnandukanun. ITpu HeodbxoAnMocTy IOPOr MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

r) A4 npubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HaUeHMe IapameTpa roporosoil ananm 10 %, rmoaydennoro gas oopasnoa [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI TIOPOT MOXKeT OBITH 3MeHEH B AMana3oHe 5 — 30%*;

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii ananu 10 %, moaydennoro aas oopasua ITIKO B nmocaeanem
nnkAae amnandukanun. ITpu HeodbxoamMocTy mopor Mo>keT OBITh M3MeHeH B gnanasoHe 5 — 30%.**

* B 3a61cUMOCIIU 011 YCMAHOGACHHOTL 6ePCUL NPOZPAMMHO20 00echeter s HA36AHUL KOMAHO MOZYH HECKOALKO OMAUUAMDCSL.

** Heobxodumocmv KOppexmuposKu 6o10pocos 603HUKALT 6 CAYHUALX CUADHBIX KOACOAHUTI PAYyopecteHyul 6 0MOeAbHbLX HPOOAX.

II. BetOpats AorapudMuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepeceveHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukauym. ITpu nepecedennu moporosoit
AVIHVM C KPUBOJ aMIIAN(pUKaIIMY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

PesyapraThl aHaAM3a WMHTEPIPETMPYIOTCA Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs] KpPUBOII
¢ ayopecnieHIINM € TOPOrOBOI AMHMET (UTO COOTBETCTBYET HAAMYUIO/OTCYTCTBUIO 3HAYEHISI ITIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIeli rpade B Tabanlle pe3yAbTaToB).

III. Yaocrosepurncss, uwro IILIP-uccaejoBaHmMe BaAMAHO: KOHTPOABHBIE TOYKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HaUYEHUAM, ITPUBEAEHHBIM B Tabautie 3.

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaaVi3a KOHTPOAbBHBIX TOY€K

Konrpoabnas KonTpoanpyemsbii 3unauenne «Ct» mo KkaHaay
TO4YKa 9Tall aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Bxkcerpaxunsa AHK - +/—
K- [P - -
K+ TILIP + +

B cayyae HecooTBeTCTBMSI KOHTPOABHBIX TOUeK TpeOyeMBIM 3HaueHMsIM HeoOXOAMMO IIPOBECTU IOBTOPHOE
MccAe0BaHNe BceX 00pa3IioB HauMHasI co cragum skerpakuuu AHK.

IV. VaTepnipetnposats peayasraTsl I11]P-anaansa nccaesyeMsx o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOamma 4. InTepnperanys pe3yabTaToB 00pa3iioB

3uagenne «Ct» mo xkaHaay

Pesyasrar obpastia HEX/VIC/Yellow FAM/Green
I[MoaoxureabHBI + +/-
OTpunareabHbI - +
HeBaanaubiii - -

«—» 0DO3HavaeT OTCYTCTBME 3Ha9E€HII «Ct», I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHIIO
«+» 0DO3HaYaeT HaAU4IIe 3HAYEeHVS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I IiepeceKkaeT IIOPOTOBYIO AVHIIO
<<+/—>> 3Hayenue «Ct» AAs1 AQHHOTO KaHaJda He aHaAU3UPYeTCi

PexomeHAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3MpOBaTh 0O0pasnsl 1o KaHaay Bo3Oyauteas (HEX/VIC/Yellow), 4451 m0A0XMUTeABHEIX BBHIAATh
3aKAI0UeHUe;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o Kanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAIOYeHNIe;

B) OCTaBIIIMECS OOPa3IIbI ABASIOTC HeBaAMAHBIMIA

B caydae HeBaamaHOTro oOpasija Tpebyercsa mosTopHO Iiposectu IIIIP-mccaesosaHMe COOTBETCTBYIOIIETO
oOpaslia, HauMHasi ¢ 9Tarna skerpakiym HK.
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TPAHCITOPTUPOBKA U XPAHEHUE TECT-CUCTEMBI

TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IIPY TeMIlepaType OKpy>Kalolleli cpeabl, HO He Bbie +37°C
(a0 5 cyTok) man mpu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TPaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOPTa B YCAOBM:X, OOecreuMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IHpaBMAaMU IIePeBO3KU TIPY3O0B,
AeVICTBYIOIIVIMY Ha AaHHOM Bl/e TPaHCIIoOpTa.

IIpu moaydyeHMu pasyKOMILAEKTOBBIBA€TCA B COOTBETCTBMM C YKa3aHHBIMIU TeMIIepaTypHBIMU peXXMMaMU
xpaneHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype ot -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TeCT-CUCTeMBbl ITpu TeMnepatype +2 — +8 °C (a0 30 cytok). Pacxoansiit matepmnaa aas ITHP

XpaHUTCs IpY KOMHATHOM TeMIlepaType.

ZJoIyckaeTcs: 3aMOpO3Ka/OTTanuBaHye KOMIIOHEHTOB TecT-cicTeMsl 40 10 pas.

Cpoxk roaHoctn Tect-cucteMsl «AptTect BIII' 1,2» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHUA.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPY PABOTE M METOABI UXYCTPAHEHUSI

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMbl

BapmuaHTbl permenust mpo0aeMbl

Her curnaaa o xka"aay
FAM)/Green

HexoppexkTHsIii 3a00p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTSH 3ab0p

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

IIOBTOPUTS BhlgeaeHue HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxoAHBIX MaTepyaAoB

JICIIOABb30BaTh HpO6I/IpKI/I AAsl IIOCTaHOBKI

I11P, peKOMeHOBaHHbIE $upwmorii-
nponssoAuTeseM  aMmnandukatopa  Anbo
aJarTUpOBaHHbBIE AAS UCIIO/b3yeMOTO
npudopa

He IoJsepraTh Bo3JeiicTBuio Y®P-00aydeHU:

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP arnéuposaxHme

passectu o6paszel] B 5 pas B DAI0UPYIOIIEM
Oydepe, HOBTOPUTH aHAAN3

VICTIOAb30BaTh HOBBIN 06pa3eu Marepunaaa

MCIIOAB30BaTh COPOEHTHEIN METOZ BBIAEA€HISI
HK

Het curaaaa B K+

Vcnnoap3oBaHme HETTIOAXOASIIITUIX

JICIIOABb30BaTh HpO6I/IpKI/I AAsl  IIOCTaHOBKI

PpacxoAHBIX MaTePUAAOB TP, PeKOMeH0BaHHbIe Jupwmori-
mpousBoAuTeZeM  aMmaudukatopa  AubdO
aJarTUpOBaHHbBIE AT UCTI0AB3YEMOTO
npudopa

HexkoppexTHoe npurorobaeHue
TTIIP-cmecn

npuroToBUTh HOBYIO ITIP-cMmecs

HexoppekTHble mTapaMeTpsl
aMIIAuQpUKaIn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B
COOTBETCTBUM C Tabam1en 2

HexkoppekrHble ycaoBus
XpaHeHIs1 HaOOpOB

MCII0/b30BaTh HAOOPEI, KOTOPBIE XPaHNANCE B
HaAAeKalllX YCAOBMSIX

Haauuwne curamaaa 8 OKD o
kanaay HEX/VIC/Yellow

Konramunars

IIpoBeCTU A€KOHTaMIUHaIlVIOHHbIE ITPOLIEAYPbI,
JICITIOAb30BaTh HOBLIE Ha60pI)I

! boaee 11oAHOe orIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO
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IMPMAOXEHME K
METOANYECKUE YKA3AHMSI 110 ITPMMMEHEHUIO
Tect-cucremsnl «AptTect BIII 1,2»
Komnaexmauus 13

HA3HAUYEHUE TECT-CUCTEMbI
Tecr-cucrema «AptTect BIII' 1,2» npeaHasHaueHa 445 KadecTBeHHOTo onpegeaenusa JAHK supyca mpocroro
repneca (BIII) 1 u 2 TuUnnos MeTrogoM IIOAMMepa3HON LEITHONM peaKLM C AeTeKlMell pe3yAbTaToB B peXKUMe
«peaapHoro BpeMenn» (ITLIP-PB) 6e3 cragumn skcrpakuuu AHK B 2a60paTopHOI KAMHMYECKOI ITpaKkTuKe. B cocras
KoMIaekTauun 13 BXoagut pacxoanslit Matepuaa Aas ITLIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect BIII' 1,2» siBAsieTCsl BHICOKOUYBCTBUTEABHBIM HabOpoM Aas BoiaBaeHust AHK: anmur
AEeTeKIIUMU COCTaBAsIeT 5 TeHOM-DKBUBAA€HTOB BO30yAuTeAs B peaknuu [T1P-PB.

Tecr-cucrema cogep>xut B ceoeM cocrase pepment ypauna-AHK-rankosnaasy (YAI) n 4YT®, uro mossoaser
n3b6e>xxaTh KoHTaMuHauuu [11P-cmecn mpogykramu npeamectsyomux [P 1 moaydeHns 10>KHOIIOAOXUTEABHBIX
pe3yAbTaToB.

B recr-cucreme «AptTect BII' 1,2» mcroam3yercss OBICTPBII UM IPOCTOM IPOTOKOA aMIIAMUKaLINIY,
UAEHTUYHBIN IPOTOKOAaM TecT-ccTeM cepun «ApTTecT», 4TO CyllecTBeHHO ITOBbIIIaeT IIOTOYHOCTh 1a00PpaTOPHBIX
AHAAMU30B.

Kommnaekranusa paccaurana Ha riposedenne 100 peaknuii (tabanma 1).

Ta6anna 1. Cocras «AptTect BIIT 1,2»

Komnaekr aast [P (qacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. IIIIP-pearent 1,0 ma
2. ITpaitmepst BIIT 1,0 ma
3. T[IKO 0,5 ma
4. OKO 1,0 ma

KomnaexT nmaactuka (qactp 2 n3 2)

Pacxogupiit matepuaa aas I[P | 1 KOMIIA€KT

Aas »srama 3abopa 00pasLioB PeKOMEHAYETCS JCIIOAb30BaHME peareHTOB: «TpaHCIOpTHas cpeAa»,
«TpancrioprtHas cpeda ¢ Mykoautukom» (rmpoussoacrsa OO0 «AptbuoTex», Pb).

PesyapraT amnandukanuy 9HAOTEHHOTO BHYTPEHHEIO KOHTPOAsl perucrpupyercs Ha Kanale FAM/Green,
pesyapraTt amnandpuxannu AHK Bosbyanureas perucrpupyercs Ha kaHaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpu pabote c TecT-cucTteMoil HeoOXxogumo cobarogats Tekyiiune THITA B obGaactm aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToAuvecKue yKa3aHs IIPOU3BOANUTEA.

OBOPYAOBAHMUE I MATEPUAABI
— aMIANQPUKaATOP C AeTeKIMell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPa30Bble HAKOHEYHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0O'beMa;
— 04HOPA30BbIe TOAUITPONIACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 1CII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTUBHI 4451 TPOOMPOK U1 HAKOHEUHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3uAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBI XalaT U O4HOPa30Bble IIepYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

IMOATOTOBKA MUCCAEAYEMOI'O MATEPUAAA
Otbop o00pa31joB Ma3KOB, COCKOOOB M OTJAeAsSeMOTrO CAMBUCTBIX 000404YeK YpPOTeHUTaAbHOTO TpaKTa
OCYyIIeCTBASETCS B COOTBeTCTBUU C cymecTsyomumu THITA, MeToanueckumMu pekoMeHAAIUAMU U MHCTPYKIIUAMMU.
Ilepea orGopomM Ma3KOB He JOIyCKaeTCsA IIpOBeJeHMe IMITIEHMYeCKUX IIpolledyp, a Takxke oOpaboTka
MeAUITMHCKMMU MperapaTaMu.
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He pexkomenayercs wucnoab3oBaTb «30HA «HOHOHa»: ypOreHUTaabHBI», PEKOMEHJOBAaHBI K
MCII0ab30BaHMIO «30H «lOHOHAa»: ypOoreHMTaAbHBIV (pAOKMPOBAHHLI», «30H «lOHOHAa»: IIMTOIeTKa».

He aomyckaercsa zamopakusanue o6pasios. Ilepes nocranoskoii I[P oOpa3msl nepeMemiats Ha BOpTEKCe,
KpaTKOBPEMEHHBIM LIeHTpU]YTUpOBaHIEM OCaAUTh KaIlAM CO CTEHOK IIPOOVPOK.

INPOBEAEHVE AHA/IN3A

IToaroroska ITIIP-cmecu

0. Pasamopo3uTs Bce peareHTHI (IIpy HEOOXOAMMOCTH), IlepeMellaTh IIepeBepHYB IPOOPKI HECKOABKO pa3 (1Au
IlepeMeIlIBaHIIeM Ha BOpPTeKCe B TeueHuM 2—4 CeKyHA) M COpPOCHMTH Kamayu C IIOMOIIBIO KpaTKOBPEeMEHHOTO
LeHTpUPyTUPOBaHUS.

I. B xa’kay10 ITOCTaHOBKY aMILAM(pUKALINY IIOMUMO JICCAeAYeMBIX 00pa3lioB A0AKHEI BXOAUTH 2 KOHTPOABHBIX
obpasma: oTputiateabHbi KOHTpoAab 1P (K-), moaoxkurteasnsiit KoHTpoAb TP (K+).

B mpobupke o6vemom 1,5 — 2 ma npurorosuts «Mactep Mukc»:

10*(N+1) mxa ITITP-pearenra + 10*(N+1) MK rIpayiMepoB
I'ze N — o011ee KoAMYIeCTBO peakLINii aMIIANPUKALIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

ITepemermats «Mactep Mukc» myTem 5-T1 KpaTHOIO IlepeBopadnBaHsI IPOOMPKY (AU IepeMeIlBaHyeM Ha
BOpTEKCe B TedeHNY 2—4 CeKyHJ), OCaAUTh KpaTKOBPEMEHHBIM IIeHTpuQyriuposaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKU
Aas nposegenns TTLIP.

II. Vicnoap3ysl HaKOHEYHNK C (PUABTPOM B IIOATOTOBAEHHBIE ITPOOMpPKM 400aBuTh 1o 10 MKA MccaeayeMBbIX
00pa31oB.

III. BHecTn KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITKO.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAm4ams IMy3sIpbKOB B pacTBOpe MAM KalleAb Ha CTEHKax
MpOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMeIaTh CoffepKuMoe IIyTeM

2-xpaTHOoro  mepeopaumBaHms  [1LIP-mpoOupox ¢  mHocimenyrommM — ocaXaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrUpoBaHeM.

IlocTraroBKa peakimy aMILAVpuUKaIm
I. ITomecTuTh MOATOTOBAEHHEIE A5 TpoBeeHms I ILIP mpobupku B amnandukarop.
II. B cooTBeTcTBMM C MHCTPYKIMEN K IpMUOOPY 3alIporpaMMIpOBaTh aMIIAM(UKaTOp COrAacHO Tadamie 2.

Ta0auma 2. ITapameTpnl amnanduxaym®

o Koa-Bo
IIar Temmiepartypa, °C Bpems IVKA0B
Haugaabpnas aenarypanmys 95 15 muu 1
AeHaTypanus 95 5 cex
OTxur 63 10 cex 5
DaoHTaIsI 67 10 cex
AeHatypanus 95 5 cex
Orxur/ leTeKkims 1o KaHaaMm:
FAM/élreen, HEX/VIC/Yellow 63 10 cex 40
DaoHTALS 67 10 cex

* Aonyckaemces dodasrenue waza 55 °C, 10 Mun 6 HAUaAe NPOMOKOAd AMHAUPUKAUUU OASL COBMECHIHDIX NOCMAHO60K C HAOOpAMU,
mpedyou UMY 3Man pesepmuposaris.

III. 3amporpaMMMpoOBaTh IIOA0KEHNE IPOOMPOK B aMIIAnduKaTope. JoImyckaeTcs BHITOAHATD AaHHBII II1aT BO
BpeMs IpOBeAeHMsI aMIAMPUKaIMM MAM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIpOorpaMMHOe oOecIledeHie
npubopa.

IV. Jats Ha3BaHIe BKCIIepMMeHTa M COXPaHUTDh ero Ha AMcKe (B 9ToM ¢aiile OyayT aBTOMaTUIeCK) COXPaHEeHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop”.

* Aas npubopos «Rotor-Gene» neped sanyckom evibpamv Pyniyuto: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Bomoanumo onmumusayuto npu 1-m wiaze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMD NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.
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AHaans pe3yabTaToB
I. ITepea Hawaa0M aHaAM3a HEODXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K IIpnOopy.
a) aasa npubopos Tuia «Rotor-Gene 3000/6000/Qx»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Bei0pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona moxxer ObITh M3MeHeH B AnanasoHe 0 — 30 %**;

— YCTaHOBUTH 3HauUeHIe ITapaMeTpa noporosoit Auanu (« Threshold/ITopoz») — 0,02. ITpu Heo6x0AMMOCTH TTOPOT
MOKeT OBITh M3MeHeH B anariasone 0,02 — 0,2*%;

- IIpM HeOOXOAMMOCTHM AOIyCKaeTcsl akrtmsaums yHKouin «Dynamic  tubeldunamuu.gon» u  «Slope
Correct/Koppex. Yicaora».

0) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:

— YCTaHOBMTL 3HadeHMe IapameTpa Ioporosoii anaun («Single Threshold») — 50. Ilpyu Heob6xoAMMOCTI HTOPOT
MO3KeT OBITh M3MEHeH B Amariazode 25 —250%%;

— IIpu HeoOXOAMMOCTU AoITycKaeTcsa akrusauvs GpyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».
B) Aas ipu6opoB «AT-96/ATupanm/AT aaiT»*:

— ycraHoBuUTh «MeTtoa» — «ITopozosutii (Ct)»;

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii anann 10 %, moaydennoro aas obpasia ITKO B nmocaesnem
nnkae amnandukanun. ITpu HeodbxoamMocTy mopor Mo>keT OBITh M3MeHeH B AnanasoHe 5 — 30%.**

r) Aaa upubopos tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HaUYeHMe I1apaMeTpa noporosoil Anaunu 10 %, noaydensoro gas obopasna I1IKO B mocaeanem
nnxae amnandukanun. ITpu Heo6xoAMMOCTH IIOPOT MOXKeT OBITH U3MEHEH B AMana3oHe 5 — 30%*;

A) AAS OCTaAbHBIX aMIIAM(PUKATOPOB OTKPLITOTO THUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii ananu 10 %, moaydennoro aas oopasna ITIKO B mocaeanem
nnkAae amnandukanun. ITpu HeodbxoamMocTy mopor Mo>keT OBITh M3MeHeH B AnanasoHe 5 — 30%.**

* B 3a61cUMOCIIU 011 YCIAHOGACHHOTL 6ePCULL NPOZPAMMHO20 00echeter s HA36AHUL KOMAHO MOZYH HECKOALKO OMAUUAMDCSL.

** Heobxodumocmv KOppexmuposku 6o10pocos 603HUKAL 6 CAYHUALX CUADHBIX KOACOAHUTI PAyopecteHul 6 0MOeAbHbLX HPOOAX.

II. BetOpats AorapudpMmuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepeceveHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBol aMrandukauym. ITpu nepecedennu moporosoit
AVIHWM C KPUBOJ aMIIAM(pUKaIIMY He B AMHEHOM yJacTKe — I[IepeMeCTIUTh ee BPYYHYIO 40 HeOOXOAVIMOTO YPOBH:I.

PesyapraThl aHaAM3a WMHTEPHPETMPYIOTCI Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs KpUBOI
¢ ayopecnieHIINM € TOPOTOBOI AMHMET (UTO COOTBETCTBYET HAAMYMIO/OTCYTCTBUIO 3HAUEHNS ITIOPOrosoro 1ukaa «Ct»
B COOTBETCTBYIOIIEN rpade B TaDANLIE PE3YyAbTATOB).

III. Yaocrosepurncs, uwro IILIP-mccaejoBaHmMe BaAMAHO: KOHTPOABHBIE TOUKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HaUYEHUM, IIPUBEAEHHBIM B TabAutie 3.

Ta6auma 3. OnieHKka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KonTpoabnas KonTpoanpyembii 3unauenmne «Ct» mo kaHaay
TOYKa 9Tan aHaam3a HEX/VIC/Yellow FAM/Green
K- HL[P - +/—
K+ 1P + +

B cayuyae HecooTBeTCTBIUsI KOHTPOABHBIX TOUeK K- 1 K+ HeoOxoaMMoO IpoBecTyt MIOBTOPHOE McCAeA0BaHNe BCcex
00pa31ioB HauMHas1 co craguy rmocraHosku ITHP.

IV. VaTepnipetuposats pesyasraTsl 111 P-anaansa nccaesyeMsx o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOamija 4. InTepnperanus pe3yabTaToB 0Opa3iioB

3Hauenne «Ct» 1o KaHaay

PesyabTaT oOpasna HEX/ VIC/Yellow FAM/Green
IMToaoxureabHBIN + +/-
OTtpuniareabHbIV - +
HeBaauaubrit - -

«—» 0Do3HayvaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxammm He epecekaeT IOPOTOBYIO AUHAIO
«+» 0Do3HavaeT Haanune 3HaueHys1 «Ct», rpadpuk aMnAnguKanuy rnepecekaer IOPOroByIO AMHIIO
«+/—» —3nauenne «Ct» 2151 AAHHOTO KaHaAa He aHAAVBIPYeTCs
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PexoMmeHAyeMBIlI aATOPUTM aHAAM3a OOPaA3IIOB:

a) IpoaHaAM3MpOBaTh o0pa3nsl 1o KaHaay BozOyaurteas (HEX/VIC/Yellow), 4451 moA0XUTeABHBIX BBIAATH
3aKAIOYEHIIE;

0) mnpoaHaamsuposarh ocrasmuecs: oOpasnsl 1o kKanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAI0UeHIE;

B) OCTaBIIMeCs] OOpa3Lbl ABAAIOTCS HeBaAMAHBIMI.

B caydae HeBaamaHOoro obpasna Tpebyercs mosTopHO mposectu IIIIP-miccaeaoBaHMe COOTBETCTBYIOIIETO
obpasiia, HaunHas co craguy nocraHosku [P nan co cragnu sabopa MaTepuaa.

TPAHCIIOPTNPOBKA 1 XPAHEHUE TECT-CUCTEMBbI

TpaHCIIOpTIPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMITepaType OKPY>KaloIrell cpeabl, HO He Bpime +37°C
(a0 5 cyrok) man mpu temnepatype +2 — +8 °C (g0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BUAOM
TpaHCIIOpPTa B YCAOBM:X, OOecreuMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IHpaBMAaMU IIePeBO3KU TIPY3O0B,
AEVICTBYIOIIMMM Ha AaHHOM Bl/e TPaHCIIopTa.

Ilpu moaydyeHmu pasyKOMILAEKTOBLIBAETCA B COOTBETCTBMM C YKa3aHHBIMU TeMIIepaTypPHBIMU PeXMMaMU
xpanenns. IILP gacTp TecT-crcTeMBl XpaHMUTCA B YIIaKOBKe M3TOTOBMUTeAs Hpu Temiepatype ot -24 °C ao -16 °C,
AOITyCKaeTcsl XpaHeHle TeCT-CUCTeMBbl ITpu Temmnepatype +2 — +8 °C (a0 30 cytok). Pacxoansiit matepnaa aas ITHP
XpaHUTCs TPY KOMHATHOM TeMIlepaType.

JolyckaeTcsl 3aMOpO3Ka/OTTanBaHye KOMIIOHEHTOB TecT-crcTeMsl 40 10 pas.

Cpok rognoctu tect-cucremsl «AptTect BIII' 1,2» — 12 Mecsi1ieB ¢ 4aThl M3TOTOBAEHMSL.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE T METOABI X YCTPAHEHW ST

IIpoGaema Bosmoxnas npnyanHa BapmaHTbI penteHNst Ipo6aeMbl
Ipo0aeMbl

Her curnaaanmo xanaay | HexoppekTHblit 3a060p IIOBTOPUTH 3a00p

FAM/Green O1oA0rMYecKoro Matepuada

Hcnoar3oBanne HEIIoAXO0AJAMMX | MCIIOAB30BaTh  ApyIue 30HAbI  AAA 0T60pa
pacXxoaHbIX MaTeP11al0B MaTepnaada

UCII0AB30BaTh MPOOUpPKN AAst moctaHosku I1LIP,
peKOMeHJ0BaHHBle  (PUPMON-IIPOU3BOJUTEAEM
amrnanduxkatopa AnOO ajalTUPOBAHHEIE AAS
JICII0b3yeMOTO mpubopa

He To4Beprath Bo3aelcTsuio YP-o0aydeHms
OAHOPa30BLIN I1AaCTUKOBBIN pacxoAHbIN
MaTepuaA (IpoOMpPKY, HAKOHEYHIIKI)

TP arnéuposaHme pasBecty obpasel] B 5 pas B dar0upyioleM oydepe,
IIOBTOPUTE aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

rnposectu sTan Beidesenust AHK aas obpasia

Het curnaaa B K+ Vcroab3oBaHme HEITOAXOASIINX | MCTIOAB30BaTh MPOOUPKM AAsl mtoctaHoBKu ITLIP,
pacxo4HBIX MaTepualoB peKOMeHJ0BaHHBle  (PUPMOI-IIPOU3BOJUTEAEM
amrandukaTopa AndOO adalTHpPOBaHHBIE A
MCII0B3yeMOTo mpubopa

HexoppekTHOe mpuroTosaenne | OpuUroTosuth HOBYIO ITLIP-cmecs

[TLIP-cmecn
HexoppexkTHble mapaMeTpeI YCTaHOBUTH MapaMeTpPhl aMIANPUKaLINN B
aMIrAnpuUKanumn COOTBETCTBUN C TaDANIIEN 2
HekoppekTHble ycaA0BUs UCII0/b30BaTh HAOOPEI, KOTOPBIE XPAaHUANCD B
XpaHeH1s1 HAOOPOB HaAAeXXallluX YCAOBMSIX
Haanawne curnaaa B K- KonramuHuanms IIPOBECT JeKOHTaMIHAI[VIOHHEIE ITPOLIeAyPbl
0 KaHaaAy JCII0Ab30BaTh HOBbIe HAOOPHI

HEX/VIC/Yellow

1 boaee 1oAHOe oricaHe XapaKTepUCTUKU TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO
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IMTPAOXEHUE 1

METOANMYECKUE YKA3AHMSI 11O ITPMMMEHEHUIO
Tect-cucremsnl «AptTect BIII' 1,2»
Komnaexmayus 14

HA3HAYEHME TECT-CCTEMbI
Tecr-cucrema «AptTect BIII' 1,2» npeanasHadeHa 445 KadectseHHoro onpegeaennsa JHK Bupyca mpocroro
repneca (BIII') 1 u 2 TuUnos MeTrogoM IIOAMMepa3HON LEITHONM peaKLNI C AeTeKlMell pe3yAbTaToB B peXKUMe
«peaapHoro BpemeHn» (IILIP-PB) B aaboparopHoil KAMHM4YecKoi mpakrtuke. Kommaexramus 14 sBasercs
BBICOKOUYBCTBUTEABHON U M0O3BOAseT A0IOAHUTeAbHO aHaauauposaTh PHK BosOyauTeas, a Takke 1CII0Ab30BaTh
Ooapmmit 00beM BbIA€AEHHBIX HYKAeMHOBBIX Kucaor (gazee HK). B cocras aaHHOI KOMITAEKTaI[MyM BXOAUT
pacxoausiii Matepuaa aas I1IP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect BIIT 1,2» siBAsieTcsl BBICOKOUYBCTBUTEABHBIM HaOopoM aas BoisiBaenus AHK/PHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunu [TIIP-PB.

Tect-cucrema «AptTect BIII 1,2» cogep>xut B cBoeM coctase (pepmenT ypanna-AHK-rankosnaasy (YAI) n
AYT®, uro nmospoasteT nzdexxkarb KoHTaMuHauuu IIIP-cMecn npogykramu npeamectsyiomux ITHP 1 noayyenns
Z0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B Tecr-cucreme «AptTect BIII' 1,2» mcmoan3yercss OBICTPBII M IPOCTOM IIPOTOKOA aMIAMpUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIlecTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAMU30B.

Kommnaekranus tecT-cucteMbl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tabamma 1. Cocras «AptTect BIIT' 1,2»

Komnaexrt aas TP (gacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. TILIP-pearent 1,0 ma
2. ITpaiimepsr BIIT 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma

Kommnaexrt aas TP (gacts 2 u3 2)

Pacxoauriit marepuaa aas I[P | 1 KOMIIAEKT

Aasa stana skcrpakuuu HK n3 obpasma pexomeHAyeTcs ucroab3oBaHue peareHToB: «ApTAHK Kamumnx»,
«ApTtHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK »kcrpakr».

PesyapraT amMmnandukanum SHAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha KaHade FAM/Green,
pesyaptaT amnandukanyu HK Bosdyanteas perncrpupyercs Ha kanaae HEX/VIC/Yellow.

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaiodate Tekymue THITA B obaactm aabopaTopHOI
kayHngecko IIP-auarHocTuky 1 MeToandeckne yKasaHus IPOU3BOAUTEAS.

OLOPYAOBAHMWE 1 MATEPUA DI
— aMnAuQUKaTop C JeTeKIel pe3yabTaToB B peXXlMe «peaabHOTO BpeMeHI»;
— T'ILIP-60kc;
- 1leHTpUyTa/BOPTEKC;
— Habop 403aTOPOB IMepeMeHHOTO 00beMa;
— 04HOpa30BbIe HAKOHEYHMKY C PUABTPOM A5l 403aTOPOB ITlepeMeHHOI0o 00beMa;
— O4HOPa30Bble MOAUIIPONIAEHOBbIE 3aKphIBalOIecs Ipooupku ooseMoM 1,5 — 2,0 m4;
— OIITUYECKN Mpo3padHble Tpobupku aas ITIP-PB, agantuposaHHbIe 4451 MCIIOAb3yeMOIo aMIIAMPUKaTOpa;
— IITaTVUBH A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x024041AbHUK OT +2°C 20 +8°C ¢ MOpo3mabHOI KaMmepoii ot -24°C g0 -16°C;
— OTJeABHBII XaAaT U OAHOPa30Bble IepyaTKI;
— eMKOCTb 4451 cOpoca HAKOHEYHNKOB;
— KOMIIA€eKT CPeACTB 445 00pabOTKM pabouero Mecra.

ITPOBEAEHUE AHAAN3A
Brigeaenne HK 13 xamHmdeckoro marepmada IHPOM3BOAUTCA B COOTBETCTBUM C MHCTPYKIMEN (UPMBI
U3TOTOBUTEAA peareHToB AAast ouncTky HK.
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IMoaroroska ITILIP-cmecu

0. Pasmoposuts Bce peareHTHI (IIpM HEOOXOAVMMOCTH), IIepeMellaTh IepeBepHYB IPOOMPKM HECKOABKO pas
(Mam mepeMmerMBaHNEM Ha BOpPTeKce B TedeHUM 2—4 CeKyHA) U cOpPOCUTDH KaIlAU C IIOMOIIBIO KPaTKOBPEMEHHOTO
LeHTpUPyTUPOBAHNSL.

I. B kaxa4ylo IIOCTaHOBKYy aMIAMpuKanuy IIOMUMO UCCAeAyeMBIX 00pas3lioB JOAXKHBI BXOAUTH 3
KOHTPOABHEIX OOpasua: orpunaTteabHbit kKoHTpoas IIHP (K-), moaoxwureapnsit kontpoas IIHP (K+),
OTpHUIIaTeABHBIN KOHTPOAb 9KcTpakuyu (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Macrep Mukc»:

10*(N+1) mxa ITITP-pearenTa + 10*(N+1) MKa mpaviMepoB
I'ze N — o011ee KoAM9IeCTBO peakLINii aMIIANPUKALIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememaTts «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (AN IIepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPEMEHHBIM IIeHTpuQyIipoBaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKNU
Aas nposegenns TTLIP.

II. Vcrioap3ys HAKOHEYHUK C pUABTPOM B IIOATOTOBAEHHbIE TPOOUPKN 400aBUTh 110 30 MK BhIdeaeHHBIX HK
nccaelyeMbIX 0OpasIioB.

III. BHecTu KOHTpPOAbHbIE OOpPa3IIbI:

1) K-:30 mxa OKO;

2) K+:30 mka ITIKGO;

3) OKD: 30 mxa OKD.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAm4ams mMy3sIpbKOB B pacTBOpe AN KalleAb Ha CTEHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKuMoe IIyTeM
2-xpatHOoro  mepeopaumBaHms  [1LIP-mpoOupox ¢  mHocienyrommM — ocaXiaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrUpoBaHEeM.

IlocTraroBKa peakimy aMILAVpUKaII

I. TlomecTuTs MOATOTOBAEHHEIE A5 TposeAenyest [1LIP mpodupky B ammanduxaTop.

II. B cooTBeTcTBIM C MHCTPYKLMEN K IPpUOOPY 3allporpaMMIpPOBaTh aMIIAN(PUKATOP COrAacHo Tabante 2.

Ta6amnia 2. IlapameTpnl aMnanpukanm

o Koa-Bo
lar Temmeparypa, °C Bpems IKAOB
OO0OpaTHas TpaHCKPUIIIVS 55 10 mun 1
Hauaabnas geHaTypans 95 15 Mmun 1
AeHaTypanus 95 5 cex
OTxur 63 10 cex 5
D AOHTaIINST 67 10 cex
AeHaTypanus 95 5 cex
Otxur/leTekums 110 KaHalaM:
FAM/(?reen, HEX/VIC/Yellow ® 10 cex 40
DAOHTaIIVSI 67 10 cex

III. 3amporpamMMmpoBaTh NOAOXKEHNE IIPOONPOK B aMIiandukarope. JomycKaeTcs! BHITOAHATh AaHHBIN ITTar
BO BpeM:l IIpOBeJeHNs aMIIAMPUKaIuM UAU 10 ee OKOHYaHMIO, €CAM BTO II03BOAsET MpOorpaMMHOe oDecIieueHIe
npubopa.

IV. /atp HasBaHMe DKCIIEpMMEHTa I COXPaHMUTh €TO Ha AVicKe (B 9ToM aiile OyAyT aBTOMaTIUIECKU COXPaHEHEI
pe3yabTaThl AaHHOTO BKCIIEPUMEeHTa). 3alyCTUTh aMIIAUpUKaToOp™.

* Aas npubopos «Rotor-Gene» mneped sanycxom evibpamv @yrryuto: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Boinoanumo onmumusauuio npu 1-m waze demexyuu». Jrs 000ux Kanar08 ycmaHoumo napamentpol
«Min Reading/Munum. Cuznar» — 5F1 u «Max Reading/Mawcum. Cuzrar» — 10FL.

AHaau3s pe3yabTaTOB

L. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUMU C MHCTPYKITMEl K IpuOopy.

a) A4 upubopos tuna «Rotor-Gene 3000/6000/Q»*:

— yCTaHOBUTH 3HaueHNe napaMerpa Bsiopocos («NTC threshold/Tlopo: ona») — 10%. ITpu HeoOXoauMOCTH ITOPOT
¢ona mosxer 6bITh U3MeHeH B Anaria3oHe 0 — 30 %**;

— YCTaHOBUTH 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY ITOPOT
MO>KeT OBITh U3MeHeH B agnartazone 0,02 — 0,2**;
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- IIpM HeOOXOAMMOCTM JOIyCKaeTcsl aktmsaums yHKoui «Dynamic  tube/ldunamuu.gon» m  «Slope
Correct/Koppex. Yicaora».

0) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:

— YCTaHOBMTL 3HadeHMe IapameTpa moporosoii anaun («Single Threshold») — 50. Ilpu Heob6xoAMMOCTHI HTOPOT
MO3KeT OBITh M3MEHeH B Amariazode 25 —250%%;

— IIpu HeoOXOAMMOCTU AoITycKaeTcsa aktusauvs GpyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curuve fit».
B) Aas ipu6opoB «AT-96/ATupanm/AT aaiT»*:

— ycraHoBuUTb «MeTtoa» — «[Topozosuiii (Ct)»;

— YCTaHOBUTH 3HadyeHMe IlapaMeTpa noporosoii anHun 10 %, nmoaydennoro aas obpasia ITKO B nocaesnem
nuxae amnandukanun. ITpu HeodbxoAnMocTy IOPOr MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

r) A4 npubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HaUeHMe IapameTpa roporosoil ananm 10 %, rmoaydennoro gas oopasnoa [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI TIOPOT MOXKeT OBITH 3MeHEH B AMana3oHe 5 — 30%*;

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii ananu 10 %, moaydennoro aas oopasua ITIKO B nmocaeanem
nnkAae amnandukanun. ITpu HeodbxoamMocTy mopor Mo>keT OBITh M3MeHeH B gnanasoHe 5 — 30%.**

* B 3a61cUMOCIIU 011 YCMAHOGACHHOTL 6ePCUL NPOZPAMMHO20 00echeter s HA36AHUL KOMAHO MOZYH HECKOALKO OMAUUAMDCSL.

** Heobxodumocmv KOppekmuposku 6o10p0cos 603HUKAL 6 CAYHUAX CUADHBIX KoAOAHUE PAYOpecteHl Ul 6 0mMIeAbHbIX npodax.

II. BetOpats AorapudMuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepeceveHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukauym. ITpu nepecedennu moporosoit
AVIHVM C KPUBOJ aMIIAN(pUKaIIMY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

PesyapraThl aHaAM3a WMHTEPIPETMPYIOTCA Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs] KpPUBOII
¢ ayopecnieHIINM € TOPOrOBOI AMHMET (UTO COOTBETCTBYET HAAMYUIO/OTCYTCTBUIO 3HAYEHISI ITIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIeli rpade B Tabanlle pe3yAbTaToB).

III. Yaocrosepurncss, uwro IILIP-uccaejoBaHmMe BaAMAHO: KOHTPOABHBIE TOYKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HaUYEHUAM, ITPUBEAEHHBIM B Tabautie 3.

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaaVi3a KOHTPOAbBHBIX TOY€K

Konrpoabnas KonTpoanpyemsbii 3unauenne «Ct» mo KkaHaay
TO4YKa 9Tall aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Bxcrpaxunst HK - +/—
K- [P - -
K+ TILIP + +

B caydae HecooTBeTCTBMSI KOHTPO/ABHBIX TOUEK TpeOyeMBIM 3HaueHUsIM HeOOXOAUMO IIPOBeCTU ITOBTOPHOe
1CcCAeA0BaHIe Bcex 0OpasIioB HauMHas co cragum skcrpaxiym AHK.

IV. VaTepnipetnposats peayasraTsl I11]P-anaansa nccaesyeMsx o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOamma 4. InTepnperanys pe3yabTaToB 00pa3iioB

3uagenne «Ct» mo xkaHaay

Pesyasrar obpastia HEX/VIC/Yellow FAM/Green
I[MoaoxureabHBI + +/-
OTpunareabHbI - +
HeBaanaubiii - -

«—» 0DO3HavaeT OTCYTCTBME 3Ha9E€HII «Ct», I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHIIO
«+» 0DO3HaYaeT HaAU4IIe 3HAYEeHVS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I IiepeceKkaeT IIOPOTOBYIO AVHIIO
<<+/—>> 3Hayenue «Ct» AAs1 AQHHOTO KaHaJda He aHaAU3UPYeTCi

PexomeHAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3MpOBaTh 00pasnsl Mo KaHaay BozOyauteas (HEX/VIC/Yellow), 4451 m0A0XUTeABHBIX BBIAATh
3aKAI0UeHUe;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o Kanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAIOYeHNIe;

B) OCTaBIIIMECS OOPa3IIbI ABASIOTC HeBaAMAHBIMIA

B caydae HeBaamaHOTro oOpasija Tpebyercsa mosTopHO Iiposectu IIIIP-mccaesosaHMe COOTBETCTBYIOIIETO
oOpaslia, HauMHasi ¢ 9Tarna skerpakiym HK.
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TPAHCITIOPTMPOBKA M XPAHEHME TECT-CUCTEMBI
TpancriopTupoBKa TecT-CUCTEMBI OCYIIIeCTBAAETC IIpU TeMIlepaType OKpy>KaroIeli cpeAbl, HO He Bhime +37°C
(a0 5 cyTok) man mpu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TPaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBMAX, ODeCHeuuBaIOIINX COXPAHHOCTb, B COOTBETCTBUM C IIpaBMAaMl II€PeBO3KU IPY30B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

IIpu moaydyeHMu pasyKOMILAEKTOBBIBA€TCA B COOTBETCTBMM C YKa3aHHBIMIU TeMIIepaTypHBIMU peXXMMaMU
xpaneHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype ot -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TeCT-CUCTeMBbl ITpu TeMnepatype +2 — +8 °C (a0 30 cytok). Pacxoansiit matepmnaa aas ITHP
XpaHUTCS IPpY KOMHATHOI TeMIIepaType.

ZJoIyckaeTcs: 3aMOpO3Ka/OTTanuBaHye KOMIIOHEHTOB TecT-cicTeMsl 40 10 pas.

Cpoxk roaHoctn Tect-cucteMsl «AptTect BIII' 1,2» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHUA.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMbl

BapmanTbl pemenust mpo0aeMbl

Her curnaaa o xkaHaay
FAM/Green

HexoppexkTHsIii 3a00p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTSH 3ab0p

Hexoppexrtnoe Boigeaenne HK
13 00pas1oB

IIOBTOPUTS BhlgeaeHue HK

Vcrnoab3oBaHue HEIIOAXOASIIIUIX
pacxoAHBIX MaTepyaAoB

UCII0AB30BaTh MpOOUPKU Aas moctaHOoBKU ITIIP,
peKoMeHJOBaHHBIe  (PUPMOII-TIPOM3BOANTEAEM

amrnanduxkaTopa AndOO aAalTUPOBaHHBIE AAS

MCII0AB3yeMOro IIpubdopa

He TIogBepraTth BO3JeNcTBuIo Y ®P-00ayueHMs

OAHOPAa30BbLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHNKMN)

TP narnéuposaHme

pasBectu oOpaser B 5 pas B 9a0upymomeM 6ydepe,
IIOBTOPWTE aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCII0AB30BaTh COPOEHTHBIN MeTo , BhigeaeHrst HK

Het curaaaa B K+

Vcnnoab3oBaHue HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MPOOUPKU A4 moctaHoBKu ITIIP,
peKOMeHJ0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

aMH/H/I(l)I/IKaTOpa Anbo ajaniTpoOBaHHbIE AASL

MCII0Ab3yeMOTo mpubopa

HexkoppexTHoe mnpurorobaeHue
TIIP-cmecn

IpuroToBUTh HOBYIO ITIP-cMmecs

HexkoppexTHble mapameTphl
aMrAnQUKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAMLIeNn 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

MCII0/b30BaTh HAOOPHI, KOTOPBIE XPaHNAVCh B
HaAAeXalllX yCAOBMSIX

Haamume cmrHaaa B
OKD no KaHaay
HEX/VIC/Yellow

Kontamunanst

IMpoBECTU A€KOHTaMIHallIOHHbIE ITPOLIEeAYPbI,
JICIIOABb30BaTh HOBLBIE Ha6opm

1 boaee 1104AHOe OIMICaHE XapaKTepUCTUKHM TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO
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IMIPMAOXEHVE M
METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTO
Tect-cucremsl «AptTect BIII' 1,2»
Komnaexmayus 15

HA3HAYEHME TECT-CMCTEMBbI
Tecr-cucrema «AptTect BIII' 1,2» nnpeanasHadena aas onpegeaenns AHK Bupyca npocroro repreca (BIID) 1
U 2 TUIIOB METOAOM ITOAMMEPa3HOII IIeITHON peaKIINN C JeTeKINell pe3yAbTaTOB B PeXKIMe «peaAbHOTO BpeMeHI»
(TILIP-PB) B aabopatopHoit KamHmMyeckoi npaktuke. Kommaekranus 15 mpesgHazHaueHa AA4s1 KOAMYECTBEHHOTO
onpeAeaeHns Bo3Oyaureas. B cocrap KOMILAeKTalyy BXOAUT PacxXOAHBIN Matepuaa Aast ITLP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect BIII' 1,2» s1BAsIeTCSI BHICOKOYYBCTBUTEABHBIM HaOOpoM Aas BeissBAeHyst AHK: anmur
AeTEeKLINU COCTaBAsIeT 5 TEHOM-YKBIBaA€HTOB Bo30OyAnTeAs B peakunu IT1IP-PB.

/luneiiHEBIN Anana3oH TecT-cucreMsl «ApTtTect BIII' 1,2» 20 — 200 000 000 reHOM-5KBUBaA€HTOB BO30OyANTEAS B
peaxuun ITITP-PB.

Tect-cucrema «AptTect BIII' 1,2» coaep>xut B cBoeM cocrase (pepmeHT ypauna-AHK-rankosnaasy (YAD) n
AYT®, uro nmospoasteT nzdexxkarb KoHTaMuHauuu I11IP-cMecn npogykramu npeamectsyiomux ITHP u noayyenns
0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B Tecr-cucreme «AptTect BIII' 1,2» mcmoan3yercss OBICTPBII M IPOCTOM IIPOTOKOA aMIAMpUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIlecTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAMU30B.

Kommnaekranus tecT-cucreMbl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tabamma 1. Cocras «AptTect BIIT' 1,2»

Komnaexrt gas TP (gacts 1 u3 2)
KomMmmnonenr O0ObeM, He MeHee
1. TILIP-pearent 1,0 ma
2. ITpaiimepsr BIIT 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma
5. BKO 1,0 ma
KomnaekT nmaactuka (qactp 2 u3 2)
Pacxoaurniit matepuaa aas I[P ‘ 1 KOMIIAEKT

Aas srana skerpaxiym AHK 13 obpasma pekomenayercs ucnoab3osanne peareHTos: «ApTtAHK Kannmk»,
«AptHK Marunt», «AptAHK Marant», «AptAHK 2erknit», «AptPHK skcTpakT».

Pesyaprar ammandukanum sk3orenHoro BKO perucrpupyercs Ha kxanHale FAM/Green, pesyabraT
amranduxanyu AHK Bo3Oyaureas perucrpupyercs Ha kanaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpn pabote c TecT-cucTteMoii HeoOXxogumo cobaogats Tekymiue THITA B obGaactu aabGopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeTogudecKye yKa3aHs IIPOU3BOANUTEA.

OBOPYAOBAHMUE I MATEPUAABI
— aMrANQpUKaATOP C A€TEKIIMEN Pe3yAbTaTOB B peXKIIMe «pealbHOIO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPA30Bble HAKOHEYHUKU C PUABTPOM AAsl 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 04HOPAa30BbIe MOAUITPONNIAEHOBEIE 3aKphIBalOIuecs mpooupku oosemom 1,5 — 2,0 ma;
— OIITHYECKN ITpo3padHble Tpodupkn a4s1 I1LIP-PB, agantuposaHHbIe 445 MCIIOAB3YEMOTO aMIIANPUKATOPa;
— IITaTVUBH A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3mAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBIV XalaT U O4HOPa30Bble ITepUYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTku pabodero mecra.
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IIPOBEAEHVE AHAAU3A

Brigeaenne AHK ns xamHmaeckoro marepnuada mpoussoautcs copmectHo ¢ BKO (10 Mxa Ha BelgeaeHUe) B
COOTBEeTCTBUY C MHCTPYKIMel GpUPMBI-U3IOTOBUTeAs peareHToB A4: ounctky HK.

IToaroroska ITIIP-cmecu

0. PaaMopo3uTh Bce peareHTsI (IIpM HEOOXOAUMOCTH), IIepeMellaTh IIepeBePHYB IIPOOUPKI HECKOABKO pa3 (1MAn
IlepeMeIlIBaHeM Ha BOPTeKce B TedyeHMe 2-4 CeKyH4) UM COpPOCHMTH KallAM C IIOMOIIBIO KpPaTKOBPEMEHHOTO
LeHTpUPyTUPOBAHUS.

I. B xa>kay10 ITOCTaHOBKY aMIIAM(pVKaLINY IIOMIMO MCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasia: orpunareasHeri KouTpoas [ILP (K-), moaoxmnreasnsiit koutpoas TP (K+), oTpuijaTeAbHBINI KOHTPOAD
skcrpakum (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Mactep Mukc»:
10*(N+1) mxa ITITP-pearenTa + 10*(N+1) MKa mpaviMepoB
I'ze N — o011ee KoAM9IeCTBO peakLINii aMIIANPUKALINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememats «MacTtep Mukc» myTeM 5-Ti KpaTHOTO ITepeBOpadMBaHIs IPOOUPKY (MAY IIepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPeMEHHBIM IIeHTpu(yruposaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKHU
Aas nposegenns TTLIP.

II. crioap3yst HAKOHEYHNK € PUABTPOM B IIOATOTOBAE€HHBIE TPOOMPKM A406aBuTh 110 10 MK BbIgeaenHon AHK
uccAeayeMbIX 0OpasIioB.

III. BHecTy KOHTpOABHBIE OOPa3IIbI:

1) K-:10 mxa OKO;

2) K+:10 mxa ITIKG;

3) OKDB: 10 mxa OKB;

I'epMeTnaHO 3aKpBHITH HPOOUPKY KPHIIIKaMU. B caydae HaAmams my3sIpbKOB B pacTBOpe 1AM KalleAb Ha CTeHKax
IPOOMPOK — YAaAUTH KPaTKOBPeMeHHEIM LIeHTpuQyTrupoBaHneM. PekoMeHIyeTcs IlepeMeliaTh CoIepKMoe Iy TeM

2-xpaTHOoro  mepeopaumBaHms  [1lIP-mpoOupox ¢  mocmenyrommM — ocaXiaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrupoBaHeM.

IlocTraroBKa peakimy aMILAVpUKaII
I. ITomecTuTh HOATOTOBAEHHBIE A5 TpoBeeHus IILIP mpobupku B ammandukarop.
II. B cooTBeTcTBMM C MHCTPYKIMEN K IpMUOOPY 3allporpaMMIpOBaTh aMIIAM(UKaTOp COrAacHO Tadamie 2.

Ta0anma 2. ITapameTpnl amnanduxaym®

o Koa-Bo
lar Temmeparypa, °C Bpemst IKAOB
Hagaabnas aenarypanmys 95 15 muu 1
AeHaTypanus 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
AeHaTypanus 95 5 cex
Orxur/ leTeKkims 1o KaHaaMm:
FAM/Green, HEX/VIC/Yellow 63 10 cex 40
DAOHTaISI 67 10 cex

* Aonycxaemcs dodasaerue waza 55 °C, 10 Mumn 6 naware npomokord AMNIAUGUKAL UL OASL COGMECTIHDLX NOCMAHO60K C HADOpAMU,
mMpedy1ou UMY IMAn pesepmuposanus.

III. 3amporpaMMMpoBaTh IIOA0KEHNE IPOOMPOK B aMIIAnduKaTope. JoIyckaeTcs BHITOAHATD AaHHBII II1aT BO
BpeMs IIpOBeAeHMsI aMIAN(PUKaINM MAM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIpOorpaMMHOe oOecIledeHie
npubopa.

IV. Jats Ha3BaHIe BKCIIEPMMEHTY U COXPaHUTh €T0 Ha AMCKe (B 9ToM ¢aiile OyayT aBTOMaTUIeCKM COXpaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3aIlyCTUTh aMIIAupUKaTop”.

* Aas npubopos «Rotor-Gene» mneped sanycxom evibpamv @yrwyuto: «Perform Calibration Before 15t  Acquisition/Perform
Optimization Before 15t Acquisition/Boimoanumo onmumusayuto npu 1-m waze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMD NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.

Anaau3s pe3yabTaTOB

L. Ilepea Havaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUMU C MHCTPYKITUEN K IpHOopy.

a) aas npubopos Tuna «Rotor-Gene 3000/6000/Q»*:

— yCTaHOBUTH 3HaueHMe rapameTpa BLIopocos («NTC threshold/ITopoz Pora») — 10%. ITpu HeobxoaumMocTy Topor
2
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¢ona moxxet ObITH M3MeHeH B AnanazoHe 0 — 30 %**;

— YCTAHOBUTb 3HaueHe IapamMeTpa rnoporosoit aunuu («Threshold/ITopoz») — 0,02. TIpu HeOGXOAMMOCTHU IIOPOT
MOKeT OBITh M3MeHeH B anarasone 0,02 — 0,2**;

— Ipu HeOOXOAMMOCTM JONycCKaeTcsl aktusanus QyHkouii «Dynamic  tube/dunamuy.on» m  «Slope
Correct/Koppex. Yicaora».

0) aas mpubopos «Bio-Rad CFX96/Opus/Connect»*:

— YCTaHOBMTD 3Ha4yeHUe ITapaMeTpa noporosoit auanm («Single Threshold») — 50. ITpu HeoOXxoauMoCTH TTOpOT

MO3KeT OBITh M3MEeHeH B Amariazode 25 —250%%;

— Opu HEOOXOAMMOCTM JOITycKaeTcst aktmpanust GyHKumit «Apply Fluorescence Drift Correction» n «Baseline
Subtracted Curve fit».

B) 245 ipubopos «AT-96/ATupaiim/AT aaiT»*:

— ycraHoBuUTh «MeTtoa» — «[Topozosuiii (Ct)»;

— YCTaHOBUTH 3HadeHMe IapameTpa moporosoii anaum 10 %, noaydennoro aaa odpasua ITKO B mocaeanem
nnxae amnandukanun. ITpu HeodbxoamMocTy IOpOr MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

r) A4 npubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTDH 3HaueHUe IapamMeTpa noporosoit auaun 10 %, moayuennoro aas odpasia I1TKO B mocaegnem

nykae amrandukanun. Ipy Heo6XxoauMOCTI TOPOT MOXKET OBITh U3MEHeH B AnarasoHe 5 — 30%™%;

A) AAS OCTaAbHBIX aMIIAM(PUKATOPOB OTKPLITOTO THUIIA:

— YCTaHOBUTH 3HadeHMe IMapameTpa moporosoii anaum 10 %, noaydennoro Aaa obpasua ITKO B mocaeanem
nnkAae amnandukanun. ITpu HeodbxoamMocTy mopor Mo>keT OBITh M3MeHeH B AnanasoHe 5 — 30%.**

* B 3a8ucumocmu om yCTTlﬂHOGJ\EHHOﬁ éepcu npozpammHozo obecneveHusl HA36aAHUSL KOMAHO MOZYm HECKOALKO OMAUHAITLCA.

** Heobxodumocmbv KOppexmuposKu 6o10p0cos 603HUKALT 6 CAYUAAX CUADHBIX KOAeOAHUTI PAyopecteHy UL 6 0MIeAbHVIX NPoOax.

II. Betbpats aAorapudpMmuUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAMPOBATDL
IlepeceveHle IIOPOTOBOI AMHUY B AMHETIHOI 4acTy pocTa KpuBoy amnandukanyum. I1pu nepeceyennn moporosoit
AVHNY C KPUBOJ aMIIAM(UKaLINY He B AMHEHOM yJacTKe — IepeMeCTUTD ee BPYYHYIO 40 HeOOXOAVMOIO YPOBHSL.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HAAWYUA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIL AVHMEN (YTO COOTBETCTBYET HAAMIMIO/OTCYTCTBUIO 3HAYEHNS IIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIIeli rpade B Tabanlle pe3yAbTaToB).

IIL. Yaocroseputncsa, uyro IILIP-uccaegoBanme BaAuMAHO: KOHTPOABHBIE TOUKM — aHAAM3a  AOAYKHBI
COOTBETCTBOBATh 3HaUYEHUM, IIPUBEAEHHBIM B TabAutie 3.

TaOanma 3. OneHKa pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOYEK

KonTpoabnast Kourpoanpyembii 3unagenne «Ct» mo xkanaay
TOYKa 9Tam aHaam3a HEX/VIC/Yellow FAM/Green
OKD Okerpaxunst AHK - +
K- TP - -
K+ [P + +

B caydae HecooTBeTCTBMs KOHTPOJABHBIX TOUYeK TpeOyeMBIM 3HaueHIAM HeOOXOAVMO IIPOBECTH ITOBTOPHOE
1CcCAe0BaHINe Bcex 0OpasIioB HauMHas co cragum skcerpaxiym AHK.

IV. VaTepnipetnposats peayasraTsl 1111 P-anaansa nccaesyeMsx o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOanma 4. InTepnperanus pe3yabTaToB O0pa3iioB

3unauenne «Ct» mo KkaHaay

PesyabTaT 0Opasia HEX/VIC/Yellow FAM/Green
IMoaoxnTeAbHBI + -
OTpuriaTeabHbIV - *
HeBaanaubii - —

«—» 0DO3HavaeT OTCYTCTBME 3Ha9€HMI «Ct», I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHNIO
«+» 0DO3HaYaeT HaAn4e 3HaYEeHVS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I IiepeceKaeT IIOPOTrOBYIO AVIHNIO
<<+/—>> 3HauyeHmue «Ct» AAs1 AAHHOTO KaHaJda He aHaAM3UPYeTCi

PexomeHAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IIpoaHaAn3MpoBaTh 0O6pasLsl 110 kaHaay Bo30yaureas (HEX/VIC/Yellow), 445 110AOKUTEABHBIX IIPOBECTY
KOAMYEeCTBeHHBI y4yeT, Bb4aTh 3aKAIOYeHIe;

0) mpoaHaaM3MpoOBaTh oOcTapmmecs: oOpasnsl 1o Kadaly BKO (FAM/Green), Aas BaAMAHBIX BBIAATD
3aKAIO4YeHIe;

B) OCTaBIIIMeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMI.

B cayuae HeBaamgHOro oOpasma TpeOyerca mosTopHO Iposectu IIIIP-mccaesoBaHMe COOTBETCTBYIOIIETO
obpaslta, HauMHasi ¢ 3Tana sKkcrpakuuy HK.
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KoandecTBeHHBIVI aHAAM3 Pe3yAbTaTOB

ITpn xoamyectsenHoM onpedeaernu Bosdyanreas [TIKO ncroapsyercs B KauecTse cTaHAapTa KOHIIEHTPAIIUN
Bo30yauteas. PesyapraTsl BKO ncroassyiores 4as paciéra nompasouHoro kosdppuiinenta sgpdexrusaoctu [P u
BaAMAHOCTU OOPa3Ii0B 4451 KOAMYECTBEHHOIO aHaAM3a.

KoandecTBeHHDIN yyeT KOHLIEHTpaLUY BO30yAUTeAs IIPOU3BOAUTCA B aBTOMATIUECKOM Pe>XKIMe C IIOMOIIIBIO
IIpOrpaMMHOIO OOecIieuyeHns, IpesoCTaBAeHHOTO (UPMOI-M3rOTOBUTEAEM TeCT-CUCTEMBI, pa3pabOTaHHOIO Ha
ocHose 11O Microsoft Excel. Aas pacuera HeoOxoAMMO BBecTH OOIMe AaHHbIE 00 DKCIIePUMEHTE, a TakKe 3HauYeHNs
Ct 4451 KOHTPOABHBIX U UCCAEAyeMBIX OOPa3IoB 110 000MM KaHalaM.

TPAHCITOPTUPOBKA U XPAHEHUE TECT-CMCTEMBI

TpaHCIIOpTHPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMIIepaType OKpY>KaloIIell cpeabl, HO He Boimre +37°C
(a0 5 cyrok) man npu temneparype +2 — +8 °C (g0 30 cyTok). JomyckaeTcs TpaHCIOPTHPOBKa AIOOBIM BUAOM
TpaHCIIOPTa B YCAOBM:X, OOecreuMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IHpaBMAaMU IIePeBO3KU TIPY3O0B,
AeVICTBYIOIIMMM Ha AaHHOM Bl/e TPaHCIIopTa.

IIpu moaydyeHMu pa3yKOMILAEKTOBBIBA€TCA B COOTBETCTBMM C YKa3aHHBIMIU TeMIIepaTypHBIMU peXXMMaMU
xpaneHms. I1LIP gacTh TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype ot -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TeCT-CUCTeMBbl ITpu TeMnepatype +2 — +8 °C (a0 30 cytok). Pacxoansiit matepmnaa aas ITHP
XpaHUTCs TpY KOMHATHOM TeMIlepaType.

Joryckaercst 3aMOpO3Ka/OTTarBaHIe KOMIIOHEHTOB TecT-crucTeMsl 40 10 pas.

Cpok rognoctu tect-cucremsl «AptTect BIII 1,2» — 12 Mecsi11eB ¢ AaThI M3TOTOBAEHMS.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE I METOABI X YCTPAHEHW ST

IIpoGaema Bosmoxnas npnyanHa BapmaHTbI penteHNst Ipo6aeMbl
Ipo0aeMBbl

Her curnaaamo xkanaay | HexoppekrtHoe Bpigeaenue HK IOBTOPUTS BhlgeaeHue HK
FAM/Green 113 00pas31oB

Vcroab30BaHMe HETTOAXOAAIINX | MCIIOAB30BaTh MPOOUPKU Aas moctaHOBKU [1LIP,
PacXoAHBIX MaTepual0B peKoMeHJ0BaHHbIE  PUPMON-TIPOU3BOAUTEAEM
amrnanduxkaTopa AndOO aAalTUPOBaHHBIE AAS
MCII0AB3yeMOro IIpubdopa

He TIIogBepraTth BO3JeNCTBUIO Y P-00ayueHM:
OAHOPa30BLIN I1AaCTUKOBBIN pacxoAHbIN
MaTepuaa (IIpoOMpPKY, HAKOHEYHIKN)

TP arnéuposaHme pasBecty obpasel] B 5 pas B da10upyIolemM oydepe,
IIOBTOPUTD aHAAU3

MCII0/b30BaTh HOBBII 0Opasel] MaTepuasia

UCII0AB30BaTh COPOEHTHBIN MeTo , BhigeaeHst HK

Het curnaaa B K+ Vcroab3oBaHme HEITOAXOASIIMX | UCIIOAB30BaTh MpoOUpPKU Aas moctaHoBKu TTLIP,
pacXxo4HBIX MaTep1al0B peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM
amriandukaropa AnbO asalTUPOBAHHBIE AAS
MCII0Ab3yeMOTO mpubopa

HexoppekTHOe mpuUroTOoBA€HME | HPUrOTOBUTH HOBYIO ITIIP-cMmech

TIIP-cmecn
HexoppekTHble mapamMeTpsl YCTaHOBUTH ITapaMeTPhl aMIIAN(PUKaLINY B
aMIIApUKaLI COOTBETCTBUMU C TabauIei 2
HexkoppekTtHble ycaoBus UCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHUANCE B
XpaHeHUsT HAOOPOB HajJe>KallluX YCAOBIIIX
Haauwunme curmaaza B K- | Konrammuamnms IIpOBeCTU AeKOHTaMMHAI[MOHHLIE IIPOLIe Ay PHI;
o kanaaam FAM/Green UCII0/b30BaTh HOBBIE HAOOPEI

n/manm HEX/VIC/Yellow

Haamame curHaaa B
OKD 1o KaHaay
HEX/VIC/Yellow

1 boaee 1oAHOe oricaHe XapaKTepUCTUK TeCT-CICTEMBI ITPpeACTaBA€HO B MHCTPYKLINM ITO ITPVMIMEHEHNIO
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INPUAOXEHUE H

METOAMYECKWE YKA3AHNSI 110 IIPUMEHEHMIO
Tect-cucremsl «AptTect BIII' 1,2»
Komnaexmayus 16

HA3HAYEHME TECT-CMCTEMBI

Tecr-cucrema «AptTecr BIII' 1,2» npeanasHaueHa Aas1 onpedeaenua AHK supyca mpocroro repmeca (BITI) 1
U 2 TUIIOB METO/AOM ITOAMMePa3HO LIeIHOM peaKIInu C AeTeKIMell pe3yAbTaToOB B peXXKMMe «peaabHOTro BpeMeHI»
(TILP-PB) B  aabopaTopHOi  KAMHMYECKON — mpaktuke. Kommaexrammst 16  mpeaHasHaueHa — A4S
AnddepeHIINPOBAHHOTIO OIpejeleHns Bo30yAuTeAs. B cocTap KOMILIeKTanuy BXOAUT PacXOAHBI MaTrepuad AAsl
TILIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect BIII 1,2» s1BAsIeTCST BBICOKOYYBCTBUTEABHBIM HaOOpoM A4 BbisiBAeHus AHK: anmunr
AEeTeKIIUMU COCTaBAsIeT 5 TeHOM-DKBUBAA€HTOB BO30yAuTeAs B peaknuu [T1P-PB.

Tect-cucrema «AptTect BIII' 1,2» coaep>xut B cBoeM coctase (pepmeHT ypauma-AHK-rankosnaasy (YAD) n
AYT®, uro nosBoaser nsdexxaTs KoHTaMuHarym I1LIP-cmecn mpoaykramn npegmectsyiomux TP u noaydenns
ZAO>KHOITOAOXKUTEABHBIX Pe3yAbTaTOB.

B recr-cucreme «AptTect BII' 1,2» mcroan3yercs OBICTPBII M IIPOCTON IIPOTOKOA aMIIAM(PUKaLINY,
UAEHTUYHBIN IPOTOKOAaM TecT-cucTeM cepunt «ApTTecT», UTO CyllleCTBEHHO IOBBIIIaeT IIOTOYHOCTh 1a00PaTOPHBIX
AHAAU30B.

Kommnaekranus tecT-crucreMsl paccuntana Ha niposedenne 100 peaxinii (tabania 1).

Ta6anna 1. Cocras «AptTect BIII 1,2»

Komnaexr aas TP (gacts 1 13 2)

Komrmonenr O0beM, He MeHee
1. TIIIP-pearent 1,0 ma
2. Ilpaiimepnr BIIT 1,0 Mma
3. TIKO 0,5 ma
4. OKO 1,0 ma

KommizexT naacruka (dacts 2 us 2)

Pacxoanbiit matepuaa gas INLP | 1 KOMILAEKT

Aas srana skerpaxkiym AHK ns obpasma pekoMmeHayertcs mcnoab3osanue peareHTos: «ApTtAHK Kanmmk»,
«ApTtHK Marunt», «AptAHK Marunt», «AptAHK aerkuit», « ApTPHK skcrpaxT».

PesyapraT amnandukaiuy SHAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha KaHale FAM/Green,
pesyaprar amnanduxanumu AHK Bosbyaureas permcrpupyercs Ha Kanaaax: HEX/VIC/Yellow aas BIII 1,
ROX/Orange aas BIII 2.

MEPLI ITPEAOCTOPOKHOCTH
IIpun pabote c TecT-cucTteMoli HeobOXxogumo cobaoaats Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToguvecKye yKa3aHIs IIPOU3BOANUTEA.

OBOPYAOBAHUE I MATEPUAABI
— aMIANQPUKaATOp C AeTeKIMell pe3yAbTaTOB B peXKIMe «pealbHOTO BpeMeH!»;
— ITIIP-60kc;
— LeHTpuUdyTra/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPA30Bble HAKOHEYHUKU C PUABTPOM AAs 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 04HOPa30BbIe MOAUITPONNAEHOBEIE 3aKphIBalOIuecs mpooupku oosemom 1,5 — 2,0 ma;
— OITHYECKN ITpo3pauHble Tpodupku a4s1 I1LIP-PB, agantuposanHbIe 445 MCIIOAB3YEMOTO aMIIANPUKATOPa;
— IITaTUBHI 4451 IPOOMPOK 1 HAKOHEUHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3muAbHOI Kamepoii oT -24°C a0 -16°C;
— OTJeABHBII XaAaT U OAHOPa30Bble IepJyaTKI;
— eMKOCTbh 4451 cOpoca HaKOHEYHIIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

INPOBEAEHVE AHA/IU3A
Brigeaenne AHK 3 kaAmHM4eckoro martepmasda IPOU3BOAUTCS B COOTBETCTBUIU C MHCTPYKIVeEN (pupMbI

UBrOTOBUTEAsl peareHToB Aas ouncTky AHK.
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IMoaroroska ITIIP-cmecu

0. Pasmopo3uTh Bce peareHTH (IIpy HEOOXOAMMOCTHM), IlepeMelliaTh IepeBepHyB IIPOOMPKI HEeCKOAbKO pa3
(MaAM TIepeMeIlInBaHMEM Ha BOPTEKCe B TedeHUMU 2—4 CeKyHA) U COPOCUTH KaIlAu € TTOMOIIBIO KPaTKOBPEMEeHHOIO
LIeHTPUPYTUPOBAHISL.

L. B Ka>k4y10 IOCTaHOBKY aMILAM(pUKAIIUN IIOMUMO McCAeAyeMBIX OOpa3IioB 40AKHBI BXOAUTE 3 KOHTPOABHBIX
obpasma: orpurateapHslit KoHTpoasb TP (K-), moaosxxureasnsrit koutpoas ILIP (K+), oTpuiiateapHslit KOHTPOAD
skcrpaxkuyy (OKD).

B npo6upke o6semoM 1,5 — 2 Ma npurorosuts «Mactep Muke»:

10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB
I'ae N — oO111ee K0AMYeCTBO peakInii aMIANPUKalU C yI€TOM KOHTPOABHBIX 00pa3IioB.

ITepemermats «Macrep Mukc» myteMm 5-T1 KpaTHOTO IlepeBopadrBaHIsI IPOOUPKY (AU IIepeMeIlBaHyeM Ha
BOpPTeKCe B TeueHUM 2—4 CeKyHJ), 0CaAUTh KpaTKOBpEMEHHBIM LIeHTpU(yTUpoBaHyeM U BHeCTH 110 20 MKA B TpOOVPKHU
Aas niposeaenns TTLP.

II. Vcrioap3yst HAKOHEYHNK C PUABTPOM B IIOATOTOB/AEHHBIE ITPOOUpPKU A400aBuTh 110 10 Mxa BeigeaenHon AHK
mccaesyeMBIX 0OpasIioB.

II1. BHecTr KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mxa IIKG;

3) OKD®: 10 mxa OKD.

I'epmeTnyHO 3aKpbITh MPOOMPKY KPHIIIIKaMU. B caydae HaAmums My3pIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
HpOOMPOK — YAaAUTh KPaTKOBPEMEHHBIM LIeHTpUPyTrupoBaHyeM. PekoMeHyeTcs IlepeMelIaTh COIepXMoe Iy TeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyMOIMMM  OCKAEHMEeM  KpaTKOBPeMEeHHBIM
LHeHTPpUPYTMpOBaHVIEM.

IlocTaroBKa peakimy aMILAV(pUKaIIA
I. TTomecTuts mogroroBaenHsle Aas mposegenns [P mpobupku B ammnanduxaTop.
II. B cooTBeTCcTBMM C MHCTPYKITHel K IpUOOpPY 3allporpaMMUpPOBaTh aMIIAM(UKATOP COTAacHO Tabanie 2.

Tabamna 2. IlapameTpnl amnandpukamym®

o Koa-Bo
Ilar Temneparypa, °C Bpems IKA0B
Hauvaabnas ageHatypans 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OTxur 63 10 cex 5
D AOHTaAIINST 67 10 cex
JeHaTypapst 95 5 cex
OTxur/ AeTekys 1o KaHaAaMm:
FAM/Green, HEX/VIC/Yellow, ROX/Orange 63 10 cex 40
D AOHTaAIINST 67 10 cex

* Aonycraemcs dooasrenue waza 55 °C, 10 Mun 6 HA4are Npomoxord AMNIAUPUKAY UYL OASL COEMECTTHBIX NOCMAHO60K ¢ HAOOpAMU,
mpedyouyUMY IMAnN PecepmuposaHis.

III. 3amporpaMMupoBaTh MOAOXKEHIEe TPOOUPOK B amIaAnpukarope. JomnycKaeTcs BHIIOAHATh JaHHBII II1ar
BO BpeMs IIpOBeAeHIsI aMIIANPUKAIIUMM AU IO ee OKOHYaHUIO, eCAM DTO II03BOAAeT IporpaMMHOe oOecIiedeHIe
npubopa.

IV. JaTp HasBaHMe DKCIIEpVIMEHTA M COXPaHUTH €T0 Ha AVICKe (B TOM aiiae 6yAyT aBTOMaTUIeCKN COXpaHEeHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop™.

* Aaa npubopos «Rotor-Gene» mneped sanycxom evibpamv Pynkuyuto: «Perform Calibration Before 1st Acquisition/Perform
Optimization Before 1st Acquisition/Buinoanumo onmumusayuto npu 1-m waze demexyuu». Jas 000ux KAHAAOE YCHAHOSUMb NAPAMEMPoL
«Min Reading/Munum. Cuznar» —5F1 u «Max Reading/Maxcum. Cuznar» — 10FL.

AHaau3 pe3yabTaToB
I. Tlepes Hauaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKI B COOTBETCTBUI C MHCTPYKITUEN K IpUOOpy.
a) A4 upubopos tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Bu10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeoGXoauMocTy mopor

¢ona moxxet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;
— YCTaHOBUTD 3HaueHe napaMerpa roporosoit Avauu (« Threshold/ITopoz») — 0,02. [Tpu HeoGxo4MMOCTH ITOPOT

MOKeT ObITh M3MeHeH B aAnarasone 0,02 — 0,2*%;

Peructpamua MH 8 Pocagpasramsope 2

www.nevacert.ru | info@nevacert.ru



TY BY 192743351.010-2019 nam. 2

— IHOpu HeoOXOAUMOCTU AOIycKaeTcs akTtuparus ¢QyHKUunin «Dynamic  tube/unamuu.gon» wn  «Slope
Correct/Koppex. Yicaora».

0) aas mpubopos «Bio-Rad CFX96/Opus/Connect»*:

— YCTaHOBUTD 3HaYeHMe IapaMeTpa Ioporosoii AnHuu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TOpOT
MOKeT OBITh M3MEHEH B Amaria3oHe 25 —250%%;

— HIpu HeoOXOAMMOCTU AOIycCKaeTcs akTusauvst yHKumin «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».
B) 444 nupnubopos «AT-96/ATupaim/ATaaiT»*:

— yCTaHOBUTH «MeToa» — «[Topozosviil (Ct)»;

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anann 10 %, nmoaydennoro Aas odopasua I[TKO B mocaeanem
nnkae amnandukanun. ITpu HeobxoamMocT Iopor Mo>keT ObITh M3MEHeH B gnanasoHe 5 — 30%.**

r) aas ipubopos tTuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HadyeHMe IapameTpa roporosoii ananm 10 %, moayuennoro gas obopasua [IKO B mocaegnem
nnxae amnanduxanun. ITpu HeoGxoAMMOCT IOPOT MOXKeT ObITh U3MeHeH B guanasoHe 5 — 30%*;
4) A5 OCTaAbHBIX aMIIAMPUKATOPOB OTKPLITOTO THUIIA:

— YCTaHOBUTH 3HaveHMe IapaMeTpa noporosoit Anann 10 %, noaydennoro Aas obpasua I[TKO B nocaeanem
nkae amnandukanum. IIpu HeodxoauMoOCTH IIOPOr MOXKeT OBITh M3MEHEeH B guariazoHe 5 — 30%.
IT @ 6 5—30%.**
* B 3asucumocmuy om YcmaHosAeHHOLL 6epCull NpozpamMMHoz0 obecnewet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.
** Heobxodumocmbv KOppexmuposKu 6o10p0cos 603HUKALT 6 CAYUAAX CUADHBIX KOAeOAHUTI PAyopecteHy UL 6 0mIeAbHLIX NPoOax.

II. Betbpats aorapmdpMmuecKyio IIKaly AAsl OTpa’keH!sd pe3yAbTaToB M BU3YalbHO IPOKOHTPOAMPOBATDL
IlepecedeHlte TIOPOTOBON AVHUN B AVHEHO YacTu pocTa Kpusoli amnandukanun. [Tpu nepecedeHnn moporosoit
AVHNY C KpUBOJ aMIIAM(UKaLINY He B AMHEHOM yJacTKe — [IepeMeCTUTD ee BPYYHYIO 40 HeOOXOAVMOTIO YPOBHSL.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HaAWYUA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIT AVHMEN (4TO COOTBETCTBYET HaAUYMIO/OTCYTCTBUIO 3HAYEHNS IIOpOrosoro nukaa «Ct»
B COOTBETCTBYIOIIel rpadpe B TaDANIIe Pe3yAbTaTOB).

IIL. Yaocrosepurncsa, uyro IILIP-uccaegoBanme BaAuMAHO: KOHTPOABHBIE — TOYKU

aHaAm3a AOA>KHBI

COOTBETCTBOBATh 3HAUEHISIM, IIPUBEAEHHBIM B TabAuIe 3.

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaaVi3a KOHTPOABHBIX TOY€K

Kourpoasnas KonTpoanpyembui Suadenue «Cb> 10 kanany
TOYKa ITarr aHaam3a HEX/VIC/Yellow, FAM/Green
ROX/Orange
OKD Okerpaxuyst AHK - +/—-
K- TILIP - -
K+ TILIP + +

B cly4ae HECOOTBETCTBMSI KOHTPOABHBIX TOYEK Tpe6yeMI)IM 3HaYEeHIMAM HEO6XO,Z|,I/IMO IIpOBECTII IIOBTOpPHOE

MccAe0BaHNe BceX 00pa3IioB HauMHasI co cragum skerpakuuu AHK.

IV. VaTepnipetnposats peayasraTsl I11]P-anaansa nccaesyeMsx o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOanma 4. InTepnperanus pe3yabTaToB 00pa3iioB

Pesyaprar oGpasia 3naugenne «Ct» 110 KaHaay
HEX/VIC/Yellow ROX/Orange FAM/Green
Iloaoxnreapnsui BIIT 1 + +/— +/—
IToaoxnreapuni BIIT 2 +/- + +/—
OTpuriaTeabHbIV - - +
HeBaanaubiit - - _

«—» 0DO3HavaeT OTCYTCTBME 3Ha9E€HMI <<Ct>>, I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHIIO

«+» oDo3HavaeT Haamuue 3HadeHust «Ct», rpadpuk amnanduKkanuy rnepecekaer IOPOroBYIO AUHAIO

<<+/—>> 3Hayenue «Ct» AA5 AAHHOTO KaHaJda He aHaAM3UPYeTCi

PexomeHAyeMBIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAU3MpOBaTh OOpasnsl 1o KaHaaaMm BosOyauteas (HEX/VIC/Yellow u ROX/Orange), aas
[IOAOXKUTEALHBIX BBIAATh 3aKAIOUEHIIE;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o kKanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD

3aKAO4YeHune,

B) OCTaBIINeCsa O6pa3LILI ABASAIOTCA HEBAAVIAHBIMIL.

B caydae HeBaamaHOro obOpasmna Tpebyercs mosTopHO mposectu IIIIP-miccaeaoBaHMe COOTBETCTBYIOIIETO
obpaslita, HauMHasi ¢ 3Tana sKkcrpakuyy HK.
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TPAHCITIOPTNPOBKA U XPAHEHME TECT-CMCTEMBbI

TpaHCIIOpTPOBKa TECT-CUCTEMBI OCYIIIeCTBASIETCS IIPU TeMIlepaType OKpy>KaloIIell cpeabl, HO He Beimre +37°C

(a0 5 cyrok) man npu temneparype +2 — +8 °C (g0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BUAOM

TpaHCIIOpTa B YCAOBM:AX, OOeCIeuMBaIOIIVX COXPAaHHOCTb, B COOTBETCTBMM C IIpaBMAaMM IIePeBO3KM IPY3O0B,

Aef/]CTByIOH.U/IMI/I Ha A4aHHOM Bl/€ TpaHCIIOpTa.

Ilpu moaydyeHmu pasyKOMILAEKTOBLIBAETCA B COOTBETCTBMM C YKa3aHHBIMMU TeMIIepaTypPHBIMU PeXXMMaMU

xpaHenns. I1LIP gacTe TecT-cucTeMBl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAS! IpuU TeMIepartype ot -24 °C go -16 °C,

AOITyCKaeTcsl XpaHeHNe TeCT-CUCTeMBl IIpy Temnepatype +2 — +8 °C (a0 30 cytok). Pacxoansrit matepnaa aas TP

XpaHUTCI IIpU KOMHaTHO TeMIIeparype.

Joryckaercst 3aMOpO3Ka/oTTarBaHIe KOMIIOHEHTOB TecT-crucreMsl 40 10 pas.

Cpoxk rognocrtu tect-cucremsl «AptTect BIII 1,2» — 12 Mecsi11eB ¢ AaThl M3TOTOBAEHMS.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMmokHasa nmpuunHa
po0aeMbl

BapmaHTbI pentennst mpo0aeMbl

Het curnaaa o kanaay
FAM/Green

HexoppekTHBIit 3a60p
611010TI9eCKOTO
Marepuaja

IIOBTOPUTH 3a00p

HexkoppexkTHoe BblgeaeHNe
HK u3 o6pasos

IIOBTOPUTS BhlgeaeHue HK

Vcnoar3oBanne
HETIOAXOASIIIVIX PAaCXOAHBIX
MaTepralos

UCII0AB30BaTh IpOOUpPKU 4451 moctaHOBKU [1LIP,
peKoMeHJOBaHHBIe  (PUPMOI-TIPOM3BOANTEAEM
amrnanduxkatopa AndOO aAaNTUPOBaHHBIE AAS

JICII0/b3yeMOTO mpubopa

He TIIogBepraTh BO3JeNCTBUIO Y P-00ayueHMs

OAHOPa30BLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

pasBecty o6pasel] B 5 pas B da10upyIoliiemM Oydepe,
IIOBTOPUTH aHAAU3

MCII0/b30BaTh HOBBII 0Opasel] MaTtepuasia

UCII0AB30BaTh COPOEHTHBIN MeTo , BhigeaeHrst HK

Het curaaaa B K+

Ncnmoar3oBanne
HETIOAXOASIIIVIX PAaCXOAHBIX

UCII0AB30BaTh NpoOUpPKU 445 moctaHoBku TILIP,

peKoMeHAOBaHHbIE (bMpMOﬁ-HpOI/ISBOAI/ITeAeM

MaTepraloB amriandukatropa AnbO asalTUPOBAHHBIE AAS
UCII0Ab3yeMoTo npudopa

HexoppexTtHoe npuroTosuTh HOBYIO ITIP-cMmech

npurorosaenue ILIP-

cMecu

Hexoppekrhsie YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B

IapaMeTpel COOTBETCTBUM C TaDAUIIEN 2

aMIAnQpUKaImn

HekoppekTHsle ycA0BI
XpaHeHIs1 HaOOpOB

UCII0/b30BaTh HAOOPEI, KOTOPBIE XPaHUANCE B
HajAe>KallluX YCAOBIIX

KaHajaM
ROX/Orange

Haamume curamaaa B OKD mo
HEX/VIC/Yellow,

Konramunars

IIpoOBeCTU A€KOHTaMIMHallIOHHbIE ITPOLIEeAYPbI,
JICIIOAb30BaTh HOBLIE Ha60pr

! boaee 11oAHOe orMIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIINU I10 IIPMMEHEHIIO
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