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VMHCTPYKU WA 110 IIPMMEHEHINIO
Tect-cucremsl «AptTect Tpnxomonaga»

HA3HAYEHME TECT-CUCTEMBEI
Tecr-cucrema «AptTectr TpuxomoHaga» HpegHasHadyeHa AAs OIpeJeleHNsl TeHeTHMYecKoro MaTepuada
Trichomonas vaginalis METOA0M IIOAMMEPa3HON IIeITHON peaKIINN C AeTeKI[Uell pe3yAbTaTOB B PeXXIMe «peaabHOro
BpeMeHn» (I1LIP-PB) B 2abopaTopHOI KAMHIYECKO ITpaKTUKe.

XAPAKTEPUCTUKA TECT-CUCTEMBI

Tecr-cucrema «AptTect TpuxomoHnaga» sBASETCS BBICOKOUYBCTBUTEABHBIM HAaOOPOM A4Sl BBISIBAEHI
HyKAenHOoBbIX KucaoT (HK). AuMmut getexunm cocrapasiet 5 reHoM-9KkBuBaAeHTOB (I'D) Bo3byauTeas B peakuym [TIP-
PB. PacuerHslil Ipesea oOHapyXeHus TecT-cucreMmsl (I'D/ma) B 3aBucuMoctu or obbeMa oOpaslia, B3SATOIO Ha
BBIJeJ€HIe, U OT 0ObeMa DALMY IIpeAcTaBaeH B IIpraoskeHnn A MHCTPYKIUIAL.

Tecr-cucrema criocoOHa BbBIIBASTH BblgedenHsle HK  rmarTorema He3aBMcMMO OT MCXOAHOTO —THUIIA
611010T19eCKOTO (KAMHIYECKOro) MaTepuasa.

UyscTBureabHOCTh TecT-cucteMbl «AptTect Tpuxomonaga» cocrasaser 100% (B cOOTBETCTBMM C IIaHEABIO
CTaHAAapTHBIX 00pasios npeanpusarus). Tecr-cucreMa «AprtTect TpuxomoHasa» BBIABASET BCE U3BECTHBIE IIITAMMBI
BO30yAMTeAs, B TOM 4ucle OecriiasMmuHbIe.

Cnennduanocts Tect-cucreMsl «ApTTect Tpuxomonaga» cocrasaser 100% (B COOTBETCTBMM C IIaHEABIO
CTaHJapTHEIX 0OOpasnos mpeampustus). Tecr-cuctema «AptTect TpuxomoHaga» mpoaHaAM3MpOBaHa Ha
crennpUIHOCTH KO BCeM OpraHmM3MaMm AoMeHoB Bacteria, Archaea, Eukarya (Eukaryota), Haagnmapctsa Viruses, B TOM 4mcae
(HO He mCKAOYas APYIMX) Hambozee dacTo BcTpedaeMbIM: Homo sapiens, Gardnerella vaginalis, Lactobacillus spp.,
Escherichia coli, Streptococcus aureus, Streptococcus pyogenes, Candida albicans, Chlamydia trachomatis, Mycoplasma hominis,
Ureaplasma urealiticum, Ureaplasma parvum, Mycoplasma genitalium, Neisseria gonorrhoeae, 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 «AptTecr Tpuxomonaga» cogep>Xut B cBoeM cocrase (pepmeHT ypauna-AHK-ramkosnaasy
YA n aAYT®, uro nossoaser uszdexxkars KoHTammHaruu ITIP-cMecu mpoaykramu mpeamectsyiomux TTHP u
II0Ay4eHIs A0KHOIT0AOXKIUTEAbHBIX pe3yAbTaTOB.

B Tect-cucreme «AptTect TpuxomoHada» MCIOAB3YeTCs OBICTPBIN U IPOCTON MPOTOKOA aMIIAM(UKALIIY,
UMAEHTUYHBIN ITPOTOKOAaM TecT-cucTeM cepun «AptTect», KoTophii mospoasdeT 3a 70 — 90 MMHYT IOAYYUThH
AOCTOBEepHBIE pe3yAbTaThl MCCAeAOBaHMSI C MMHMMAABHBIMM pPUCKaMI OIIMOKM oOIlepaTopa, YTO CyIIleCTBeHHO
TMOBBIIIIaeT IIOTOYHOCTh 1a00PaTOPHBIX aHAAM3O0B.

Aas pelleHMs] pa3HOOOPA3HEIX 3adad, CTOSAIINX Ilepes II0Ab30BaTeAeM, TeCT-CUCTEMBI UCIOAHSIOTCI B
Ppa3AMYHBIX KOMILAEKTalUMsAX: AAs KauyeCTBEeHHOTro ompegeaeHus ¢ 9k3oreHHbIM BKO (xommaexranmm 1, 11), aas
KayecTBeHHOTO onpeaeleHns ¢ sHAoreHHbIM BKO (kommaektanuu 2, 12), 451 onpedeaeHus Oe3 cTaguy SKCTPaKLIUI
AHK (xomniaekranum 3, 13), 445 BHICOKOUYBCTBUTEABHOIO OIlpejedeHusa (KoMmIidektanuu 4, 14), 40moAHUTEABHO
YKOMIILAeKTOBaHHbIe pacXodHbIM MaTepuaaoM Aas TP (xommnaexrarum 11, 12, 13, 14). Bece peareHTHI TecT-cucTeM
pacdacosansl B mpoOupkmu 1,5-2 M4, IpuUroAHsle AAs IeHTpUQPYIMpoBaHusa. TecT-crcTeMBl codep>KaT ITOAHBIN
KOMIILAEKT FOTOBBIX K JICIIOAb30BaHNIO peareHToB A4 nposeenust [11IP-uccaeaosanuii. Komriaexkrarmum tect-crucremM
paccunTtaHsl Ha riposedeHne 100 peaknnii (Tabania 1).

Tab6anna 1. Komnaekranymn «AptTect TpuxomoHnaaa»

Kommnaexrars Cocras
Kommaexranms 1 — ITIP-pearent — 1,0 Mm4a;
—ITpaimepnr TV - 1,0 ma;
—IIKO -0,5 ma;
- OKO-1,0 ma;
- BKO -1,0 ma.
Komrmiaexrariys 2 — ITIP-pearent — 1,0 Mm4a;
— Ipaitmepsr TV — 1,0 m4;
—IIKO - 0,5 ma;
- OKO-1,0 ma.
Komnaexrarms 3 — ITIP-pearent — 1,0 Mm4a;
— Ipaiimepsr TV — 1,0 m4;
—TIKO - 0,5 ma;
- OKO -1,0 ma.
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Komriaexraris 4 — ITIP-pearent — 1,0 Mm4;

— ITpaiimeps: TV — 1,0 ma;

—ITIKO - 0,5 ma;

- OKO -1,0 ma.
Kommaexramms 11 — ITIP-pearent — 1,0 Mm4a;

—ITpaiimepsr TV — 1,0 ma;

—ITIKO - 0,5 ma;

- OKO -1,0 m2a;

- BKO -1,0 mz;

— Pacxogubiit matepuaa gas INIP — 1 xoMI1aexT.
Kommnaexrars 12 — I1IP-pearent — 1,0 m24;

— Ipaitmepsr TV — 1,0 m4;

- ITIKO - 0,5 ma;

- OKO -1,0 mz;

— Pacxogubiit matepuaa gas NP — 1 xoMI1a€eKT.
Komrmaexranms 13 — I1IP-pearent — 1,0 m4;

— IIpaiimepsr TV - 1,0 m4;

- TIKO - 0,5 ma;

- OKO-1,0 mz;

— Pacxoanpit matepuaa Aas [P — 1 koMIaexT.
Kommaexramms 14 — ITIP-pearent — 1,0 Mm4;

— IIpaiimepsr TV - 1,0 m4;

- TIKO -0,5 ma;

- OKO -1,0 mz;

— Pacxoanpit matepuaa Aas ITIP — 1 koMIaexT.

Aasa srana skcrpakuun HK us obpasna pexomenayercs ucroab3obaHue peareHToB: «ApTtAHK Kamumx»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK skcTpakT».

PesyapraT ammandukanuy BHYTpeHHEIO KOHTpPOAs permcrpupyercsa Ha kaHade FAM/Green, pesyabrat
amranduxkanym HK Bo3Oyaureas perncrpupyercs Ha kaHaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpu pabote c TecT-cucTteMoll HeobOXxogumo cobaiogats Tekyiiue THITA B obGaactm aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKue yKa3aHIs IIPOU3BOANUTEA.

OBOPYAOBAHUE 1 MATEPUAABI

— aM1AnupUKaTOp C A€TEKLMENl Pe3yAbTaTOB B PeXIIMe «pealbHOro BpeMeHn». TecT-crucreMa COBMECTIIMA €O
BCeMM aMIAuduKaTopaMu OTKPHITOro Tuiia B ToM uucae: Rotor-Gene Q/6000/3000 (QIAGEN GmbH), «AT-96»,
«ATopaitm», «ATaaitr» (OO0 «HITO AHK-Texnoaorus»), Bio-Rad CFX Opus 96, CFX96, CEX 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).

— T'ILIP-60kc;

— LeHTpuUdyra/BOPTEKC;

— HabOp 403aTOPOB ITepeMeHHOTO 00beMa;

— 04HOpa30BbIe HAKOHEYHMKY C PUABTPOM A5l 403aTOPOB ITlepeMeHHOI0o 00beMa;

— 04HOPA30BEIe TOAUITPONIACHOBEIE 3aKphIBaIOIIecs Ipodupky oobsemom 1,5 — 2,0 ma;

— OoITHYECKN IIpo3pauHble pobupku Aas ITIIP-PB, agantuposaHHbIe 4451 CIIOAB3YEMOTO aMIIANpUKATOPa;

— IITaTUBHI AAsI IIPOOUPOK Y HAKOHEUHIIKOB;

— x024041AbHUK OT +2°C 20 +8°C ¢ MOpo3mabHOI KaMmepoii ot -24°C g0 -16°C;

— OTJeABHBII XaAaT U OAHOPa30Bble epJYaTKI;

— €MKOCTb 4451 cOpoca HaKOHEYHIKOB;

— KOMIIA€eKT CPeACTB 445 00pabOTKM pabouero Mecra.
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INTPOBEAEHVE AHA/IN3A
AHaAu3 HOPOBOAUTCSI B COOTBETCTBUM C MeToanyeckuMm yKazaHUAMU K

YTBEP>KAC€HHBIMI B YCTAaHOBAEHHOM IIOPsAKe, COTAaCHO ITePeIHIO:

ITpuaoxenue
Kommnaexranms 1;
ITpnaosxxenne
Komrmiaexrarms 2;
ITpuaoxenue
Komnaexranms 3;
ITpnaosxxenne
Komrniaexramms 4;
ITpnaosxxenne
Kommnaexranms 11;
ITpuaoxenue
Kommiaexrars 12;
ITpnaoxxenne
Kommnaekranms 13;
ITpnaoxenne
Kommnaekranms 14.

b - METO,ZI,I/I‘IGCKI/IG YKa3aHM: II0 IIPpUMEHEHUIO

B - Meroanyeckue ykasaHms
I' - Meroanueckne yKasaHUA
A - Meroandeckue yKasaHIs
E - Merognueckue ykasaHUS
XK - Metoanyeckue yKasaHMU:
3 - Meroauueckne yKasaHU:A

N - Mertognueckne yKa3aHUs

I10

I10

110

I10

110

I10

I10

IPUMEHEeHNIO

IpUMEHEHNIO

IIPUMEHEHNIO

IPUMEHEeHNIO

IIPpUMEHEHNIO

HNPUMEHeHNIO

INpUMEHEHNIO

TeCT-CICTEMBI

TeCT-CICTEeMBbI

TeCT-CrICTEMbI

TeCT-CICTEeMBbI

TeCT-CICTEeMBbI

TeCT-CrICTEeMbI

TeCT-CIICTEMBbI

TeCT-CICTEMBI

TPAHCIIOPTUPOBKA 1 XPAHEHUE TECT-CUCTEMBI

TpancnopTupoBKa TecT-cucTeMBbI OCYIIecTBASeTC P TeMIlepaType OKpy>Kalolllell cpebl, HO He Bbime +37°C
(a0 5 cyrok) mam mpu Temmepatype +2 — +8 °C (a0 30 cyTok). JomyckaeTcsa TpaHCHOPTUPOBKa AIOOBIM BUAOM
TPaHCIOpPTa B YCAOBMAX, OOECHeYMBAIOIIMX COXPAHHOCTb, B COOTBETCTBUM C IIpaBMAaMI II€PEBO3KU IPY30B,
AEVICTBYIOIIMMI Ha AAHHOM BHA€ TPaHCIOopTa.

,;'ZZ ApTtbunoTlex

Ka’kJ0M KOMIIAEeKTaIlum,

«AptTect
«AptTect
«AptTect
«AptTecr
«AptTect
«AptTect
«AprtTecr

«AptTect

TpuxomoHnaga»
Tpuxomonaga»
TpuxomoHnaga»
Tpuxomonaga»
Tpuxomonaga»
TpuxomoHnaga»
Tpuxomonaga»

Tpuxomonaza»

ITpn noaydyenum pa3yKOMIIA€KTOBBIBA€TCA B COOTBETCTBUM C YKa3aHHBIMIU TeMIIepaTypHBIMI peXMMaMU
xpaHeHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! MpuU TeMmepatype ot -24 °C go -16 °C,
AOIIyCKaeTCsl XpaHeHNe TeCcT-CucTeMbl Ipu Temirepatype +2 — +8 °C (a0 30 cyTtok). Pacxoamnsiit maTepmuaa Aas ITHP
XpaHUTCs IpY KOMHATHOM TeMIlepaType.

,ZI,OHyCKaeTC}I 3aMOp03Ka/OTTaI/IBaHI/Ie KOMITOHEHTOB TecCT-cucteMsI 40 10 pas.

Cpoxk rognoctu Tect-cucteMel «ApTTect TpuxoMoHaga» — 12 Mecs11eB ¢ AaThl U3TOTOBAEH.
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YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOAbBI UX YCTPAHEHMS

IIpoGaema

BosmoskHasa npuanHa
npo0aeMBbl

BapmanTnl pemennsi ipo0aeMbl

Her cursaaa o kaHaay
FAM/Green

HexoppexkTHsIii 3a00p
H1oa0rnyecKkoro MmaTepmuaa

IIOBTOPUTSH 3ab0p

HexoppexkrtHoe Boigeaenne HK
13 00pas31oB

MoBTOpUTH BhlgeaeHne HK

Vcrnoap3oBaHue HEIIOAXOASIITUIX
pacXxo4HbIX MaTep1aAoB

UCIIOAB30BaTh MpOOUPKN A4 moctaHOBKU ITLIP,
peKoMeHJOBaHHBIe  (PUPMOII-IIPOM3BOAUTEAEM

amnanduxkaTopa AndOO aJalTUPOBaHHBIE AAS

MCII0Ab3yeMOro IIpubdopa

He TIoABepraTh BO3JeMCcTBUIO Y P-001ydeHMs

OAHOPA30BbIN I11aCTUKOBBIN pacxoAHbIN

Martepuaa (IpoOMpPKY, HAKOHEYHVKI)

TP arnéuposaHme

pasBectu obpaser B 5 pas B 9a10upyloiieM Oydepe,
IIOBTOPUTH aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCII0Ab30BaTh COPOEHTHBIN MeTo , BhigeaeHst HK

Het curaaaa B K+

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxoAHBIX MaTepyaA0B

UCII0AB30BaTh MPOOUPKU A4 1moctaHoBKu ITIIP,
peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

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

MCII0Ab3yeMOTo mpubopa

HexkoppexTHoe mnpurorobaeHue
[TLIP-cmecn

IpuroToBuTh HOBYIO ITIP-cMmecsh

HexoppekTHble nTapaMeTpsI
aMIAQpUKaIn

YCTaHOBUTH ITapaMeTPhl aMIIAN(PUKaLINI B
COOTBETCTBUU C Tabau1en 2

HexkoppekrHble ycaoBus
XpaHeHMsI HAOOPOB

MCII0/b30BaTh HAOOPEI, KOTOPBIE XPaHUANCD B
HaAAeXalllX yCAOBMIX

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

Haamuamne
OKD 1o
HEX/VIC/Yellow

(UrHajza B
KaHaay

Konramunanst

IIpOBECTU AEKOHTaMIMHaIIMMOHHbIE ITPOLIEAYPbI,
JICIIOABb30BaTh HOBLBIE Ha6opm
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AOIIOZHNUTEAbHASI MTHOOPMALI NS

Tect-cucTremMa mpeaHasHaueHa A4 MPOQeCcCHOHAABHOIO IpPMMeHeHUs U AOAKHA MCIOAL30BATbCS TOALKO
MPOIIeAIINM OOydeHNe TIePCOHAAOM.

VMudopmanns, ykazaHHas B MHCTPYKIIUY K TECT-CHCTEME, PacIIpPOCTpaHsIeTCs Ha Bce KOMILAEKTaIlii, eCAY MHOe
He OTMeYeHO B WMHAUBUAYaAbHOM IIOpsAke. JeraapHas mHQoOpManus Io Ipoueaype nposesenns [ILIP B
3aBMCUMOCTM OT KOMILAeKTallUM M3AeAUs M THUIla MCIO0Ab3yeMOTO OOOpyAOBaHMS M3A0XKeHa B MeToamdecKux
YKa3aHUsX 10 IPUMEHEHMIO KaXXA0V KOMIIAEKTAL U TeCT-CUCTEMBI.

3asBAeHHbIe TIPOU3BOANTEAEM XapaKTePUCTUKM TeCT-CUCTeMBI TapaHTUPYIOTCS TOABKO IPU MUCIIOAb30BaHUM
npoOMpoK, IIpeAHa3HayeHHBIX AAs mnoctaHosku 1P B peaabHOM BpeMeHM, pPeKOMEHJOBAaHHBIX WA
aJalTUPOBaHHBIX IIPOM3BOAUTEAEM A4Sl AQHHON MoJeAu aMIianduKaTopa.

IlponssoauTeab rapaHTHpPyeT COOTBETCTBME BBLIIIYCKaeMBIX W34eANii TpeOOBaHMAM HOPMATMBHOM U
TeXHIYEeCKO JOKyMeHTally ¥ OOA3yeTcs 3aMeHMTDh U3jeaAlie, eCAM BBLABJAeHHOe HeCOOTBEeTCTBME TeXHMYeCKUX U
(PYHKUMOHAABHBIX XapaKTepUCTUK SBUAOCH CAEJCTBUEM CKPBITOIO JedeKTa JMCIO0AB3YEMBIX MaTepualoB UAU
HeKayecTBeHHOTO M3IOTOBAEHNU: U3AeANs MpoussBoguTeeM. ITo BceM BO3HUKAIOIIUM BOIIpOCaM cAeayeT oOpalliaThCs
110 TeAepOHaM ¥ DAEKTPOHHOI I10YTe, YKa3aHHBIM Ha YIIaKOBKe TeCT-CHCTEMBI.

besonacHOCTh 1 Ka4ecTBO TeCT-CUCTEMBI TaPaHTUPYIOTCS B TeYeHIe BCerO CPOKa TOAHOCT.

Tecrt-cucreMa He cozep>KNUT MHPEKIIMOHHBIX areHToB, /1B)K, AeTyunx 1 TOKCHUYHBIX BEIIleCTB, a TAaKXKe BeIlleCTB
C KaHIIepOTE€HHBIM, MyTareHHBIM 1 TePaTOr€HHBIM AeVICTBUEM.

He npuMensTs TecT-cucreMy nocae OKOH4aHM: CpOKa TOAHOCTIL.

Jornyckaercsi IpogAeHne CpOKOB TOAHOCTU TeCT-CUCTEMBI IO 3aIlpoCcy I0Ab30BaTeAs B COOTBETCTBUM CO
CTaHAAPTHOI IIPOLIeAYpPOIi, yCTaHOBA€HHO (PUPMOII-IIPOM3BOAUTEAEM.

Ilpyn mcnoAb3oBaHNM TECT-CUCTEMBI 0OpPa3yIOTCs OTXOABI KaaccoB Al m I', koTopsle KaaccupuUIUpyoTcs U
YTUAUBUPYIOTCs B cooTBeTcTBUM ¢ ITocTaHoBaenneM Munucrepersa 3apasooxpanenns Pecriydoauku beaapycs ot 7
¢espaasa 2018 r. Ne 14.
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IMTPYAOKEHUE A

PacuetHsii1 npeaea obHapy>keHM: TecT-cucteMsl (ID/M4) B 3aBUCHMOCTY OT 06beMa oOpasIia, B35ITOrO Ha BEIAEAeHIe,

1 OT 0ObeMa DAL

O6pem Oopem PacueTHas PacueTHast 9yBCTBUTEABHOCTD
oOpas1a, DAIOLINY, qyBCTBUTEABHOCTD, AZs1 KoMILAeKTanuit 4 nl4,

MKA MK/ I'D/ma I'D/Mma

100 200 1000 333

100 100 500 166

100 50 250 83

100 25 125 -

200 200 500 166

200 100 250 83

200 50 125 41

200 25 63 -

500 200 200 66

500 100 100 33

500 50 50 16

500 25 25 -
1000 200 100 33
1000 100 50 16
1000 50 25 8
1000 25 13 -
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IMPNAOXEHME b
METOAMYECKWE YKA3AHNSI I1O ITIPUMEHEHWIO
Tect-cucremnr «AptTect Tpuxomonaga»
Komnaexmayusa 1

HA3HAUYEHMUE TECT-CUCTEMBI
Tecr-cucrema «AptTect TpuxomoHaga» mpeAHasHaueHa AAs KadecTseHHOTO onpedeaenus AHK Trichomonas
vaginalis MeTOAOM TIOAMMEpPa3HON IIeITHOV peaKnuM C AeTeKINell pe3yAbTaTOB B PEXIUMe «pealbHOTO BpeMeHI»
(TTLIP-PB) B AabopaTOpHOI KAMHMYECKOI IpakTuKe. B cocraB komriaexkraunym 1 BXOAUT DK30T€HHBIN BHYTPEHHUII
KOHTpOABHEIN 0Opaszer] (BKO) a5 konTpoas sdpdexrusHocTH dTana eigesenns AHK.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect TpuxoMoHaga» sIBASIETCSI BLICOKOUYBCTBUTEABHBIM HabopoM aast BeriBaeHus AHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunu [TIIP-PB.

Tect-cucrema «AptTect TpuxoMmoHaga» codep>KUT B cBoeM cocTaBe dpepmeHT ypanmna-AHK-rankosnaasy
YA n aYT®, uro mossoaser nabexars koHTaMyHaumu [1IP-cmecn mpoaykramu mpeamectsytomux ITLIP u
MOAy4eHNs A0XKHOII0AOXIUTEAbHBIX Pe3y1bTaToB.

B Tect-cucreme «AptTect TpuxomoHaga» MCIOAB3YeTCs OBICTPBIN M IIPOCTON IPOTOKOA aMILAM(PUKALINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tabamna 1. Cocras «AptTect Tpuxomonaaa»

Kommonenr O0beM, He MeHee
1. III1P-peareHT 1,0 ma
2. Ilpaiimepnr TV 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma
5. BKO 1,0 ma

Aas srana skcrpakiumu AHK ms oOpasiia pekomeHAyeTcs: ncroab3osaHne peareHToBs: «ApTAHK Kannnmk»,
«AptHK Marunt», «AptAHK Maranut», «AptAHK aerknit», «AptPHK »sxcrpakT».

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

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopaTopHOIi
kayHngeckou IIP-auarHoctuky 1 MeTogndeckre yKasaHus IPOU3BOAUTEAS.

OBOPYAOBAHUE I MATEPUA/ABI
— aMrANQpUKaTOP C AeTEeKIUel Pe3yAbTaTOB B peXKMe «pealbHOTO BpeMeHI»;
— T'IIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITepeMEHHOT0 00BbeMa;
— 04HOpa30Bble HAKOHEUYHUKY C PUABTPOM AsI 403aTOPOB IIepEMEHHOIO 0ObeMa;
— 04HOPA30BbIe ITOANIIPOINAEHOBbIE 3aKPhIBAIOIINECs ITPpOOpKU oObeMoM 1,5 — 2,0 M4;
— OITHYECKN IIpo3pauHble Ipobupku Aas ITIIP-PB, agantuposaHHbIe 4451 CIIOAB3YEMOTIO aMIIANpUKATOPa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x021041AbHUK OT +2°C 20 +8°C ¢ MOpo3MabHOI KaMepoii ot -24°C g0 -16°C;
— OTJe/BHBII XaJaT U OAHOPA30BbIe IIepUYaTKy;
— €MKOCTb 4451 cOpoca HaKOHEUHVKOB;
— KOMILAEKT CpeACTB 4451 00paboTky pabodero Mecra.

IIPOBEAEHVE AHAAM3A
Brigeaenne AHK ns xamHmaeckoro marepuada mpoussoautcs copmectHo ¢ BKO (10 Mxa Ha BbldeaeHUe) B
COOTBETCTBMM C MHCTPYKIINel (pUPMBI-U3TOTOBUTEAS peareHToB 44s ounctku HK.
IToaroroska ITIIIP-cmecu
0. PasmoposuTh Bce peareHTHI (IIpy HEOOXOAMMOCTH), IlepeMenIaTh IIepeBepHYB ITPOOMPKU HECKOABKO pa3 (1aAm
IepeMenIMBaHNeM Ha BOpTeKce B TeueHMe 2-4 ceKyHJ) U COpOCHThH Kalau C IIOMOIIBIO KPaTKOBPEeMEeHHOTO
1eHTpUPyTUPOBaHUS.
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I. B xa>kayI0 ITOCTaHOBKY aMIIAM(pVKaLINY IIOMIMO UcCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasna: orpunaTteasssrii KOHTpoab TP (K-), moaoxuteasssiii konTpoas TP (K+), oTpuiiateaApHbI KOHTPOADb
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 — oO11ee K0AMYeCTBO peakInii aMIIANQPUKalU C yI€TOM KOHTPOABHBIX 00pa3IioB.

ITepemermats «Mactep Mukc» mmyTeMm 5-T1 KpaTHOTO IlepeBopayMBaHIsI IPOOUPKY (AU IIepeMeIlBaHyeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), OCaAUTh KpaTKOBpPeMeHHBIM LIeHTpupyTrupoBaHreM 1 BHecTy 10 20 MKA B ITPOOVPKU
Aas nnposeaenns TTLP.

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

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-: 10 mxa OKG;

2) K+:10 mka IIKG;

3) OKDB: 10 mxa OKD;

I'epmeTyHO 3aKPBITH TPOOMPKHU KPBIIIKAMI. B cayyae Haamamst myssIpbKOB B pacTBOpe MAY KalleAb Ha CTeHKaX
IpOOMPOK — YAaAUTH KPaTKOBPEMEHHBIM LIeHTpuU@yruposanmueM. PekoMeHyeTcs IepeMelllaTh COAepXuMoe Iy TeM
2-xkpatHOro  miepesopaumsaHusi  [ILIP-mpobmpox ¢  mHOCIeNyOIMM  OCaXIeHWeM  KpaTKOBpPeMeHHbIM
HeHTPUPYTPOBaHVIEM.

IlocTaroBKa peakimy aMILAV(pUKaIIA

I. ITomectuTs HoATOTOBAEHHEIE 4451 nTpoBedeHst TP mpodupkn B ammandukarop.

II. B cooTBeTcTBMM ¢ MHCTPYKIIMEll K MpuOOpy 3alIporpaMMIpoBaTh aMIIAM(pUKaTOp coraacHo Tabanire 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/(ﬂ'een, HEX/VIC/Yellow 63 10 cex 40
D AOHTaAIST 67 10 cex

* donycxaemcs dooasrenue waza 55 °C, 10 Mun 6 HauaAre npomoxord AMnAUPUKAYUL OAS COEMECTTHBIX NOCMAHO60K ¢ HAOOpaAMU,
mpedyouyUMY IMAN PecepmuposaniLs.

II1. 3anporpamMMumpoBaTh II0A0XKEHNE IPOOUPOK B amIIAnpuKaTope. JoIyckaeTcs BHITOAHITH AQHHBI II1aT BO
BpeMsI MpoBejeHNUs aMIAUQPUKAUUM UAV IO ee OKOHYAHUIO, €CAU DTO II03BOASET IIPOrpaMMHOe obecIiedeHue
npubopa.

IV. JaTp Ha3BaHMe DKCIIEPUMEHTY M COXpaHUTh €To Ha AVCKe (B 9ToM (aiie OyAyT aBTOMaTUIECK) 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 wiaze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMD NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FI.

Anaans pe3yabTaToB
I. ITepea Hawaa0oM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBUM C MHCTPYKIIMEN K Ipuoopy.
a) Aas npubopos tuma «Rotor-Gene 3000/6000/Q»*:
— 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».
0) aas nputopos «Bio-Rad CFEX96/Opus/Connect»*:
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— YCTaHOBUTH 3HaYeHMe IlapaMeTpa Ioporosoi auunu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TOPOT
MOKeT OBITh M3MEHEeH B Auaraszode 25 —250%%;

— IIpM HeOOXOAMMOCTU AoITycKaeTcsa aktusauvs GpyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».

B) Aas apubopos «AT-96/ATupaiim/ATaarT»*:

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

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anauu 10 %, moaydennoro aas obpasua ITKO B nmocaesnem
unkae amrandukanun. ITpu HeobxoamMocT Iopor Mo>keT ObITh M3MEHeH B gnanasoHe 5 — 30%.**

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

— YCTaHOBUTH 3Ha4eHMe IapameTpa roporosoil ananm 10 %, rmoaydennoro gas obopasnoa [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI IOPOT MOXKeT OBITh M3MeHEH B AMana3oHe 5 — 30%*;
A) AAS OCTaABHBIX aMIIAN(PUKATOPOB OTKPLITOTO TUIIA:

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anaun 10 %, nmoaydennoro Aas odopasua ITKO B rocaeanem
unkae amnandukanun. ITpu HeobxoamMocT Iopor Mo>keT ObITh M3MEHEH B gnanasoHe 5 — 30%.**

* B sasucumocmu om Ycmaro6AeHHOIL 6epCUll NpozpamMMHoz0 obecnever s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.

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

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

PesyapTaThl aHaAM3a WMHTEPHPETMPYIOTCA Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs] KpUBOII
¢ ayopecnieHIINM € TOPOTOBOI AMHMET (UTO COOTBETCTBYET HAAMYUIO/OTCYTCTBUIO 3HAYEHIISI ITIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIel rpadpe B TaDANIIe Pe3yAbTaTOB).

III. Yaocrosepurncss, uro IILIP-mccaejgoBaHmMe BaAMAHO: KOHTPOABHBIE TOUKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HAUY€HIAM, IIPMBeAeHHBIM B TabamIie 3.

Tabauma 3. O1ieHKa pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KontpoabHas KouTtpoanpyemsiit 3nayenmne «Ct» mo kaHaay
TOYKa 9Tall aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Okcrpaxuys AHK - +
K- TILIP _ -
K+ TILIP + +

B caydae HecooTBeTCTBMsI KOHTPOABHBIX TOUEK TpeOyeMBIM 3HaueHMsIM HeOOXOAVMMO IIPOBECTM ITOBTOPHOE
mccleoBaHMe Bcex 0Opas3IloB HauMHasA co ctaguu skerpakuuu AHK.

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pas3Iios

3nagenne «Ct» mo xkanaay

Pesyaprar obpasiia HEX/VIC/Yellow FAM/Green
IMoaoxure abHBI + +/—
OTpunareabHbI - +
HeBaanaubii - -

«—» 0DO3HayvaeT oTcyTcTBre 3HaueHs «Ct», rpadpuk aMnandukanmnm He repecekaeT IIOPOTOBYIO AUHIIO
«+» 0bo3HavaeT Haanune 3HaueHys1 «Ct», rpadpuk aMnanguKanuy rnepecekaer IOPOroByI0 AMHIIO
«+/—» 3Havenne «Ct» 4451 JAHHOTO KaHaJa He aHAAU3UPYeTCs

PexomeHAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3MpOBaTh 00pasisl 1o KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 4451 m0A0XMUTeABHEIX BBIAATD
3aKAIO4YeHIe;

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

B) OCTaBIIIeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMI.

B cayuae nepaamgHoro oOpasma TpeOyerca mosTropHo mposectu IIIIP-mccaejoBaHme COOTBETCTBYIOIIETO
oOpas1ja, HaumMHas ¢ 9Tana skerpaxiyy HK.
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TPAHCIIOPTNPOBKA 1 XPAHEHUE TECT-CUCTEMBI
TpaHCIIOpTHPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMIlepaType OKpy>KaloIIell cpeabl, HO He Bhime +37°C

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

TpaHCIIOpTa B YCAOBM:AX, OOeCIeuMBaIOIINX COXPAaHHOCTh, B COOTBETCTBMM C IIpaBMdaMM IIePeBO3KM IPY3O0B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucreMa XpaHWTCA B yHaKOBKe M3IOTOBUTeAs] Ipu TemIlepatrype or -24 °C go -16 °C. Jomyckaercs

XpaHeHIe TeCT-CICTeMBI Ipu TemIiiepatype +2 — +8 °C (g0 30 cyToK).

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

Cpoxk roanoctn Tect-cucteMsl «ApTtTect Tpuxomonada» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHIIA.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
Ipo0aeMBbl

BapmanTbl pemenust mpo0aeMbl

Het curHaaa o xaHaay
FAM/Green

HexoppekTtHoe Bpigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrioab3oBaHue HEIIOAXOASIIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh IpOOUpPKU 445 moctaHOBKU [1LIP,
peKoMeHJ0BaHHBle  (PUPMOII-IIPOM3BOAUTEAEM

aMH/H/ICl)I/IKaTOpa anbo ajalnTpoOBaHHbIE AASI

MCII0AB3yeMOro IIpubdopa

He TIogBepraTh BO3JelcTBuio Y ®P-00ayueHMs

OAHOPAa30BbLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP narnéuposaHme

pasBectu o6pasel] B 5 pas B da0upyioiemM oydepe,
IIOBTOPWTD aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhigeaeHrst HK

Het curaaaa B K+

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MpOOUpPKU Aas moctaHoBKu TILIP,
peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

MCII0Ab3yeMOTo mpubopa

HexoppekTHOe mpuUroTOBAEHMe
TIIP-cmecn

IpuroToBuTh HOBYIO ITIP-cMmecs

HexkoppexTHble mmapameTphl
aMrAnuKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAMLIeNn 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

MCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHUANCE B
HaAAeXalllX yCAOBMIX

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

Haamuamne
OKD 1o
HEX/VIC/Yellow

CUrHaaa B
KaHaay

Kontamunanmst

IIPOBECTU AeKOHTaMMHAlIVIOHHbIE TPOLeAyPhlL;
MCII0AB30BaTh HOBBIE HAOOPEI

1 boaee moAHOe omnycaHe XapaKTepUCTUK TeCT-CICTEMBI ITPpeACTaBA€HO B MHCTPYKLINMM ITO ITPVMMEHEHIIO
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IMTPTAOXEHUE B

METOAMNYECKWE YKA3AHNSI I1O ITIPMUMEHEHWIO
Tect-cucremnr «AptTect Tpuxomonaga»
Komnaexmayus 2

HA3HAYEHMNE TECT-CMCTEMBbI
Tect-cucrema «AptTect TpuxomoHaga» mpeAHasHaueHa AAs KadecTseHHOTO onpedeaenus AHK Trichomonas
vaginalis MeTOAOM TIOAMMEpPa3HON IIeITHOV peaKnuM C AeTeKINell pe3yAbTaTOB B PEXIUMe «pealbHOTO BpeMeHI»
(TTLIP-PB) B aabopaTopHOi KAMHMYECKON IpakTymke. Komriaexranms 2 coaep>XUT DHAOTEHHBIN BHYTPEHHMIT
KOHTPOAb A5 KOHTPpOAs 9Tana 3abopa obpasia u seigesenns AHK.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect TpnxomoHada» SABAsIETCS BLICOKOUYBCTBUTEABHBIM HaOOpOM A4 BbiABaeHms AHK:
AVMUT AeTeKIUU COCTaBAseT 5 TeHOM-9KBIBa1€HTOB BO30yAuTeAs B peaknuu [TP-PB.

Tecr-cucrema «AptTect TpuxoMoHaga» codep>XUT B cBoeM cocTaBe dpepmeHT ypanmna-AHK-rankosnaasy
YAl n aYT®, uro mossoaser nabexats koHTaMyHaumu [IIP-cmecn mpoaykramu mpeamectsytomux TP u
MoAy4eHIs A0XKHOIIOAOXKIUTEAbHBIX Pe3y1bTaToB.

B Tect-cucreme «AptTect TpuxomMoHaga» MCIOAB3YeTCs OBICTPBIN M IIPOCTO IPOTOKOA aMIIAM(PUKALINIY,
MAEHTUYHBIN IIPOTOKOAaM TecT-cucTeM cepun «AptTect», 4TO CyIIeCTBEHHO IIOBHIIIAeT IIOTOYHOCTh A1a00paTOPHBIX
AHAAM30B.

Kommaekranus tecT-crucreMsl paccuntana Ha niposedenne 100 peaxinii (tabaniia 1).

Ta0amma 1. Cocras «AptTect Tpuxomonaaa»

Kommonenr O0beM, He MeHee
1. ITLIP-peareHT 1,0 ma
2. ITpaiimepnr TV 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

Aas srana skcrpakiumu AHK ms oOpasiia pekomeHAyeTcs ncroab3osaHne peareHToBs: «ApTAHK Kannnmk»,
«AptHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK »sxcrpakT».

PesyapraT amMmnandukanum 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 aabopaTopHOIi
kayHngeckou IIP-auarHoctuky 1 MeTogndeckre yKasaHus IPOU3BOAUTEAS.

OLOPYAOBAHMWE 1 MATEPUA DI
— aMrANQpUKaTOP C AeTEeKIUel Pe3yAbTaTOB B peXKMe «pealbHOTO BpeMeHI»;
— T'IIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITepeMEHHOT0 00BbeMa;
— OZHOPa30Bble HAKOHEYHUKH C GUABTPOM 451 A03aTOPOB IIepeMEHHOIO 00beMa;
— 04HOpa30BbIe ITOANIIPOIAEHOBbIE 3aKPhIBAIOIINeCs ITPpoOUpKU oobeMoM 1,5 — 2,0 mM4;
— OIITUYECKN Mpo3padHble Tpobupku aas ITIP-PB, agantuposaHHbIe 4451 MCIIOAb3yeMOIo aMIIAMPUKaTOpa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x021041AbHUK OT +2°C 20 +8°C ¢ MOpo3MabHOI KaMepoii ot -24°C g0 -16°C;
— OTJeABHBII XaJaT U OAHOPa30Bble IepYaTKI;
— eMKOCTb 4451 cOpoca HAKOHEYHNKOB;
— KOMIIAEKT CPeACTB 4451 00pabOTKM pabouero Mecra.

INPOBEAEHVE AHA/IU3A
Boigeaenne AHK u3 kauHMYeCKOTo Marepuasda HpPOU3BOAUTCA B COOTBETCTBUU C MHCTPYKIMei (pUPMEI
U3TOTOBUTEAS peareHToB A4s1 ounctku AHK.
IMoaroroska IIIIP-cmecn
0. PaaMOpo3uTh Bce peareHTsl (IIpy HEOOXOAMMOCTH), IlepeMellaTh IiepeBepHyB ITPOOMPKI HECKOABKO pas (AU
IepeMelIMBaHieM Ha BOpTeKce B TedeHUM 2—4 ceKyHA) M cOpOCUThH KaIlaM C IIOMOIBIO KPaTKOBPEeMEeHHOTO
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LIeHTPUPYTUPOBAHISL.

L. B xa>KayI0 IIOCTaHOBKY aMIAM(pUKaIIY IIOMIMO JMCCAeAyeMbIX 00pas3IioB 40AKHbBI BXOAUTH 3 KOHTPOABHBIX
obpasja: orpunareaspHsrii KouTpoas [ILP (K-), moaoxmnreasnsiit koutpoas TP (K+), oTpuijaTeAbHBIN KOHTPOAD
skcrpaxkuum (OKD).

B npobupke o6vemoM 1,5 — 2 Ma npurorosuts «Mactep Muke»:

10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB
I'ae N — oO111ee K0AM9eCTBO peakInii aMIIANQPUKalU C yIeTOM KOHTPOABHBIX 00pa3IioB.

ITepemermaTs «Mactep Mukc» mmyTem 5-T1 KpaTHOTO IlepeBopadyrBaHsI IPOOUPKY (114U IIepeMeIlBaHyeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), OCaAUTh KpaTKOBpeMeHHBIM IIeHTpuyTruposaHmeM 1 BHecTy 10 20 MKA B TPOOVPKA
Aas niposeaenns TTLP.

II. Vcrioaw3yst HAKOHEYHUK € PUABTPOM B IIOATOTOB€HHbIe TPOOUPKU 400aBUTH 110 10 MKa BBIgeAeHHOI AHK
rccAeayeMBIX OOpasIioB.

II1. BHecTy KOHTpPOABHBIE OOPa3IIhL:

1) K-: 10 mxa OKG;

2) K+:10 mxa ITIKG;

3) OKD®: 10 mxa OKD.

I'epmeTnyHO 3aKpHITh MPOOMPKY KPHIIIIKaMU. B caydae HaAmums My3pIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
IpOOMPOK — YAaAUTH KPaTKOBpeMeHHBIM LIeHTpudyrnposanueM. Pekomen yeTcs IlepeMelnIaTh COAepKIMoe IIyTeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAymOmMM  OCOKAEHMEeM  KpPaTKOBPEMEHHBIM
LHeHTPpUPYTMpOBaHIEM.

IlocTaroBKa peakimy aMILAVQpUKaIA

I. Tlomectuts moarorosaeHnsle A4 nposeAenus I1LP mpobupkn B amnanduxaTop.

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

Tabamna 2. IlapameTpnl amnandukamym®

Koa-Bo
Ilar Temneparypa, °C Bpewmst —
Hauaabnas geHaTypans 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OT1xur 63 10 cekx 5
D AOHTaAIINST 67 10 cex
AeHaTypanus 95 5 cex
Otxur/leTekums 1o KaHalaMm:
FAM/(?reen, HEX/VIC/Yellow 63 10 cex 40
D AOHTaAIINST 67 10 cex

* donycraemcs dooasrenue waza 55 °C, 10 Mun 6 HA4AAe NPOMOKOAD AMUAUPUKAYUY OASL COBMECHIHDIX NOCMAHO60K € HAOOPAMU,
mpedyouLUMY IMAN pesepmuposaHL.

III. 3amporpamMmmupoBaTh OAOXKEHNE TPOOVPOK B amIiAnudukarope. JormycKaeTcs: BHITOAHITh JaHHBIN ITar
BO BpeMs IIpOBeAeHMs aMIIAMpUKAIIUY AU 110 ee OKOHYAHUIO, eCAY DTO II03BOASET IIPOrpaMMHOe O0ecIIeyeHIe
npubopa.

IV. JaTp HasBaHMe DKCIIEpVIMEHTA M COXPaHUTH €T0 Ha AVICKe (B TOM aiiae 6yAyT aBTOMaTUIeCKV COXpaHEeHBI
pe3yabTaThl AaHHOTO BKCIIEPUMEeHTa). 3allyCTUTh aMIIAUpUKaTOp™.

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

Anaans pe3yabTaToB
I. ITepea Hawaa0oM aHaAM3a HEOOXOAVMMO 3a4aTh HACTPOMKM B COOTBETCTBIM C MHCTPYKITMEN K Ipuoopy.
a) 244 npubopos Trnna «Rotor-Gene 3000/6000/0Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Be10pocos («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
MOKeT ObITh M3MeHeH B anarasone 0,02 — 0,2*%;
- IIpM HeOOXOAMMOCTM JOMyCKaeTcsl akTtmsaums yHKoui «Dynamic  tubeldunamuu.gon» m  «Slope
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Correct/Koppex. Yicaora».

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

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

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

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

— YCTaHOBUTH 3HadyeHMe IapaMeTpa noporosoii anHun 10 %, nmoaydennoro aas obpasia ITKO B nocaesnem
nnxae amnanduxanun. ITpu HeodbxoamMocTy IOpOr MoXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

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

— YCTaHOBUTH 3HadyeHMe IapameTpa roporosoii ananum 10 %, moayuennoro gas obopasua [IKO B mocaegnem
nnxae amnandukanun. ITpu HeoOxoAMMOCT IOPOT MOXKeT ObITh M3MeHeH B AnanazoHe 5 — 30%™*;

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

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

* B 3asucumocmu om yCﬂ’lﬂHOGJ\EHHOﬁ éepcu npozpammHozo obecneveHus HA36AHUS KOMAHO MOzYm HECKOALKO OMAUHAITLCA.

** Heobxodumocmv KOppexmuposku 6o10p0ocos 603HUKAL 6 CAYHUALX CUADHBIX KoAOAHUT PAYOpecteH Ul 6 0mMIeAbHbIX npodax.

II. BetOpats aAorapudMmuUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAMPOBATDL
IlepecevyeHe IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoM aMrandukanym. ITpu nepecedennu moporosoit
AVHNY C KPUBOJ aMIIAM(UKaLINY He B AMHEHOM yJacTKe — IepeMeCTUTD ee BPYYHYIO 40 HEOOXOAVMOTIO YPOBHSL.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HaAWYNA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIT AVHMEN (4TO COOTBETCTBYET HaAUINIO/OTCYTCTBUIO 3HAYEHNsI IIOpOroporo nukaa «Ct»
B COOTBETCTBYIOIIeli rpade B Tabanlle pe3yAbTaToB).

IIL. Yaocrosepurncsa, uyrto IILIP-uccaegoBanme BaAuMAHO: KOHTPOABHBIE TOUKM — aHAAM3a  AOAXKHBI
COOTBETCTBOBATh 3HaUYEHUAM, ITPUBEAEHHBIM B Tabautie 3.

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaaVi3a KOHTPOABHBIX TOY€K

KonTpoabnast KonTpoanpyemsbii 3unavenne «Ct» mo Kkanaay
TOYKaA 9TaI aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Okerpaxunst AHK - +/—-
K- [P - -
K+ TILIP + +

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

IV. VaTepnipetnposats peayastaTsl I11]P-anaansa nccaesyeMsix o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOanma 4. InTepnperanys pe3yabTaToB 00pa3iioB

3uagenne «Ct» mo xkaHaay

Pesyaprar obpasiia HEX/VIC/Yellow FAM/Green
IMoaoxure abHBI + +/—
OTpunareabHbI - +
HeBaanaubiii - -

«—» 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 AVHNIO
<<+/—>> 3HauyeHue «Ct» AAs AAHHOTO KaHaJda He aHaAM3UPYeTCi

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

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

0) mpoaHaaM3MpoBaTh oOcTapmMecs oOpasnsl 1o Ka"aly BKO (FAM/Green), Aas BaAMAHBIX BBIAATD
3aKAIO4YeHIe;

B) OCTaBIIIMeCs] OOPa3LIbl ABAAIOTCS HeBaAUMAHBIMI.

B caywae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIP-mccaesoBaHme COOTBETCTBYIOIIETO
oOpas1ia, HaumMHas ¢ 9Tamna skerpaxiyy HK.
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TPAHCITOPTUPOBKA I XPAHEHME TECT-CUCTEMBI
TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIEeTCs IIPY TeMIlepaType OKpy>Kalollieli 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 IIpaBlaaMIl IIEPEBO3KIM TIPY30B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucremMa XpaHmUTCA B yHaKOBKe M3TOTOBUTeAs Hpu Temiepatype oT -24 °C go -16 °C. Jomyckaertcs

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

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

Cpok rognocrtu tect-cucreMsnl «AptTect TpruxomoHaga» — 12 Mecsi1ieB ¢ AaThl U3TOTOBAEHMSI.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMosxHasa nmpuunHa
Ipo0aeMbl

BapmnanThl permenns ipo06aeMbl

Het curnaaa mo xanaay
FAM/Green

HexoppekTHBIit 3a60p
611010TIYeCKOTO MaTepraja

IOBTOPUTE 3a00p

HexoppexkrHoe Boigeaenne HK
113 00pas31oB

HOBTOpUTS BhigeaeHne HK

Vlctnoawn3oBanue
HENOAXOASIINX PacXOAHBIX
MaTepualoB

JCII0Ab30BaTh NpoOUpKN 4451 nocranosku ITLIP,
peKOMeHAOBaHHbBIE (PUPMOII-IIPOU3BOAUTEAEM
amnandukatopa AMOO aAalTUPOBAHHBIE AAS
JCII0Ab3yeMOTo mpubopa

He IIoABepraTh BO3JelcTBMIO Y®P-00aydeHMs

OAHOPa30BBIN I1AaCTUKOBBIV pacxoaHbIN

Martepnaa (IpoObUPKY, HAKOHEYHIIKI)

TP yarnéuposaxHme

passecTy 0Opaszer B 5 pa3 B 9AI0UPYIOIIEM
Oydepe, TOBTOPUTH aHAAU3

JICII0b30BaTh HOBBIIT 0Opasel] MaTtepuasla

JCIIOAB30BaTh COPOEHTHBIN MeTo , BhigeaeHns HK

Het curnaaa B K+

Vlctnoawn3oBanue
HeNOAXOASIIVX PacXOAHBIX
MaTepualoB

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

HexkoppexTHoe mnpurorobieHue
TTIIP-cmecn

npurorosuTth HOBYIO ITITP-cmech

HexoppekTHble ITapaMeTpsl
aMIIAQpUKaLmn

YCTaHOBUTH IapaMeTpbl aMIIAMPUKALIUNA B
COOTBETCTBUU C TabAMITEN 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

JCII0Ab30BaTh HAOOPHI, KOTOPBIe XPaHUANCDH B
HaAAeKallliX yCAOBUX

Haanume curaaaa 8 OKD o
kanaay HEX/VIC/Yellow

Kontamunanst

IpoBecTr A€KOHTaMIMHallVIOHHbIE ITPOIEeAYPbI,
MCITIOAB30BaTh HOBLBIE Ha60pr

! boaee 11oAHOe orMICaHIe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO
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IMPNAOXEHME I
METOAMYECKWE YKA3AHNSI 110 IIPUMEHEHMIO
Tect-cucremnr «AptTect Tpuxomonaaa»
Komnaexmanus 3

HA3HAYEHME TECT-CUCTEMEI
Tecr-cucrema «AptTect TpuxomoHaga» IpejHa3HadeHa A4s KadectseHHoro onpegeaenus AHK Trichomonas
vaginalis METOAOM TIOAVIMEpa3HOIl LIeITHONM peaklMM C JeTeKI[uell pe3yAbTaTOB B peXXuMe «pealbHOTO BpeMeHI»
(TILIP-PB) 6e3 cragumn skcrpakiym AHK B 2a60paTopHOIT KAMHINYECKOI ITPaKTHUKe.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect TpuxomMoHaga» sIBAsI€TCA BBICOKOUYBCTBUTEABHBIM HaOOpoM aas BeLaBaeHus /AHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunu [T1IP-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 Tecr-cuctreme «AptTect TpuxomMoHasa» MCIOAB3YeTCsl OBICTPBIN M IIPOCTON IPOTOKOA aMMAM(UKAIIUI,
MAEHTUYHBIN IIPOTOKOAAM TecT-cucTeM cepun «AptTect», 4TO CyIIeCcTBEHHO IOBHIIIaeT IIOTOYHOCTh 1ab0paTOPHBIX
AHAAMU30B.

Kommnaekranusa paccautada Ha mposedenne 100 peaknnii (tabanma 1).

Ta0Gamma 1. Cocras «AptTect Tpuxomonaga»

Kommonenr O0beM, He MmeHee
1. IIIIP-pearent 1,0 ma
2. Ilpaiimepnr TV 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.
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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 IeHTpuQyIipoBaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKU
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 IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMeIaTh CoffepKuMoe 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 Hauare npomoxord AMHAUPUKAYUY OASL COBMECTIHDIX NOCAHO60K C HADOpaAMU,
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 Be10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeoGXoauMocTy 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 Heob6xoAMMOCTI TOpOT
MO>KeT 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 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.

PesayapraThl 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 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) IpoaHaAM3UpoBaTh o0Opasusl 1o KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 4451 mOAOXUTEABHBIX BBIAAThH
3aKAIOYeHNIe;

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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JZZ ApTtbunolex

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 roaHoctn TecT-cucteMsl «ApTtTect TpuxomoHaga» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHIIA.

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

METOAMNYECKWE YKA3AHNSI I1O ITIPMUMEHEHWIO
Tect-cucremnr «AptTect Tpuxomonaga»
Komnaexkmanus 4

HA3HAYEHMWE TECT-CMCTEMbI
Tect-cucrema «AptTect TpuxomoHaga» mpeAHasHaueHa AAs KadecTseHHOTO onpedeaenus AHK Trichomonas
vaginalis MeTOAOM TIOAMMEpPa3HON IIeITHOV peaKnuM C AeTeKINell pe3yAbTaTOB B PEXIUMe «pealbHOTO BpeMeHI»
(TILIP-PB) B aabopaTopHOI KAMHMYECKOV IpakTmke. Kommaexkramus 4 sBAsieTcsl BBICOKOUYBCTBUTEABHON 1
II03BOAs€T A40NI0AHNTeABHO aHaAn3uposats PHK Bo30OyauTeas, a Tak’ke MCII01b30BaTh OOABIINIT OOBEM BbIA€AEHHBIX
HYKAeVHOBBIX K1cA0T (gasee HK).

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect TpmxoMonaga» ABASETCA BBICOKOUYBCTBUTEABHBIM HaOOPOM A4Sl BBIABAEHUS
AHK/PHK: auMut getekuum cocraBAsieT 5 reHOM-9KBUBAAE€HTOB BO30yAnTeas B peakuyu [TLP-PB.

Tect-cucrema «AptTect TpuxoMoHaga» codep>KUT B cBoeM cocTaBe dpepmeHT ypanmna-AHK-rankosnaasy
YA n aYT®, uro nospoaser nadexxars kKoHTamMuHauuu ITIP-cmecn mpoaykramu mpeamectsyiomux ITLHP u
MoAy4eHNs A0XKHOII0AOXKUTEAbHBIX Pe3y1bTaToB.

B Tect-cucreme «AptTect TpuxomMoHaga» MCIIOAB3YeTCS OBICTPBIN M IIPOCTO IPOTOKOA aMIIAM(PUKALINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHAAM30B.

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

Tabamna 1. Cocras «AptTect Tpuxomonaaa»

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

Aas srana skcrpaknyn HK u3 obpasija pekoMmenayercst mcrnoapzoBanne peareHtos: «AptAHK Kamunk»,
«AptHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK »xcrpakT».

PesyapraT amnandukanuy 9HAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha KanHale FAM/Green,
pesyabraTt amnandukanym HK Bo3dOyaureas 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 AeTeKIUel Pe3yAbTaTOB B peXKIMe «pealbHOIO BpeMeH!»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITepeMEHHOT0 00BbeMa;
— 04HOpa30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB IIepEMEHHOI0 0ObeMa;
— 0AHOpPa30BbIe MOANUIIPOIIAEHOBbIE 3aKPHIBAOIIecs ITpobupku oovemoM 1,5 — 2,0 m4;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILIP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x02041AbHUK OT +2°C 20 +8°C ¢ MOpo3MabHOI KaMepoii ot -24°C g0 -16°C;
— OTAeABHBIV XalaT U O4HOPa30Bble ITepUYaTKI;
— éMKOCTb 4451 COpOoca HaKOHEYHIKOB;
— KOMILAEKT CpeACTB 4451 00paboTky pabodero Mecra.

ITPOBEAEHVE AHAAN3A
Boigeaenne HK n3 xamHmyeckoro mMarepmada IIPOU3BOAMUTCS B COOTBETCTBUM C MHCTPYKIMEN (PpUPMBI
U3TOTOBUTEAS peareHToB AAs ouncTky HK.
IToaroroska ITIIIP-cmecu
0. Pasmopo3uTs Bce peareHTH (IIpyM HEOOXOAMMOCTHM), IepeMeIaTh IepeBepHyB IMPOOMPKU HEeCKOABKO pa3
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(MAM mepeMeIlBaHMEM Ha BOpPTeKCe B TedeHMM 2—4 CeKyHJ) M cOpOCUTH KaIlAl C IOMOIIBIO KPaTKOBPeMEHHOTO
1eHTpUPyTUPOBaHUS.

I. B Kax4yl0 IIOCTaHOBKY aMIAMUKAIIMM IIOMUMO JCCAeAyeMBIX 0Opas3loB JOAKHEI BXOAUTH 3
KOHTPOABHBIX 0Opasia: orpunareapHsit kKoHTpoas [IHP (K-), moaoxwureapHsrii konrpoap IIHP  (K+),
OTpHUIIaTeABHBIN KOHTPOAb 9KcTpakunu (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» mmyTeM 5-Ti KpaTHOTO IlepeBOpauMBaHms IPOOUPKH (AN HepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPEMEHHBIM IIeHTpuQyIipoBaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKHU
Aas nposegenns TTLIP.

II. Jicroap3yst HAKOHEUHNK C (PUABTPOM B IIOATOTOBAEHHBIE TPOOUPKM A406aBuTh 110 30 MKa BeigeaeHHBIX HK
nccaelyeMbIX 0OpasIioB.

III. BHecTy KOHTpPOAbHbIE OOpa3IIbI:

1) K-:30 mxa OKO;

2) K+:30 mka ITIKG;

3) OKD: 30 mxa OKD.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAmdms IMy3sIpbKOB B pacTBOpe MAM KalleAb Ha CTEeHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpudyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKMoe IIyTeM
2-xpaTHOoro  mepesopaumBaHms  [1LIP-mpoOupox ¢  mocmenyrommM — ocaXaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrupoBaHeM.

IlocTraroBKa peakimy aMILAVpUKaI

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

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

TaGamniia 2. IlapameTpnl aMnanpukanm

Koa-Bo
lar Temneparypa, °C Bpewmst IIKAOB
OO0OpaTHas TpaHCKPUIIIVIS 55 10 mun 1
HauaabHnas geHaTypans 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OTxur 63 10 cex 5
D AOHTaAIINST 67 10 cex
AeHaTypanus 95 5 cex
Orxur/leTekums 1o KaHalaMm:
FAM/(?reen, HEX/VIC/Yellow ® 10 cex 40
DAOHTaIIVSI 67 10 cex

III. 3amporpamMMmpoBaTh NOAOXKEHNE IIPOONPOK B aMIiandukarope. JomycKaeTcs! BHITOAHATh AaHHBIN ITTar
BO BpeMs IIpOBeAeHMs aMIIAMpUKALIUY AN 110 ee OKOHYAHUIO, eCAY DTO II03BOASET IIPOrpaMMHOe OOecIieyeHNe
npubopa.

IV. JaTp HasBaHMe DKCIIEpVIMEHTA M COXPaHUTH €T0 Ha AVICKe (B TOM aiie 6yAyT aBTOMaTUIeCKN COXpaHEeHBI
pe3yabTaThl AaHHOTO BKCIIEPUMEeHTa). 3allyCTUTh 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 ycmaHoums napamentpol
«Min Reading/Munum. Cuznar» — 5F1 u «Max Reading/Mawcum. Cuzrar» — 10FL.

Anaau3s pe3yabTaTOB
L. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpuOopy.
a) Aas npubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Bsi0pocos («NTC threshold/Tlopo: @ona») — 10%. ITpu HeobXoauMOCTH ITOPOT
¢ona moxxet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;
— YCTaHOBUTH 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY ITOPOT
MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2*%;
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- IIpM HeOOXOAMMOCTM AOIyCKaeTcsl akTtmsaums yHKoui «Dynamic  tubeldunamuu.gon» mu  «Slope
Correct/Koppex. Yicaora».

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

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

— IIpu HeoOXOAMMOCTU AoITycKaeTcsa akrusauvs GpyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».
B) aas ipu6opos «AT-96/ATupanm/ATaaiT»*:

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

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

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

— YCTaHOBUTH 3Ha4YeHMe IapameTpa roporosoil ananm 10 %, rmoaydennoro gas oopasna [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI TIOPOT MOXKeT OBITH U3MeHEH B Anana3oHe 5 — 30%*;

A) A5 OCTaABHBIX aMIIAN(PUKATOPOB OTKPHITOTO TUIIA:

— 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 3a61cUMOCHIU 011 YCMAHOGACHHOTL 6ePCULL NPOZPAMMHO20 00echeter s HA36AHUL KOMAHO MOZYH HECKOALKO OMAUUAMDCSL.

** Heobxodumocmb KOppexmuposku 6o10p0ocos 603HUKALT 6 CAYHUALX CUADHBIX KOACOAHUTI PAYyopecteHul 6 0MOeAbHbLX HPOOAX.

II. Betbpars aorapudMmuyUecKylo IIKaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAMPOBATDL
IlepecevyeHe IIOPOTOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukanum. ITpu nepeceyennu moporosoit
AVIHWM C KPUBOJ aMIIAN(pUKaIIMY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYIHYIO 40 He0OXOAVIMOTO YPOBH:I.

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

III. Yaocrosepurncss, uro IILIP-mccaejoBaHmMe BaAMAHO: KOHTPOABHBIE TOUKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HaUY€HUAM, ITPUBEAEHHBIM B Tabau1ie 3.

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaaVi3a KOHTPOABHBIX TOY€K

KonrpoabHas KonuTpoanpyembiit 3navyenmne «Ct» mo xkaHaay
TOYKaA 9TaIl aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Bxcrpaxunst HK - +/—
K- TILIP - -
K+ TILIP + +

B cayyae HecooTBeTCTBMSI KOHTPOABHBIX TOUEK TpeOyeMBIM 3HaueHMsIM HeoOXOAMMO IIPOBECTH IIOBTOPHOe
1ccAe0BaHNe Bcex 00pa3IioB HauMHasI co craauny skerpaxnnu AHK.

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

TaOanma 4. InTepnperanus pe3yabTaToB 00pa3iioB

3uagenne «Ct» mo xanaay

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

«—» 0bosHauaeT orcyTcTBue 3HaueHns «Ct», rpadpuk aMIanduKanum He mepecekaeT IOPOTOBYIO AMHIIO
«+» oDo3HavaeT Haamdue 3HadeHust «Ct», rpadpuk amnanduKanym rmepecekaer IOPOroBYIO AUHAIO
«+/—» 3HaueHne «Ct» 2451 AaHHOTO KaHaAa He aHAAU3UPYeTCs

PexoMeHAyeMBIl1 aATOPUTM aHaAU3a 0Opa3Iios:

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

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

B) OCTaBIITMeC OOPa3IIbI ABASIOTC HeBaAMAHBIMIA

B caydae HeBaamaHOTro oOpasija Tpebyerca mosTopHO Iposectu IIIIP-mccaesosaHMe COOTBETCTBYIOIIETO
oOpaslia, HauMHasi ¢ 9Tarna skerpakiym HK.
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TPAHCITOPTUPOBKA I XPAHEHME TECT-CUCTEMBI
TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIEeTCs IIPY TeMIlepaType OKpy>Kalollieli cpeAbl, HO He Bbie +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 IIpaBlaaMIl IIEPEBO3KIM TIPY30B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucremMa XpaHmUTCA B yHaKOBKe M3TOTOBUTeAs Hpu Temiepatype oT -24 °C go -16 °C. Jomyckaertcs

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

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

Cpoxk rognoctu tect-cucreMsbl «AptTect TpruxomoHaga» — 12 Mecsi1ieB ¢ AaThl U3TOTOBAEHMSI.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMosxHasa nmpuunHa
Ipo0aeMbl

BapmaHTbI perennst mpo0aeMbl

Het curnaaa mo xanaay
FAM/Green

HexoppekTHBIit 3a60p
611010TIYeCKOTO MaTepraja

IIOBTOPUTSE 3a00p

HexoppexkrHoe Boigeaenne HK
113 00pas31oB

IIOBTOPUTS BhlgeaeHue HK

Hcnmoar3oBaHme HEIIOAXOASIINIX
PacxoAHBIX MaTepuaAOB

VICITIOAB30BaTh HpO6I/IpKI/I AAS ITTOCTaHOBKI

TI1IP, peKOMeHAOBaHHbIe Pupmoit-
nponssBoAuTeseM  aMmnaudukatopa  Aubo
aJanTUpOBaHHEBIe AAs MCII0Ab3YeMOTO
npubopa

He IIoABepraTh Bo3AeiicTBuIO Y®P-00aydeHMs

OAHOPA30BBIM  IIAACTUKOBBIVI ~ PaACXOAHBIN

MaTepuaa (IpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

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

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasla

MCII0Ab30BaTh COPOEHTHBIN MeTO/ BhlAe AeHU:
HK

Het curaaaa B K+

Vcnnoab3oBaHue HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

JCIIOAb30BaTh HpO6I/IpKI/I AASL  TTOCTaHOBKI

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

HexoppekTHOe mpuUroTOBAEHNe
TTIIP-cmecn

OpuroToBUTh HOBYIO ITIIP-cMmech

HexkoppexTHble mapameTphl
aMrAnuKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAM1IeNn 2

HekoppekTHble ycA0BUsI
XpaHeHIs1 HaOOpPoB

JCIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIIX

Haanumne curamaaa 8 OKD o
kanaay HEX/VIC/Yellow

Kouramunars

OPOBECTU A€KOHTaMMHALVIOHHEIE IPOLIeAyPh;
MCII0AB30BaTh HOBbIE HAOOPEI

1 boaee 1104AHOe OIMCaHE XapaKTepUCTUKHU TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPVMIMEHEHNIO
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IMPNAOXXEHME E
METOAMNYECKWE YKA3AHNSI I1O ITIPMUMEHEHWIO
Tect-cucremnr «AptTect Tpuxomonaga»
Komnaexmanyusn 11

HA3HAYEHME TECT-CMMCTEMBI

Tect-cucrema «AptTect TpuxomoHaga» mpeAHasHaueHa AAs KadecTseHHOTO onpedeaenus AHK Trichomonas
vaginalis MeTOAOM TIOAMMEpPa3HON IIeITHOV peaKnuM C AeTeKINell pe3yAbTaTOB B PEXIUMe «pealbHOTO BpeMeHI»
(TTLIP-PB) B 2ab0paTOpHOI KAMHUYIECKON paKTuke. B cocras xommnaexkrarum 11 BXOAUT DK30TEHHBIN BHYTPEHHNII
KOHTpoAbHEINI oOpaser; (BKO) aaa xonrpoas »ddexrmsHocTn srama soigedenns AHK, a Taxkxe pacxoanbiin
Matepuaa aasa ITHP.

XAPAKTEPUCTUKA TECT-CMCTEMBI!

Tect-cucrema «AptTect TpuxoMoHaga» sIBASIETCSI BLICOKOUYBCTBUTEABHBIM HabopoM aast BesiBaeHus AHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunu ITITP-PB.

Tect-cucrema «AptTect TpuxomoHaga» cogep>Xut B csoeM cocrase ¢pepmeHT ypanua-AHK-rankosmaasy
YA n aYT®, uro nospoaser nadexxars kKoHTaMuHauuu ITIP-cmecn mpoaykramu mpeamectsyiomux ITLHP u
MOAy4eHNs A0XKHOII0AOXKUTEAbHBIX Pe3y1bTaToB.

B Tect-cucreme «AptTect TpuxomoHaga» MCIIOAB3YeTCs OBICTPBIN M IIPOCTON MPOTOKOA aMIAMPUKaIINIY,
MAEHTUYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIlecTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAU30B.

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

Tabamna 1. Cocras «AptTect Tpuxomonaaa»

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

Komnaexr naacruka (qactp 2 u3 2)
Pacxoaurniit matepuaa aas I[P ‘ 1 KOMIIAEKT

Aas srana skerpaxiym AHK 13 obpasma pekomenayercs ucnoap3osanne peareHTos: «ApTAHK Kannmk»,
«ApTtHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK skcTpakT».

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

MEPLI ITPEAOCTOPOKHOCTH
IIpun pabote c TecT-cucTteMoii HeoOXxogumo cobaogats Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T P-auarHocTuky 1 MeToguvecKue yKa3aHs IIPOU3BOANUTEA.

OBOPYAOBAHUE I MATEPUAABI
— aMIANQPUKATOP C AeTeKIUell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPA30Bble HAKOHEUYHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 04HOPA30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILIP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTUBHI 4151 IPOOMPOK 1 HAKOHEUHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3mAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBII XalaT U O4HOPa30Bble TTepYaTKI;
— eMKOCTbh 4451 cOpoca HaKOHEYHIIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.
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INPOBEAEHVE AHA/N3A

Brigeaenne AHK ns xamHmaeckoro marepnuada mpoussoautcs copmectHo ¢ BKO (10 Mxa Ha BrlgeaeHUe) B
COOTBETCTBMM C MHCTPYKLIMel GpUPMBI-M3IOTOBUTeAs peareHToB A4:1 ounctku HK.

IToaroroska ITIIIP-cmecu

0. PaaMopo3uTh BCe peareHTsI (IIpM HEOOXOAUMOCTH), IIepeMellaTh IIepeBePHYB IIPOOUPKI HECKOABKO pa3 (1An
IlepeMeIlIBaHIeM Ha BOPTeKce B TedyeHMe 2-4 CeKyH4) UM COpPOCHMTH KalAM C IIOMOIIBIO KpaTKOBPEMeHHOTO
LeHTpUPyTUPOBAHUS.

I. B xa’kay10 TOCTaHOBKY aMIIAM(pVKaLINY IIOMIMO MCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasna: orpunaTteasHsrii KoHTpoab TP (K-), moaoxuteasnsiii konTpoas ILIP (K+), oTpumiaTeaApHbI 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'ze N — o011ee KoAM9IeCTBO peakLNii aMIIANPUKAIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememats «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (AN IIepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ,), 0CaAUTh KpaTKOBPeMeHHBIM IIeHTpuyImposaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKHU
Aas nposegenns TTLIP.

II. Vcrioap3yst HAKOHEYHNK € PUABTPOM B IIOATOTOB/AEHHBIE TPOOMpPKM A06aBuTh 110 10 MK BbIgeaenHon AHK
uccAeayeMbIX oOpasIioB.

III. BHecT KOHTpOABHBIE OOPa3IIbI:

1) K-:10 mxa OKG;

2) K+:10 mxa IIKG;

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 amnandgukarop.

II. B cooTBeTcTBMM C MHCTPYKIMEN K IpMUOOPY 3allporpaMMIpOBaTh aMIIAM(UKaTOp COrAacHO Tadamiie 2.

TaOauma 2. ITapameTpnl amnanduxaym®

o Koa-Bo
HIar Temmeparypa, °C Bpems IKA0B
HaugaabHnas aenarypanmys 95 15 muu 1
AeHaTypanus 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
JeHaTyparpst 95 5 cex
Orxur/ leTeKkims 1o KaHaaMm:
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 COEMECTHBIX NOCMAHO60K C HAOOpaAMU,
mMpebyow UMY 3Man peseprmuposanusl.

III. 3amporpaMmMupoBaTh OA0OXKeHMe TPOOUPOK B aMIAnduKaTope. JoIycKkaeTcs BHIIIOAHATD JaHHBIN ITTar BO
BpeMs IpOBeAeHMsI aMIAN(PUKaINI MAM II0 ee OKOHYAHMIO, €CAM DTO II03BOAseT IIporpaMMHOe oOecIriedeHIe
npubopa.

IV. Jats Ha3BaHIe BKCIIEPMMEHTY U COXPaHUTh €ro Ha AMcKe (B 9ToM ¢aiile OyayT aBTOMaTUIeCKU COXpaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3aIlyCTUTh aMIIAuuKaTop”.

* Aas npubopos «Rotor-Gene» neped sanyckom evibpamv Pynxyuto: «Perform Calibration Before 15t Acquisition/Perform
Optimization Before 15t Acquisition/Bomoanumo onmumusayuio npu 1-m waze demexyuu». Jrs 000ux Kanair08 ycmaHosumo napamentpol
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.

Anaans pe3yabTaToB

L. Ilepea HayaaoM aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKIIMeit K Ipuoopy.
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a) 244 npubopos tuna «Rotor-Gene 3000/6000/0Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa BeiOpocos («NTC threshold/Tlopo: @ora») —10%. ITpu HeoGXoauMocTy mopor
¢ona MoxeT OBITh N3MeHeH B guanasone 0 — 30 %*;

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

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

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

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

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

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

— YCTaHOBUTH 3HadyeHMe IlapaMeTpa noporosoii anHun 10 %, nmoaydennoro aas obpasia ITKO B nocaesnem
nnkAae amnandukanun. ITpu HeobxoamMocTy mopor Mo>keT OBITh M3MeHeH B gnanasoHe 5 — 30%.**

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

— YCTaHOBUTH 3HaUYeHMe I1apaMeTpa rnoporosoil Anaunu 10 %, noaydensoro gas obopasna [1IKO B nmocaeanem
nnkae 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
nnkae amnandukanun. I[Tpu HeobxoauMocT opor Mo>KeT ObITh M3MEHEH B gnanasoHe 5 — 30%.**

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

** He00x00UMOCHb KOPPEKMUPOSKY 6bI0POCO8 G03HUKACHT 8 CAYUASX CUADHVLX KOACOAH U PAYOpecteriul 8 OMIeAbHLLX HPoax.

II. Betbpars aorapudMmuyUecKylo IIKaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAMPOBATDL
IepecevyeHle IIOPOTrOBOI AMHUY B AMHETIHOM YacTy pocTa Kpusoil amrnandukanun. I1pu nepeceueHnn noporosoit
AVIHWM C KPUBOJ aMIIAN(pUKaIIMY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYIHYIO 40 He0OXOAVIMOTO YPOBH:I.

PesyapraThl aHaAM3a WMHTEPIPETMPYIOTCA Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs] KpPUBOII
¢ ayopecnieHIINM ¢ TOPOroBOI AMHMET (UTO COOTBETCTBYET HAAMYUIO/OTCYTCTBUIO 3HAYEHIISI ITIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIEN rpadpe B TaDANLIE PE3YyAbTATOB).

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

Ta6auma 3. OnieHKka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KonrpoabHas KonuTpoanpyembiit 3navyenmne «Ct» mo xkaHaay
TO4YKa DTAIl aHAAM3a HEX/VIC/Yellow FAM/Green
OKD Okcrpakuns AHK - +
K- TILIP - -
K+ TILIP + +

B caydae HecoOoTBeTCTBMSI KOHTPOJABHBIX TOUEK TpeOyeMBIM 3HaueHMsIM HeoOXOAMMO ITpOBECTU IOBTOpPHOe
1CcCAe0BaHNe Bcex 0OpasIioB HauMHas co cragum skcrpaxiym AHK.

IV. Marepnipetuposats pesyastaTs [11]P-aHaam3a nccaeayeMbIx 0OpasiioB B COOTBETCTBUN C TabAMIIelk 4.

TaOamija 4. InTepnperanus pe3yabTaToB 00pa3iioB

3nauenne «Ct» mo kanaay

PesyabTaT OOpasita

HEX/VIC/Yellow FAM/Green
IMoaoxureabHBI + +/—
OTpurtareabHbIN - +
HeBaanauabiin - -

«—» 0Do3HavaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxammm He epecekaeT IOPOTOBYIO AUHUAIO
«+» oDo3HavaeT Haamuue 3HadeHust «Ct», rpadpuk amnanduKkanyy rnepecekaer IOPOroBYIO AUHAIO
«+/—» 3Hauenne «Ct» 4451 JAHHOTO KaHaJa He aHAAU3UPYeTCs

PexomeHAyeMBIlT aATOPUTM aHaAM3a OOPa3LIOB:

a) IIpoaHaAM3MpPOBaTh 00pasisl 1o KaHaay Bo3Oyaurteas (HEX/VIC/Yellow), 4451 m0A0XMUTeABHEIX BBIAATD
3aKAI0YeHue;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o kanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
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3aKAI0UYeHIe;

B) OCTaBIIIMeCsa o6pa3u1>1 SIBASAIOTCSI HEBAAMIAHBIMIL.

B cayuae mesaamaHoro obpasija Tpebyerca mosTopHO mposectu IIIIP-mccaesosaHmMe COOTBETCTBYIOIIETO
obpasiia, HaunHas ¢ ®Tana sKcTpakuuy HK.

TPAHCIIOPTNPOBKA 1 XPAHEHUE TECT-CUCTEMBI
TpaHCIIOpTHPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMIlepaType OKpY>KaloIell cpeabl, HO He Boimre +37°C

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

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

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

Ilpu moaydyeHmu pasyKOMILAEKTOBLIBAETCA B COOTBETCTBMM C YKa3aHHBIMM TeMIIepaTypPHBIMU PeXXMMaMU

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

AOITyCKaeTcsl XpaHeHNe TeCT-CICTeMBI ITpu TeMnepatype +2 — +8 °C (g0 30 cytok). Pacxoansiit matepuaa aas ILIP

XpaHUTCI IIpU KOMHaTHOM TeMIIeparype.

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

Cpok rognoctu Tect-cucreMmsl «AptTect TpuxomoHaga» — 12 Mecs1ieB ¢ AaThl U3TOTOBAEHMS.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE N METOABI X YCTPAHEHW ST

IIpoGaema

Bosmoxnas npmnyanHa
po0aeMbl

BapI/IaHTbI penreHnst HpO6AEMbI

Het curnaaa o kanaay
FAM/Green

HexoppexktHoe Boigeaenne HK
113 00pas31oB

IOBTOpUTS BhlgeaeHue HK

Hcnoas3oBaHme HEIIOAXOASIINIX
PacxoAHBIX MaTepuaAOB

UCII0AB30BaTh MPOOUpPKN Aas1 moctaHoBku TP,
peKOMeHJ0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

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

MCII0Ab3yeMOTo mpubopa

He TIoABepraTh BO3JelicTBUIO YP-00ayueHMs

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IpoOMPKY, HAKOHEYHIIKI)

TP arnéuposaxHme

passecTn obpasert B 5 pa3 B saoupyiomem oydepe,
IIOBTOPUTH aHAAU3

VICTIOAb30BaTh HOBBIN 06pa3eu Marepunaaa

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhigeAeHrst HK

Het curaaaa B K+

Vcroab3oBaHme HETIOAXOASITITUX
pacXxo4HBIX MaTep1al0B

UCII0AB30BaTh MPOOUpPKU 4451 mtoctaHOBKU [1LIP,
peKoMeHJOBaHHBIE  (PUPMOI-IIPOU3BOANTEAEM

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

1CrI0ab3yemMoro npubopa

HexkoppexTHoe mnpurorobieHue
TTIIP-cmecn

npurotosuTh HOBYIO I TIIP-cMech

HexoppekTHble mtapaMeTpsl
aMIIAuQpUKaLn

YCTaHOBUTH ITapaMeTPphl aMIIAN(PUKaLINY B
COOTBETCTBUU C Tabau1en 2

HekoppekTHrle ycA0BMs
XpaHeHI:1 HaOOpOB

JICIIOAb30BaTh Ha60pI)I, KOTOpbI€ XpaHNANCH B
HaaAae>XallMX yCAOBMAIX

Haamume curanaza B K-
o kaHaaam FAM/Green
n/vian HEX/VIC/Yellow

Haanume
OKD 10
HEX/VIC/Yellow

CurHaza B
KaHaay

Konramunars

IIpoBEeCTU A€KOHTaMIHallVIOHHbIE ITPOLIeAYPbI,
JICITIOAb30BaTh HOBLIE Ha60pI)I

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

METOANYECKUE YKA3AHM 110 ITPMMEHEHUIO
Tect-cucremnr «AptTect Tpuxomonaga»
Komnaexmayusa 12

HA3HAYEHMNE TECT-CMCTEMBbI
Tecr-cucrema «AptTect TpuxomoHaga» mpeAHasHaueHa AAs KadecTseHHOTO onpedeaenus AHK Trichomonas
vaginalis MeTOAOM TIOAMMEpPa3HON IIeITHOV peaKnuM C AeTeKINell pe3yAbTaTOB B PEXIUMe «pealbHOTO BpeMeHI»
(TTLIP-PB) B aabGopaTopHOi KAuHMYecKoi IpakTuke. Kommaekranus 12 colep>XUT DHAOTEHHBI BHYTPeHHUI
KOHTPOAb AAs KOHTpOA: 9Tana 3abopa obpasua u seigesenns AHK, a takke pacxogustit matepuaa aast [TLIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect TpuxomoHaza» SABAsIETCS BLICOKOUYBCTBUTEABHBIM HaOOpOM A4 BbiABaeHms AHK:
AVMUT AeTeKIUU COCTaBAseT 5 TeHOM-9KBIBa€HTOB BO30yAuTeAs B peaknuu [TP-PB.

Tect-cucrema «AptTect TpuxoMoHaga» codep>XUT B cBoeM cocTaBe dpepmeHT ypanmna-AHK-rankosnaasy
YA n aYT®, uro mossoaser nabexars koHTaMyHaumu [1IP-cmecn mpoaykramu mpeamectsytomux ITLIP u
II0Ay4eHNs A0KHOII0A0KUTEeABHBIX Pe3yAbTaTOB.

B Tect-cucreme «AptTect TpuxomoHaga» MCIOAB3YeTCs OBICTPBIN M IIPOCTON IPOTOKOA aMILAM(PUKALINIY,
MAEHTUYHBIN IIPOTOKOAAM TecT-cucTeM cepun «AptTect», 4TO CyIIeCTBEHHO IIOBHIIIAeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAM30B.

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

Ta0amma 1. Cocras «AptTect Tpuxomonaaa»

Kommnizexr aas [P (qacts 1 u3 2)

Kommonenr O0beM, He MeHee
1. III1P-peareHT 1,0 ma
2. Ilpaiimepnr TV 1,0 Mma
3. I1IKO 0,5 ma
4. OKO 1,0 ma

Kommaext naactuxa (4acTs 2 n3 2)

Pacxogupiit matepuaa aas I[P ‘ 1 KOMILAeKT

Aas srana skerpaxuym AHK mn3 obpasma pekoMmenayercst ncnoaszosanne peareHTos: «ApTtAHK Kannank»,
«ApTtHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK skcTpakT».

PesyapraT amnandukaiuy 9HAOTEHHOTO BHYTPEHHEIO KOHTPOAs perucrpupyercs Ha KanHale FAM/Green,
pesyapraT amnandukanym AHK BosOyaureas perncrpupyerca Ha kanaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpun pabote c TecT-cucTteMoli HeobOXxogumo cobaogats Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKye yKa3aHIs IIPOU3BOANUTEAS.

OBOPYAOBAHUE I MATEPUAABI
— aMIANQPUKaATOP C AeTeKIUell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— LeHTpuUQdYyTra/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPa30Bble HAKOHEUYHUKY C PUABTPOM AAsI 403aTOPOB IIEPEMEHHOTO 0O'beMa;
— 04HOPA30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTUBHI 4451 IPOOMPOK U1 HAKOHEUHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3mAbHOI Kamepoii oT -24°C a0 -16°C;
— OTJeABHBII XaAaT U OAHOPa30Bble IepyaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

IMPOBEAEHUVE AHAAN3A
Boigeaenne AHK u3 xamHmyeckoro marepuada IIPOM3BOAUTCS B COOTBETCTBUM C MHCTPYKLIEN (PUPMBI
U3rOTOBUTEAs peareHToB 445 ouncTky 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 ITITP-pearenTa + 10*(N+1) MKa mpaviMepoB
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 IIpOOMpPKHU
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 aMIIAnUKaTop®.

* 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 Bsiopocos («NTC threshold/Tlopo: @ona») — 10%. ITpu HeoGXoauMOCTH 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 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 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 3HaUY€HUAM, ITPUBEAEHHBIM B TabAu1ie 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 00pasnsl 1o KaHaay Bo3Oyauteas (HEX/VIC/Yellow), 4451 moA0XXUTeABHBIX 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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TPAHCIIOPTNPOBKA 1 XPAHEHUE TECT-CUCTEMBI

TpaHCIIOpTHPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMIlepaType OKpy>KaloIIell cpeabl, HO He Bhime +37°C
(a0 5 cyrok) man npu temneparype +2 — +8 °C (g0 30 cyTok). JomyckaeTcs TpaHCIOPTHPOBKa AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBM:AX, OOeCIeuMBaIOIINX COXPAaHHOCTh, B COOTBETCTBMM C IIpaBMdaMM IIePeBO3KM IPY3O0B,
AeVICTBYIOIIMMU Ha AQHHOM BliJe TpaHCIopTa.

Ilpn moaydyeHuy pasyKOMIIAEKTOBLIBAETCA B COOTBETCTBMI C YKa3aHHBIMM TeMIIepaTypHBIMU peXMMaMU
xpaHenms. I1LIP gacTe TecT-cucTeMBI 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 KOMHaATHO TeMIIeparype.

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

Cpoxk roanoctn Tect-cucteMsl «ApTTect Tpuxomonada» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHIA.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPY1 PABOTE 1 METOAbI X YCTPAHEHUSI

IIpoGaema

Bo3sMmoskHasa nmpuunHa
Ipo0aeMbl

BapmaHTbI pertennst mpo0aeMbl

Het curnaaa o kanaay
FAM/Green

HexoppekTHsIit 3a60p
611010TIIeCKOTO MaTepraja

IIOBTOPUTH 3a00p

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Hcnoar3oBaHme HEIIoAXOASIINX
PacxoAHBIX MaTepuaAoB

JICITIOAB30BaThb HpO6I/IpKI/I AAsl ITIOCTaHOBKU

TI1IP, peKOMeHAOBaHHbIe Pupmoit-
npoussoaureseM — amranuxkaropa  aAmudo
ajarTypoBaHHbIe AAST JCII0Ab3yEeMOTO
npubopa

He IIoABepraTb Bo3AeiicTBmio Y®P-00aydeHMs

OJAHOPA30BBIM  IIAACTUKOBBIVI ~ PaCXOAHBIN

MaTepuaa (IpoOMpPKY, HAKOHEYHIIKI)

TP arnéuposaxHme

passecTy obpasel; B 5 pa3 B 3AI0MPYIOIIEM
Oydepe, HOBTOPUTD aHAANU3S

MCII0/b30BaTh HOBBII 0Opasel] MaTepuasia

UCII0Ab30BaTh COPOEHTHBIN MeTO/ BhlAe AeHU
HK

Het curaaaa B K+

Vcnnoab3oBaHme HEIIOAXOASIIIIUIX
pacXxo4HBIX MaTep1aA0B

JICIIOAb30BaTh HpO6I/IpKI/I AAsl ITIOCTaHOBKU

TI1IP, peKoMeH 0BaHHbIe Pupmoit-
npomssoauteseM  amranduxkaropa  anudo
aJanTHPOBAHHLIE Aast MCII0Ab3yeMOTO
npubopa

HexoppekTHOe mpuUroTOBAEHNe
TIIP-cmecn

IpuroToBuTh HOBYIO ITIP-cMmecs

HexkoppexTHble mapameTphl
aMrAnUKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAM1IeNn 2

HekoppekTHrle ycA0BMs
XpaHeHI: HaOOpOB

JICITIOAb30BaTh Ha60pI)I, KOTOpbI€ XpaHNANCH B
HaAAe>XalgnX YCAOBIMIX

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

Kouramunars

OPOBECTU A€KOHTaMMHALIMIOHHEIE IIPOLeAyPhL;
UCII0/b30BaTh HOBBIE HAOOPHI

1 boaee moaHOe omycaHe XapaKTepUCTUK TeCT-CCTEMBI ITPpeACTaBA€HO B MHCTPYKLINMI ITO ITPMMEHEHIIO
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IIPNAOXEHME 3
METOAMYECKWE YKA3AHNSI 110 IIPUMEHEHMIO
Tect-cucremnr «AptTect Tpuxomonaaa»
Komnaexmauus 13

HA3HAYEHME TECT-CMCTEMBI
Tecr-cucrema «AptTect TpuxomoHaga» IpejHa3HadeHa A4s KadectseHHoro onpegeaenus AHK Trichomonas
vaginalis MeTO40M ITOAMIMEPa3HOJ LIeITHO peakl[UM C JeTeKIuell pe3yAbTaToB B peXXlIMe «pealbHOTrOo BpeMeHI»
(TILIP-PB) 6e3 cragum sxcrpaxnun AHK B 2abopaTtopHOll KAMHMYECKON IpakTuke. B cocras kommaekranum 13
BXOAMT pacxoAHbI MaTepuaa Aas TTLP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect TpuxomMoHaga» SIBASETCS BBICOKOUYBCTBUTEABHBIM HabopoMm aas BerasaeHms AHK:
AVIMUT AeTeKIUU COCTaBAseT 5 TeHOM-9KBIBa1€HTOB BO30yAuTeAs B peaknyu [T1P-PB.

Tecr-cucrema cogep>xut B cBoeM cocrase ¢pepment ypaumua-AHK-rankosnaasy (YAD) u 4¥YT®, uto mossoaser
n3b6e>xxaTh KoHTaMuHauuu [11P-cmecn mpogykramu npeamectsyomux [P 1 moaydeHns 10>KHOIIOAOXUTEABHBIX
pe3yabTaToB.

B Tect-cucreme «AptTect TpuxomMoHaga» MCIOAB3YeTCs OBICTPBI M IIPOCTON IPOTOKOA aMIIAM(UKaLIIY,
MAEHTUYHBIN IIPOTOKOAAM TeCT-cucTeM cepun «AptTect», 4TO CyIIeCTBEHHO IIOBHIIIaeT IIOTOYHOCTH 1ab0paTOPHBIX
AHAAMU30B.

Kommnaekranusa paccaurana Ha riposedenne 100 peaknuii (tabanma 1).

Ta0Gamma 1. Cocras «AptTect Tpuxomonaga»

Komnaekr aast [P (qacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. IIIIP-pearent 1,0 ma
2. Ilpaiimepnr TV 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 o00pasLioB PeKOMEHAYETCS JCIIOAb30BaHME peareHTOB: «TpaHCIOpTHas cpeAa»,
«TpancriopTHas cpega ¢ MykoauTukom» (rmponssodctsa OOO «AprtbuoTex», Pb).

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

MEPLI ITPEAOCTOPOKHOCTH
IIpn pabote c TecT-cucTteMoii HeoOXxogumo cobaogats Tekymiue THITA B obGaactu 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
OCyIIIecTBASETCs B COOTBeTCTBMU C cymecTsyomumMu THITA, MeToanueckuMy peKoMeHAaIMAMU M MHCTPYKII MMM,
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.

ITPOBEAEHVE AHA/N3A

IMoaroroska ITIIP-cmecu

0. Pasmopo3uTs Bce peareHTHI (IIpy HEOOXOAMMOCTH), IlepeMellaTh IlepeBepHyB IPOOVPKI HECKOABKO pa3 (1An
IlepeMeIlBaHIeM Ha BOpPTeKCe B TeueHuM 2—4 CeKyHA) M COpPOCHMTH Kamayu C IIOMOIIBIO KpaTKOBPEeMEHHOTO
LIeHTPUPYTUPOBAHISL.

L. B xa>KayI0 ITOCTaHOBKY aMILAM(pUKAIINN IIOMUMO JCCAeAyeMbIX 00pas3IioB 40AKHEI BXOAUTH 2 KOHTPOABHBIX
obpasa: oTputiateabHbi KOHTpoAab 1P (K-), moaoxxurteasnsiit 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 aMIIANPUKAIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

ITepemermats «Mactep Mukc» myTem 5-T1 KpaTHOTO ITlepeBopadnBaHsI IPOOMPKY (114N IepeMeIlBaHyeM Ha
BOpTeKCe B TedeHNY 2—4 CeKyHJ), OCaAUTh KpaTKOBPEMEHHBIM IIeHTpuQyriuposaHueM 1 BHecTH 110 20 MKA B IIpOOMPKU
Aas nposegenns TTLIP.

II. Vicrioap3ysl HaKOHEYHUK C (PUABTPOM B IIOATOTOBAEHHBIE IIpOOMPKU A00aBuTh 110 10 MKA MccaeAyeMBIX
00pa31oB.

III. BHecT KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mxa ITKO.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAm4ams IMy3sIpbKOB B pacTBOpe MAM KalleAb Ha CTEHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpudyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKuMoe IIyTeM

2-xkpatHOoro  miepesopaumsaHmsi  [ILIP-mpobmpox ¢  moCIenyommM — OCaXaeHMeM  KpaTKOBpeMeHHBIM
LHeHTPpUPYTMpOBaHVIEM.

IlocTaroBKa peakimmy aMIAVpUKaIIIA
I. ITomecTuTh IOATOTOBAEHHEIE A5 Tposedens [P npobupku B amriandukarop.
II. B cooTBeTcTBMY C MHCTPYKIUEN K IPUOOPY 3allpOorpaMMUpPOBaTh aMIIAN(UKATOp COrAacHoO TadAamIe 2.

Ta0amnia 2. IlapameTpnl amnandpukamym®

o Koa-Bo
IIar Temmieparypa, °C Bpems VKA0B
Hagaabnas aenarypanmys 95 15 muu 1
JeHaTypapst 95 5 cex
OTxur 63 10 cex 5
DAOHTAIIVISL 67 10 cex
JeHaTyparpst 95 5 cex
Orxur/ leTeKkims 1o KaHaaaMm:
FAM/(ﬂ'een, HEX/VIC/Yellow 63 10 cex 40
DaoHTALST 67 10 cex

* donyckaemcs dobasaenue wiaza 55 °C, 10 Mun 6 Ha4aAe NPOMOKOAA AMNAUGUKAUUYU OASL COBMECTTHBIX NOCMAHO60K € HAOOPAMU,
mMpebyow UMY 3Man peseprmuposansl.

III. 3amporpaMmMupoBaTh OA0XKeHMe TPOOUPOK B aMIAnduUKaTope. JoIycKkaeTcs BHIIIOAHATD JaHHBIN ITTar BO
BpeMs IIpOBeAeHMsI aMIAN(PUKaINM MANM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIpOorpaMMHOe oOecIledeHie
npubopa.

IV. JaTp Ha3BaHMe DKCIIEpMMEHTa ¥ COXpaHUTD €T0 Ha AVICKe (B 9ToM (aiile OyAyT aBTOMaTHUIECKN COXpaHEeHEI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop™.

* Aas npubopos «Rotor-Gene» neped sanyckom evibpamv Pynxyuto: «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» — 10FI.
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AHaau3 pe3yabTaToOB
I. Ilepea HauaaoM aHaAM3a HEOOXOAVIMO 3a4aTh HACTPOIIKM B COOTBETCTBUMU C MHCTPYKIJUEN K IIpHUOOpY.
a) aasa npubopos Tuia «Rotor-Gene 3000/6000/Qx»*:
— yCTaHOBUTH 3HaueHNe nnapaMeTpa 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 Heob6xoAMMOCTHI HIOPOT
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 3HaUeHMe IapameTpa roporosoil anunuu 10 %, moaydennoro gas oopasna [TKO 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.

** Heobxodumocmb KOppekmuposKu 6o10p0ocos 603HUKALT 6 CAYUALX CUADHBIX KOACOAHUTI PAYyopecteHul 6 0MOeAbHLLX 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 AVHMET (UTO COOTBETCTBYET HAAMYUIO/OTCYTCTBUIO 3HAYEHIIS ITIOPOroBoro nukaa «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

PexomeHAyeMBIlT aATOPUTM aHaAM3a OOPa3LIOB:
a) IIpoaHaAM3MpPOBaTh 00pasnsl 1o KaHaay Bo3Oyauteas (HEX/VIC/Yellow), 4451 m0A0XMUTeABHEIX BBIAATh
3aKAI0YeHue;
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0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o kKanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAI04YeHMNe;

B) OCTaBIIMeCs] OOPa3LIbl ABAAIOTCS HeBaAMAHBIMIU.

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

TPAHCIIOPTNPOBKA 1 XPAHEHUE TECT-CUCTEMBI

TpaHCIIOpTIPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMITepaType OKPY>KaloIrell cpeabl, HO He Boime +37°C
(a0 5 cyrok) man mpu temnepatype +2 — +8 °C (g0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBM:AX, OOeCIeuMBaIOIINX COXPAaHHOCTh, B COOTBETCTBMM C IIpaBMdaMM IIePeBO3KM IPY3O0B,
AeVICTBYIOIIMMM Ha AaHHOM Bl/e TpaHCIIopTa.

Ilpu moaydyeHmu pasyKOMILAEKTOBLIBAETCA B COOTBETCTBMM C YKa3aHHBIMI TeMIIepaTypPHBIMU PeXXMMaMU
xpaHenns. I1LIP gacTe TecT-cucTeMBI XpaHUTCS B yIIaKOBKe M3TOTOBUTEAS! IpuU TeMIepartype ot -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TeCT-CUCTeMBbl ITpu TeMnepatype +2 — +8 °C (a0 30 cytok). Pacxoansiit Mmatepnaa aas ITHP
XpaHUTCs IPpU KOMHATHOM TeMIlepaType.

JolycKaeTcsl 3aMOpO3Ka/OTTanBaHNe KOMIIOHEHTOB TecT-crcTeMsl 40 10 pas.

Cpok rognoctu tect-cucreMmsl «AptTect TpuxomoHnaga» — 12 Mecs1ieB ¢ AaThl U3TOTOBAEHMSL.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE T METOABI X YCTPAHEHW ST

IIpoGaema Bosmoxxnas npmyanHa BapmaHTbI penteHNst Ipo0aeMbl
Ipo0aeMbl

Her curnaaanmo xanaay | HexoppekTHblit 3a00p IIOBTOPUTH 3a00p

FAM/Green O1oA0TMYecKoro MaTepuada

Hcnoars3oBanne HEIIoAXO0AJgIMMX | MCIIOAB30BaTh  ApyIue 30HAbI  AAA 0T60pa
pacXxoaHbIX MaTeP11al0B MaTepnaada

UCIIO/AB30BaTh IIPOOUpPKU A nocraHosku I1LIP,
peKOMeHJ0BaHHBIe  (PUPMON-IIPOU3BOJUTEAEM
amrnandukatopa AnOO ajalTUPOBAHHEIE AAS
JCII0B3yeMOTO mpubopa

He TogBeprath Bo3AelcTsuio YP-00aydeHms
OAHOPAa30BLIN I1AaCTUKOBBIN pacxoAHbIN
MaTepuaa (IpoOMPKY, HAKOHEYHIIKI)

TP arnéuposaxHme pasBecty obpasel] B 5 pas B da0upyiolemM oydepe,
IIOBTOPUTE aHAAU3

MCII0/b30BaTh HOBBII 0Opasel] MaTepuasla

nposectu sTan Beidesenust AHK aas obpasia

Het curnaaa B K+ Vcroab3oBaHme HEITOAXOASIINX | MCTIOAB30BaTh MPOOUPKM AAsl 1toctaHosKu ITLP,
pacxo4HBIX MaTepualoB pEKOMeHJ0BaHHBIe  (PUPMON-IIPOU3BOJUTEAEM
amrnandukatopa AnOO ajalTUPOBAHHEIE AAS
JCII0b3yeMOTO mpubopa

HexoppekTHOe IpuroTosBaeHmne | Ipurorosuts HOBYIO ITIIP-cmecn

ITLIP-cmecn
HexoppexkTHble mapaMeTpeI YCTaHOBUTH MapaMeTpPhl aMIANPUKaLINN B
aMIrAnpUKannmn COOTBETCTBUN C TaDANIIEN 2
HexkoppekTHble ycA0BUsA UCII0/b30BaTh HAOOPEI, KOTOPBIE XPAaHUANCD B
XpaHeH1s1 HAOOPOB HaAAeXXallluX YCAOBMSIX
Haamawne curnaaa B K- KonramuHanms IIPOBECT JeKOHTaMIHAI[VIOHHEIE ITPOLIeAyPbl
0 KaHaAy JCII0Ab30BaTh HOBbIe HAOOPHI

HEX/VIC/Yellow

1 boaee 11oAHOe oricaHe XapaKTepUCTUKU TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITIO ITPMIMEHEHNIO
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IMMPNAOXEHUE N
METOAMNYECKWE YKA3AHNSI I1O ITIPMUMEHEHWIO
Tect-cucremnr «AptTect Tpuxomonaga»
Komnaexmavusn 14

HA3HAYEHMWE TECT-CMCTEMbI
Tect-cucrema «AptTect TpuxomoHaga» mpeAHasHaueHa AAs KadecTseHHOTO onpedeaenus AHK Trichomonas
vaginalis MeTOAOM TIOAMMEpPa3HON IIeITHOV peaKnuM C AeTeKINell pe3yAbTaTOB B PEXIUMe «pealbHOTO BpeMeHI»
(TTLIP-PB) B aabGopaTopHON KaAMHMYecKol IipakTuke. Kommnaexrtanms 14 sABasercs BBICOKOYYBCTBUTEABHON U
II03BOAs€T A40NI0AHNTeABHO aHaAn3uposats PHK Bo30OyauTeas, a Tak’ke MCII01b30BaTh OOABIINIT OOBEM BbIA€AEHHBIX
HyKAeHOBBIX K1caoT (gasee HK). B cocras gaHHOI KOMIAeKTaly BXOAUT pacXoAHbl MaTepuaa Aas ITHP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect TpuxomoHaga» sBAsETCA BBICOKOUYBCTBUTEABHBIM HaOOpOM A4s BBISBAEHIS
AHK/PHK: auMut getekuum cocraBAsieT 5 reHOM-9KBUBAAE€HTOB BO30yAnTeas B peakuyu [11IP-PB.

Tect-cucrema «AptTect TpuxoMoHaga» codep>KUT B cBoeM cocTaBe dpepmeHT ypanmna-AHK-rankosnaasy
YA n aYT®, uro nospoaser nadexxars kKoHTamMuHauuu ITIP-cmecn mpoaykramu mpeamectsyiomux ITLHP u
MoAy4eHNs A0XKHOII0AOXKUTEAbHBIX Pe3y1bTaToB.

B Tect-cucreme «AptTect TpuxomMoHaga» MCIOAB3YeTCS OBICTPBIN M IIPOCTON IPOTOKOA aMIIAM(PUKALINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHAAM30B.

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

Tabamna 1. Cocras «AptTect Tpuxomonaaa»

Komnaekr aast NP (qacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaiimepsr TV 1,0 Mma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

Kommnaexrt aas TP (gacts 2 u3 2)

Pacxogupiit matepuaa aas I[P ‘ 1 KOMILAeKT

Aasa stana skcrpakuuu HK n3 obpasma pexomeHAyeTcs ucroab3oBaHue peareHToB: «ApTAHK Kamunx»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerknit», «AptPHK skcTpakT».

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

MEPEI ITPEAOCTOPOKHOCTU
IIpun pabote c TecT-cucTtemMoii HeobOXxogumo cobaogaTts Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToAuYecKye yKa3aH!s IIPOU3BOANUTEA.

OBbOPYAOBAHME I MATEPMA /LI
— aMIANQPUKATOP C AeTeKIUell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— T'IIP-60kc;
- 1leHTpUyTa/BOPTEKC;
— Habop 403aTOPOB IMepeMeHHOTO 00beMa;
— 04HOPAa30Bble HAKOHEUHUKH C PUABTPOM A5 A03aTOPOB IIepeMeHHOIO 00beMa;
— 04HOPA30BbIe TOAUITPONIACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OIITMYECKN Mpo3padHble Tpobupku aas ITIP-PB, agantuposaHHbIe 4451 MCIIOAb3yeMOIo aMIIAMPUKaTOpa;
— IITaTUBHI A5 IIPOOMPOK ¥ HAKOHEUHIIKOB;
— x021041AbHUK OT +2°C 20 +8°C ¢ MOpo3MabHOI KaMepoii ot -24°C g0 -16°C;
— OTA@ABHBII XaAaT I OAHOPA30Bble ITepuaTKy;
— eMKOCTh 4451 cOpoca HaKOHEUHNKOB;
— KOMIIA€eKT CpeACTB 4451 00pabOTKM pabouero Mecra.

ITPOBEAEHUVE AHAAN3A
Brigeaenne HK 13 xamHmdeckoro marepmada IPOU3BOAUTCA B COOTBETCTBUM C MHCTPYKIMEN (UPMBI
U3TOTOBUTEAA peareHToB AAas ouncTku HK.
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IMoaroroska ITILIP-cmecu

0. Pasmopo3uts Bce peareHTHI (IIpM HEOOXOAVMMOCTH), IIepeMellaTh IepeBepHYB IMpOOMpPKM HECKOABKO pas
(MAM mepeMeIBaHNEM Ha BOpTeKce B TedeHUN 2—4 ceKyHA) U cOpOCUTBH KaIlAy C IOMOIIBIO KPaTKOBPEeMEHHOTO
LeHTpUPyTUPOBaHUS.

I. B kaxaylo IIOCTaHOBKYy aMIAnpukanuy IIOMUMO MCCAeAyeMBIX 0Opas3lioB JOAXKHBI BXOAUTH 3
KOHTPOABHEIX oOOpaswla: orpunaTteabHbit koHTpoas TP (K-), moaoxwureapnsit kontpoas IIHP (K+),
OTpHUIIaTeABHBIN KOHTPOAb 9KcTpakunu (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 KoAM9eCTBO peakLINii aMIIANPUKALIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

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

II. Vcrioap3ys HAKOHEYHUK C (pUABTPOM B IIOATOTOBAEHHbIE TPOOUPKN 400aBUTh 110 30 MKA BhIdeaeHHBIX HK
uccAeayeMbIX OOpasIioB.

III. BHecTu KOHTpPOAbHbIE OOpPa3IIbI:

1) K-:30 mxa OKO;

2) K+:30 mxa ITIKGO;

3) OKD: 30 mxa OKD.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAmdams IMy3sIpbKOB B pacTBOpe AN KalleAb Ha CTEHKax
MpOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKuMoe IIyTeM
2-xpatHOoro  mepesopaumBaHms  [1lIP-mpoOupox ¢  mHocemyrommM — ocaXaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrupoBaHeM.

IlocTraroBKa peakimy aMILAVpUKaIIA

I. TlomecTuTh MOATOTOBAEHHEIE A5 TpoBeAenyrst [ILIP mpodupky B ammanduxaTop.

II. B cooTBeTcTBMM C MHCTPYKLMEN K IPpUOOPY 3allporpaMMIpPOBaTh aMIIAM(PUKATOP COrAacHo Tabante 2.

TaOGanmna 2. IlapameTpnl amnandukanm

o Koa-Bo
lar Temmeparypa, °C Bpemst IKAOB
OOpaTHas TpaHCKPUIIIVIS 55 10 mun 1
Hauaabnas geHaTypans 95 15 Mmun 1
AeHaTypanus 95 5 cex
OTxur 63 10 cex 5
D AOHTaAIINST 67 10 cex
AeHaTypanus 95 5 cex
Otxur/leTekums 1o KaHalaMm:
FAM/(?reen, HEX/VIC/Yellow ® 10 cex 40
DAOHTaIIVSI 67 10 cex

III. 3amporpamMMmpoBaTh OAOXKEHNE MPOOUPOK B aMIrandukarope. JomycKaeTcs! BHITOAHATh AaHHBIN ITTar
BO BpeM: IIpOBeJeHNsl aMIIAMpUKaIUM UAU 10 ee OKOHYaHMIO, €CAM BTO II03BOAseT MpOorpaMMHOe oDecIieueHIe
npuodopa.

IV. JaTp HasBaHMe DKCIIEpVIMEHTA M COXPaHUTH €T0 Ha AVICKe (B TOM aiie 6yAyT aBTOMaTUIeCKN COXpaHEeHBI
pe3yabTaThl AaHHOTO BKCIIEePUMeHTa). 3allyCTUTh aMIIAUpUKaTOp™.

* Aas npubopos «Rotor-Gene» mneped sanycxom evibpamv @yrwyuto: «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 COOTBETCTBUM C MHCTPYKITUEN K IpHOopy.

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

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

— YCTaHOBUTD 3Ha4YeHMe apaMeTpa rnoporosoit auHuu (« Threshold/ITopoz») — 0,02. ITpu HeoGX0AMMOCTY ITOPOT

MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;
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- IIpM HeOOXOAMMOCTM AOIyCKaeTcsl akTtmsaums yHKoui «Dynamic  tubeldunamuu.gon» mu  «Slope
Correct/Koppex. Yicaora».

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

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

— IIpu HeoOXOAMMOCTU AoITycKaeTcsa akrusauvs GpyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».
B) aas ipu6opos «AT-96/ATupanm/ATaaiT»*:

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

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

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

— YCTaHOBUTH 3Ha4YeHMe IapameTpa roporosoil ananm 10 %, rmoaydennoro gas oopasna [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI TIOPOT MOXKeT OBITH U3MeHEH B Anana3oHe 5 — 30%*;

A) A5 OCTaABHBIX aMIIAN(PUKATOPOB OTKPHITOTO TUIIA:

— 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 3a61cUMOCHIU 011 YCMAHOGACHHOTL 6ePCULL NPOZPAMMHO20 00echeter s HA36AHUL KOMAHO MOZYH HECKOALKO OMAUUAMDCSL.

** Heobxodumocmv KOppexmuposku 6o10p0ocos 603HUKAL 6 CAYHUALX CUADHBIX KoAeOAHUE PAYOpecteH Ul 6 0mMIeAbHbIX npodax.

II. Betbpars aorapudMmuyUecKylo IIKaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAMPOBATDL
IlepecevyeHe IIOPOTOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukanum. ITpu nepeceyennu moporosoit
AVIHWM C KPUBOJ aMIIAN(pUKaIIMY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYIHYIO 40 He0OXOAVIMOTO YPOBH:I.

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

III. Yaocrosepurncss, uro IILIP-mccaejoBaHmMe BaAMAHO: KOHTPOABHBIE TOUKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HaUYEHUAM, ITPUBEAEHHBIM B Tabautie 3.

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaaVi3a KOHTPOABHBIX TOY€K

KonrpoabHas KonuTpoanpyembiit 3navyenmne «Ct» mo xkaHaay
TOYKaA 9TaIl aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Bxcrpaxunst HK - +/—
K- TILIP - -
K+ TILIP + +

B caydae HecooTBeTCTBMSI KOHTPOJABHBIX TOUEK TpeOyeMBIM 3HaueHUsIM HeOOXOAUMO IIPOBeCTU ITOBTOPHOe
1CcCAeA0BaHNe Bcex 0OpasIioB HauMHas co cragum skcrpaxiym AHK.

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

TaOanma 4. InTepnperanus pe3yabTaToB 00pa3iioB

3uagenne «Ct» mo xanaay

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

«—» 0bosHauaeT orcyTcTBue 3HaueHns «Ct», rpadpuk aMIanduKanum He mepecekaeT IOPOTOBYIO AMHIIO
«+» oDo3HavaeT Haamdue 3HadeHust «Ct», rpadpuk amnanduKanym rmepecekaer IOPOroBYIO AUHAIO
«+/—» 3HaueHne «Ct» 2451 AaHHOTO KaHaAa He aHAAU3UPYeTCs

PexoMeHAyeMBIl1 aATOPUTM aHaAU3a 0Opa3Iios:

a) IpoaHAaAM3MpOBaTh 00pasnsl 1o KaHaay Bo3Oyaurteas (HEX/VIC/Yellow), 4451 m0A0XUTeABHBIX BBIAATh
3aKAI0UeHUe;

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

B) OCTaBIITMeC OOPa3IIbI ABASIOTC HeBaAMAHBIMIA

B caydae HeBaamaHOTro oOpasija Tpebyerca mosTopHO Iposectu IIIIP-mccaesosaHMe COOTBETCTBYIOIIETO
oOpaslia, HauMHasi ¢ 9Tarna skerpakiym HK.
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TPAHCIIOPTUPOBKA 1 XPAHEHUE TECT-CUCTEMBI
TpancnopTupoBKa TecT-CUCTeMBI OCYIIeCTBASCTCS IPYU TeMIlepaType OKpY>Kalollleil cpeasl, HO He Bbime +37°C
(a0 5 cyTok) man mpu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TpaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBMAX, OOeCHEeYMBAIOLINX COXPAaHHOCTh, B COOTBETCTBUM C IIpaBUAaMM II€PEeBO3KM TIPY30B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

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

ZJolyckaeTcst 3aMOpO3Ka/OTTanuBaHye KOMIIOHEHTOB TecT-ciucTeMsl 40 10 pas.

Cpoxk roanoctn Tect-cucteMsl «ApTTect Tpuxomonada» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHIA.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHass mpmuyanHa
npo0aeMbl

BapmaHTbl pemenust mpo0aeMbl

Het curHaaa o xanaay
FAM/Green

Hexoppexkrhslit 3a60p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTS 3ab0p

HexoppexkrHoe Boigeaenne HK
113 00pas31oB

IIOBTOPUTS BhlgeAeHue HK

Vcrnoab3oBaHue HEIIOAXOASIIIUIX
pacxoAHBIX MaTepyaA0B

UCIIOAB30BaTh MpOOUPKU Aas moctaHOBKU ITIIP,
peKoMeHJOBaHHBle  (PUPMOI-TIPOM3BOANTEAEM

amrnanduxkaTopa AndOO aAalTUPOBaHHBIE AAS

MCII0AB3yeMOro ITpubdopa

He TIogBepraTth BO3JeNcTBuIo Y ®P-00ayueHMs

OAHOPa30BLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaA (IpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

pasBectu oOpaser B 5 pas B 9a10upyomeM 6ydepe,
IIOBTOPUTE aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTepuasla

UCII0AB30BaTh COPOEHTHBIN MeTo  BhigeaeHrst HK

Het curaaaa B K+

Vcnnoap3oBaHue HEIIOAXOASIIIUIX
pacXxo4HBIX MaTep1al0B

UCII0AB30BaTh MPOOUPKU A4 moctaHoBKU ITIIP,
peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

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

MCII0Ab3yeMOTo mpubopa

HexkoppexTHoe npurorobaeHue
TIIP-cmecn

npuroToBuTh HOBYIO ITIP-cMmecs

HexoppekTHble mTapaMeTpsl
aMIAQpUKaImn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B
COOTBETCTBUM C Tabam1en 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

MCII0/b30BaTh HAOOPHI, KOTOPBIe XPaHWAVCh B
HaAAeXalllX yCAOBMSIX

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

Kontamunanst

IIpoBeCTU A4€KOHTaMIMHallIOHHbIE ITPOLIEeAYPbI,
JICIIOABb30BaTh HOBEBIE Ha60pr

1 boaee 1104AHOe OIMCaHE XapaKTepUCTUKHM TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO
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