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MHCTPYKIOMS 11O ITPMMEHEHUIO

Tect-cucremsr «AptTect l'apanepeaaa»

HA3HAYEHME TECT-CCTEMBI
Tectr-cucrema «AptTecr Tlapanepeasa» mpesHasHaueHa A4 OlpejeleHUs TeHETHMYECKOIo Marepuada
Oaktepuit Gardnerella vaginalis MeTO40M ITOAMMeEpPa3HOI LEITHON peaKIIUM C AeTeKIUell pe3yAbTaTOB B peXKUMe
«peaapHoro BpemeHm» (IILIP-PB) B 1a00paTOpHOI KAMHUYIECKOI IIPaKTUKe.

XAPAKTEPUCTUKA TECT-CUCTEMBbI

Tecr-cucrema «AptTectr TapaHepeasa» sBAsS€TCS BBICOKOYYBCTBUTEABLHBIM HaOOpOM AAsl  BBIABAEHUS
HyKAenHOoBbIX KucaoT (HK). Aumut getexunm cocrapasiet 5 reHoM-sKkBuBaAeHTOB (I'D) Bo3byauTeas B peakuym [TIP-
PB. PacuerHslit npesea obHapy>kenmst tecr-cucreMsl (I'D/Ma) B 3aBucuMocTu or oObeMa oOpaslia, B3ATOIO Ha
BBIJeJ€HIe, U OT 0ObeMa HAI0LNN IIpeicTaBaeH B IIpraoskeHnn A MHCTPYKIUIAL.

Tectr-cucrema crmocoOHa BBISIBAATL BhigeaeHHsle HK maTtorena He3aBUMCMMO OT MCXOAHOIO THUIIA
611010T19eCKOTO (KAMHIYIECKOro) MaTepuasa.

UyscTBuTeabHOCTL TecT-cucTeMsl «AptTect I'apanepeaaa» cocrasasier 100% (B COOTBETCTBMM C ITaHEALIO
CTaHAapTHBIX 00pa3ioB npeanpuATnst). Tecr-cucreMa «AptTect I'apaHepeaaa» BbISIBASIET BCe M3BECTHbBIE IIITaMMBbI
BO30yAuTeAs, B TOM 4ncae Oecli1asMUAHBIE.

Crernuduunocts TecT-cucremsl «AptTecr I'apanepeaaa» cocrasaser 100% (B cOOTBETCTBMM C ITaHEABIO
CTaHJApPTHBIX 00pasios mpeanpuAtusa). Tect-cuctremMa «AptTect TIapaHepeasa» mpoaHaaAu3UMpoBaHa Ha
crennpUIHOCTH KO BCeM OpraHmM3MaMm AoMeHoB Bacteria, Archaea, Eukarya (Eukaryota), Haagnmapctsa Viruses, B TOM 4mcae
(HO He mMCKAIOYas APYIMX) HamboJee 4YacTo BCTpedaeMbIM: Homo sapiens, Gardnerella vaginalis, Lactobacillus spp.,
Escherichia coli, Streptococcus aureus, Streptococcus pyogenes, Chlamydia trachomatis, Candida albicans, Ureaplasma
urealiticum, Ureaplasma parvum, Mycoplasma genitalium, Mycoplasma hominis, Neisseria gonorrhoeae, Trichomonas vaginalis,
Treponema pallidum, Toxoplasma gondii, HSV 1, HSV 2, CMV, EBV, HHV-6, HPV 6, HPV 11, HPV 16, HPV 18, HPV 31,
HPV 33, HPV 35, HPV 39, HPV 44, HPV 45, HPV 51, HPV 52, HPV 56, HPV 58, HPV 59, HPV 66, HPV 68.

Tect-cucrema «AptTect 'apanepeasa» cogep>xut B cBoeM coctase pepmenT ypanua-AHK-rankosnaasy (YAT)
u 2YT®, gyto nossoaser nzdexxkars KoHTaMuHauuu [TIP-cmecn npoaykramu npeamecrtsyiomux ILP 1 noayuenns
0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Tect-cucreme «AptTect I'apanepeasa» mcroap3yeTcs OBICTPBHIM M IPOCTOM IPOTOKOA aMIIAMUKaIINIY,
UAEHTUYHBINA HPOTOKOAaM TecT-cucTeM cepun «AptTect», Koropeii mospoaser 3a 70 — 90 MMHYT IOAy4UTDH
AOCTOBEepHBIE pe3yAbTaThl MCCAeAOBaHMSI C MMHMMAABHBIMM pPUCKaMI OIIMOKM oOIlepaTopa, YTO CyIIleCTBeHHO
TMOBBIIIIaeT IIOTOYHOCTh 1a00PaTOPHBIX aHAAM3O0B.

Aas pellleHUs1 pa3HOOOpa3HBIX 3aJdad, CTOAIIMX Ilepes IO/Ab3OBaTeleM, TeCT-CUCTeMBl MUCIIOAHSIOTCA B
Ppa3AMYHBIX KOMILAEKTalMsAX: AAs KauyeCTBeHHOIro ompegeaeHus ¢ 9k3oreHHbIM BKO (xommnaexranmm 1, 11), aas
KaueCTBEHHOTO orrpeAeaeHns! ¢ sHAoreHHBIM BKO (kommaekranuu 2, 12), aas1 onnpedeaeHust Oe3 cTaguy SKCTPAKIINI
AHK  (kommaektanuu 3, 13), A4s BBICOKOUYBCTBUTEABHOTO OIlpejedeHus (koMmmaektauuu 4, 14), aas
KOAMYEeCTBEHHOTO ompeJeleHus (KoMmaektauum 5, 15), A0NMOAHUTEABHO YKOMIIA€KTOBaHHBIE pPacXOAHBIM
MartepnaaoMm aas [P (komnaexranym 11, 12, 13, 14, 15). Bce peareHTsI TecT-cucTeM pacdacoBaHbl B Tpodupku 1,5—
2 M4, IPUTOAHEIe AA5 NeHTpUPyrrposaHms. TecT-cucTeMbl CoAeprKaT ITOAHBIN KOMILAEKT TOTOBBIX K MICIIOAb30BAHIIO
pearenToB Aas nposedeHus IIIP-uccaesgosanmit. Komnaekranum TecT-cucreM paccuMTaHbl Ha IiposegeHne 100
peaxiinii (Tabanra 1).

Tab6anmna 1. Komnaekrannnu «AprtTect 'apaaepeaaa»

Kommaekrarus Cocras
Kommaexranms 1 — ITIP-pearent — 1,0 Mm4a;
— IIpaiimepst GV - 1,0 ma;
—TIKO - 0,5 ma;
- OKO-1,0 ma;
- BKO -1,0 ma.
Kommaexrarys 2 — ITIP-pearent — 1,0 Mm4a;
— IIpaiimepsr GV - 1,0 ma;
—IIKO - 0,5 ma;
- OKO-1,0 ma.
Komnaexrarms 3 — ITIP-pearent — 1,0 Mm4a;
— IIpaiimeps GV - 1,0 ma;
—IIKO -0,5 ma;
- OKO -1,0 ma.
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Komriaexrarims 4 — IIIP-pearent — 1,0 Mm4;

— Ilpaiimepst GV - 1,0 ma;

—IIKO - 0,5 ma;

- OKO -1,0 ma.
Kommaexrarms 5 — ITIP-pearent — 1,0 Mm4a;

— IIpaiimepst GV - 1,0 ma;

- TIKO - 0,5 m2a;

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

— IIparimepst GV - 1,0 ma;

—ITIKO - 0,5 ma;

- OKO -1,0 mz;

-BKO -1,0 mz;

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

— Ipaiimepst GV - 1,0 ma;

- TIKO - 0,5 ma;

- OKO-1,0 mz;

— Pacxogubiit matepuaa gas P — 1 koMI1aeKT.
Komrmaexranms 13 — I1IP-pearent — 1,0 m4;

— Ipaimeps GV - 1,0 ma;

- TIKO - 0,5 ma;

- OKO-1,0 mz;

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

— Ipaimeps GV - 1,0 ma;

—ITKO - 0,5 ma;

- OKO -1,0 ma;

— Pacxoanpit matepuaa Aas [P — 1 koMmaexT.
Komnaekramus 15 — ITIP-pearent — 1,0 Mm4a;

— IIpaiimepst GV - 1,0 ma;

—TTIKO - 0,5 ma;

- OKO -1,0 m2a;

— Pacxogubiit matepuaa gas P — 1 koMI1aeKT.

Aas srana skcrpakoyn HK u3 obpasia pexkoMmenayercst mcrnoaszosaHne peareHtos: «ApTAHK Kanmmk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK »sxcrpakT».

PesyapraTr ammandukanuy BHYTpeHHEIO KOHTpPOAs permcrpupyercsa Ha kaHale FAM/Green, pesyabrat
amranduxanyy HK Bosdyaureas perncrpupyercs Ha kaHaae HEX/VIC/Yellow.

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THIIA B ob6aactm aabopaTopHOIL
kayHngecko IIP-auarHocTuky 1 MeToandeckne yKasaHus IPOU3BOAUTEAS.

OBOPYAOBAHUE I MATEPUA/bI

— aMIAnQUKaTop ¢ AeTeKIMell pe3yAbTaToB B peXMMe «peaabHOIo BpeMeH!». TecT-cucreMa cCOBMeCTMa CO
BCeMM aMIAudukaropaMu OTKPHITOro Tuiia B ToM umucae: Rotor-Gene Q/6000/3000 (QIAGEN GmbH), «AT-96»,
«ATapaitm», «ATaair» (OO0 «HITO AHK-Texnoaorusa»), 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).

— ITIIP-60kc;

— HeHTpuQyTa/BOPTEKC;

— Habop 403aTOPOB IIepeMeHHOTO 00beMa;

— 04HOPA30Bble HAKOHEUHUKY C PUABTPOM AAsI 403aTOPOB IIEpEMEHHOIO 0O'beMa;

— 0AHOpPa30BbIe MOANUIIPOIIAEHOBbIE 3aKPBIBAIOIIeCs ITpobupku oovemoM 1,5 — 2,0 m4;

— OITUYECKN IIpo3pauHble Tpodupku Aas IILIP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;

— IITaTVBH A5 IIPOOMPOK ¥ HAKOHEYHIKOB;

— x0204uABHUK OT +2°C 20 +8°C ¢ MOPO3UABHOI KaMepogl ot -24°C a0 -16°C;
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- OTAEALHLIﬁ XaJaT 1 0AHOPAa30BbI€ ITE€EPIATKIL;

— éMKOCTb 4451 COpOca HaKOHEYHKOB;

— KOMIIA€KT CPeACTB 445 00pabOTKM padOIero Mecra.

ITPOBEAEHUE AHAZIN3A
AHaAn3 HOPOBOAUTCSI B COOTBETCTBUM C MeToagnyeckuMm yKazaHUAMM K

YTBEP>XKAEHHBIMHI B yCTAHOBAEHHOM IOPsIAKe, COrAacHO IIepedHIO:

ITpnaoxxenne
KomMmmnaexranms 1;
ITpuaoxxenue
Komrmiaexramms 2;
ITpnaoxxenne
Komnaexranms 3;
ITpuaoxxenue
KomMmmnaexrars 4;
ITpnaoxxenne
Kommnaekramus 5;
ITpnaoxenne
Komnaexrams 11;
ITpuaoxxenne
Komnaexrarst 12;
ITpuaoxxenne
Kommnaekranms 13;
ITpnaoxenne
Komnaexrars 14;
ITpnaoxxenne
Kommnaekranms 15.

b - Mertoanueckue

B - Meroanueckue

I' - Meroagnueckue

A - Metoauyeckie

E - Meroanueckme

XK - Meroauueckue

3 - Meroagnueckue

M - Metoanyecknue

K - Metoauueckue

/1 - Metoamyeckue

yKasaHMs I10 IPUMEHEHMIO

yKazaHus

yKazaHU:A

yKazaHWs

yKa3aHU:I

yKazaHIs

YKa3aHU:

YKa3aHMA

yKazaHIs

YKa3aHU:

I10

110

10

I10

I10

10

I10

I10

I10

IIPpUMEHEHNIO

HPUMEHEHNIO

IIpUMEHEHUIO

HPUMEHEeHNIO

IIpUMEHEHUIO

HPUMEHEeHNIO

HPUMEHEeHNIO

IIPpVIMEHEHIIO

HIPUMEHEeHNIO

TeCT-CIICTEMBbI

TeCT-C1ICTEMBI

TeCT-CICTEMBbI

TeCT-CCTEMbI

TeCT-C1ICTEeMbI

TeCT-CICTEeMbI

TeCT-CIICTEMBbI

TeCT-CIICTEMBbI

TeCT-CICTEMBI

TeCT-CIICTEMBbI

TPAHCIIOPTUPOBKA 1 XPAHEHUE TECT-CUCTEMBI

TpancnopTnpoBKa TecT-cucTeMBl OCYIIIeCTBAAETCS IPYU TeMIlepaType OKpy>Kalolllell cpeabl, HO He Bpime +37°C
(a0 5 cyTok) mam mpu Temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTcs TPaHCHOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBMAX, OOeCHeuMBAIOLIMX COXPAaHHOCTb, B COOTBETCTBMM C IIpaBUdaMM II€PeBO3KM TIPY30B,

AeﬁCTByIOIJ_U/IMI/I Ha AaHHOM Bl/€ TpaHCIIOpTa.

,;'ZZ ApTtbunoTlex

KaXA01 KOMILAEKTalllu,

«AptTect
«AptTecr
«AptTecr
«AptTecr
«AptTecr
«AptTecr
«AptTect
«AptTect
«AptTecr

«AptTecr

l'apanepeaaa»
lapanepeaaa»
l'apanepeaaa»
l'apanepeaaa»
lapanepeaaa»
lapanepeaaa»
l'apanepeaaa»
l'apanepeaaa»
l'apanepeaaa»

l'apanepeaaa»

HpI/I IMoAy4YeHIM Pa3yKOMIIAEKTOBBIBACTCA B COOTBETCTBMM C YKa3aHHBIMU TeMIIEpaTypHBIMU peXMMaMU

xpanenus. IILP gacTe TecT-cucTeMBbl XpaHUTCS B YIIAaKOBKe M3TOTOBUTeAs Hpu Temieparype ot -24 °C ao -16 °C,
AOITyCKaeTcsl XpaHeHIe TecT-CcTeMBl Ipu TeMnepaType +2 — +8 °C (g0 30 cytok). Pacxoansiit matepuaa aasa ITLIP
XpaHMUTCS TpU KOMHATHOI TeMIlepaType.

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

Cpoxk roaHoctu Tect-cucteMsl «AptTect [apaHepeasa» — 12 Mecs1ieB ¢ AaThl M3TOTOBAEHMSL.
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YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMmoxxHas mpuunHa
po0aeMbl

BapmuaHTbl perntennst mpo0aeMbl

Hert curnaaa mo xanaay
FAM/Green

HexoppekTHslit 3a60p
611010TIYeCKOTO MaTepraja

IIOBTOPUTSE 3a00p

HexoppexktHoe Boigeaenne HK
13 00pas31oB

NoBTOpUTH BhlgeaeHue HK

Vcrioap3oBanue HEIIOAXOASIITUX
pacxogHbBIX MaTepuaaoB

UCII0AB30BaTh NpOOUpPKNU 445 noctaHosku TTLIP,
peKOMeHJ0BaHHBle  (PUPMOII-IIPOU3BOAUTEAEM

amnanduxkaTopa AndOO aJalTUPOBaHHBIE AAS

MCII0AB3yeMOTo ITpnbopa

He TIIogBeprath BO3JeNCTBUIO Y P-00ayueHM

OAHOPA30BbII I11aCTUKOBBIN pacxoAHbIN

MaTepuaA (IIpoOMpPKY, HAKOHEYHIKI)

ITLIP urnbuposanme

pasBecTu o6paser B 5 pas B sa10upylomieM Oydepe,
IIOBTOPUTH aHAAU3

MCII0/b30BaTh HOBBII 0Opasel] MaTtepuasia

MCII0AB30BaTh COPOEHTHBIN MeTo , BhigeaeHst HK

Het curnaaa B K+

Vcnnoap3oBaHme HETTIOAXOASIIITUIX
pacxo4HBIX MaTepyaAoB

UCIIOAB30BaTh MPOOUpPKNU 4451 moctaHosBku [111P,
peKoMeHJOBaHHBle  (PUPMOI-TIPOM3BOAUTEAEM

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

MCII0AB3yeMOro Impubdopa

HexkoppexTHoe mnpurorobaeHue
TTIIP-cmecu

npuroTosuTh HOBYIO ITIIP-cMmech

HexoppekTHble nTapaMeTpsI
aMIIAnQpUKaLn

YCTaHOBUTH ITapaMeTPphl aMIIAN(PUKaLINN B
COOTBETCTBUU C Tabau1en 2

HexkoppekrHble ycaoBus
XpaHeHMsI HAOOPOB

MCII0/b30BaTh HAOOPEI, KOTOPBIE XPaHUANCD B
HaAAeXalllX yCAOBMIX

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

Haanume
OKD 10
HEX/VIC/Yellow

CUrHaaa B
KaHaay

Konramunanst

IIpOBECTU AEKOHTaMIMHaIIMMOHHbIE ITPOLIEAYPbI,
JICITIOAb30BaTh HOBLIE Ha60pb1
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AOIIOZHNTEAbHASI MTHOOPMALI NS

Tect-cucrema mpeaHasHayeHa A4 NMPOQeCcCHOHAABHOIO IpPMMeHeHUs U AOAKHa MCIOAL30BATbCS TOALKO
MPOIIeAIINM OOydeHNe TIePCOHAAOM.

Vudopmanns, ykazaHHasA B MHCTPYKIIUY K TECT-CHCTEME, PacIIpPOCTpaHsIeTCs Ha Bce KOMILAeKTaIlii, eCA MHOe
He OTMeYeHO B WHAUBMAyaABHOM IIOpsAKe. JeTaapHast uHQOpMaums IIo mpoleaype mposedenHus [ILIP B
3aBMCHMMOCTM OT KOMILAeKTallUM M3AeAUs M THUIla MCIO0Ab3yeMOTO OOOpyAOBaHMS M3A0XKeHa B MeToamdecKux
YKa3aHUX 110 IIPUMEHeHNIO Ka’KA0J KOMIIAeKTall iyl TeCT-CUCTEMBI.

3asBAeHHbIe TIPOU3BOANTEAEM XapaKTePUCTUKM TeCT-CUCTeMBI TapaHTUPYIOTCS TOABKO IIPY MCIIOAb30BaHNUU
npoOMpoOK, IIpeAHa3HayeHHBIX A4 mnoctaHosku IIIIP B peaabHOM BpeMeHM, pPeKOMEHJOBAaHHBIX WA
aJalTUPOBaHHBIX IIPOM3BOAUTEAEM A4Sl AQHHON MoJeAu aMIlanduKaTopa.

IlponsBoauTeap rapaHTUpPyeT COOTBETCTBME BBLIIIYCKaeMBIX W34eANii TpeOOBaHMAM HOPMAaTMBHOM U
TEXHIYECKO AOKYMEHTalMM ¥ OOA3yeTCs 3aMEeHNTh U3JeAle, eCAV BBLIBAEHHOe HEeCOOTBETCTBUE TEXHUYECKUX U
(pYHKUIMOHAABHBIX XapaKTepUCTUK SBUAOCH CA€JCTBUEM CKPBITOIO JedeKTa JMCI0AB3YEMBIX MaTepualoB UAU
HeKayecTBeHHOTO M3rOTOBAEHU U3AeANs TpoussoguTeseM. ITo BceM BO3HUKAIOIIUM BOIIpOCaM cAeayeT oOpalliaThCs
110 TeAepOHAM ¥ DAEKTPOHHOI I10YTe, YKa3aHHBIM Ha YIIaKOBKEe TeCT-CHCTeMBI.

besonacHOCTh 1 Ka4ecTBO TECT-CUCTEMBI TaPaHTUPYIOTCS B TeYeHIe BCEerO CPOKa TOAHOCTI.

Tecr-cucreMa He cozep>KNUT MHPEKIIMOHHBIX areHToB, /1BJK, AeTyunx 1 TOKCHUYHBIX BEIIleCTB, a TAaKXKe BeIlleCTB
C KaHIIepOTeHHbIM, MyTareHHBIM U TepaTOTeHHBIM AelICTBIEM.

He npumMen:ATh TECT-CMICTEMY ITOCAE€ OKOHYAHMS CpOKa TOAHOCTM.

Jornyckaercsi IpogAeHune CpOKOB TOAHOCTU TeCT-CUCTEMBI IO 3aIlpoCy I0Ab30BaTeAs B COOTBETCTBUM CO
CTaHAAPTHOII IPOLIeAYPOIi, yCTaHOBA€HHO (PUPMOII-IIPOM3BOAUTEAEM.

Ilpyn mcnoab3oBaHNM TECT-CUCTEMBI 0Opa3yIOTCs OTXOABI KaaccoB Al m I', koTopsle KaaccupuUIUpyOTcs U

YTUANBUPYIOTCA B cooTBeTcTBUM € IlocraHOBAeHNMeM MuHncrepcrsa 34pasooxpaHenns Peciy6anku beaapycs ot 7
¢espaasa 2018 r. Ne 14.
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ITPYAOKEHUE A

PacuetHsiit npeaea obHapy>keHms TecT-cucteMsl (ID/M4) B 3aBUCHMOCTY OT 06beMa oOpasIia, B3sITOrO Ha BEIAEAeHIe,

1 OT oObeMa DAIIUU

Oo6pem Oopem PacueTHas PacueTHast 9yBCTBUTEABHOCTD
oOpas1ia, DAIOLINY, 9yBCTBUTEABHOCTD, AAs1 KOMILAeKTanuit 4 u 14,
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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MNPUAOXEHME b
METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremnr «AptTect I'apanepeaaa»
Komnaexmayus 1

HA3HAUYEHMWE TECT-CUMCTEMbI
Tect-cucrema «AptTect I'apanepeasa» mpeAHasHadueHa AAsl KadecTBeHHOTo ompegesenus AHK Gakrepmii
Gardnerella vaginalis MeTOAOM TIOAMMEPA3HON LIEITHON peakIIUM C AeTeKIINell pe3yAbTaTOB B peXIUMe «peaabHOTO
spemenn» (I1LIP-PB) B aabGopaTopHOiT KAMHMYECKON IpakTuke. B cocras xommaexkTanum 1 BXOAUT DK3O0T€HHBIN
BHYTpPEeHHMUI KOHTPOABHBIN oOpaselt (BKO) g4 xourpoas sdpdexrnsHocTu srana seidesenns AHK.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect I'apaHepeasa» sIBAsIETCS BHICOKOUYBCTBUTEABHBIM HaOOpoM Aas BbisaBAeHmst JAHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunm [TIIP-PB.

Tecr-cucrema «AptTect l'apaHepeasa» cogepXuT B cBoeM cocTase pepMenT ypauna-AHK-rankosnaasy (YAI)
u AYT®, uto nossoasieT nzdexxars KoHTaMuHauuu I1LIP-cmecn npogykramu npeamecrsyiomuyx TP n noayuyenns
0KHOITOA0XKUTEAbHBIX Pe3yAbTaToOB.

B Tect-cucreme «AptTect I'apanepeasa» mMcCIIoab3yeTcs OBICTPHI M IIPOCTOM HPOTOKOA aMIAMpUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tab6anma 1. Coctas «AptTect I'apauepeaaa»

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

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

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

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THIIA B ob6aactm aabopaTopHOIi
kayHngeckou IIP-auarHocTuky 1 MeToAndeckre yKa3aHus IpOU3BOAUTEAS.

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

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

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

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

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

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

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

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-: 10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD®: 10 mxa OKD.

I'epMeTmaHO 3aKpBHITH HPOOUPKY KPHIIIKaMU. B caydae HaAmams my3sIpbKOB B pacTBOpe 1AM KalleAb Ha CTeHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CoffepKMoe IIyTeM
2-xkpatHOro  miepesopaumBaHusi  [ILIP-mpobmpox ¢  mHOCIeNyOIMM  OCaXIeHWeM  KpaTKOBpPeMeHHbIM
HeHTPUPYTPOBaHVIEM.

IlocTaroBKa peakimy aMIAVQpUKaIA

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

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

Ta6amna 2. IlapameTpn! amnandukanym®

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

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

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

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

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

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

Anaans pe3yabTaToB
I. Ilepea Hawaa0oM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K Ipuoopy.
a) 244 npubopos trnna «Rotor-Gene 3000/6000/0Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Be10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona moxer 6bITh 3MeHeH B Anana3oHe 0 — 30 %**;

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

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

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

Peructpamua MH 8 Pocagpasramsope
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— YCTaHOBUTH 3HaYeHMe IlapaMeTpa Ioporosoi anuuu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TOPOT
MOKeT OBITh M3MEHEeH B Amarasode 25 —250%%;

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

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

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

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

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

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

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

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

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

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

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

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

Tabana 3. O1ieHKka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

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

B caydae HecooTBeTCTBMs KOHTPOABHBIX TOUEK TpeOyeMBIM 3HaueHMsIM HeOOXOAVMMO IIPOBECTU ITOBTOPHOE
mccleoBaHMe Bcex 0Opas3IloB HauMHasA co ctaguu skerpakuun AHK.

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIios

3uagenne «Ct» mo xkanaay

PesyabpTaT 0Opasiia

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

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

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3UpoOBaTh oOpasisl 10 KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 445 10A0XUTEABHBIX BBIAATD
3aKAIOYEHNe;

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

B) OCTaBIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUMAHBIMI.

B caysae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIP-mccaesoBaHme COOTBETCTBYIOIIETO
oOpas1ia, HaumMHas ¢ dTamna skerpaxiyy HK.
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TPAHCIIOPTNPOBKA 1 XPAHEHUME TECT-CUCTEMBbI
TpaHCITOpTIPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMITepaType OKpY>KaloIIell cpeabl, HO He Boimre +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 IIpaBMAaMM IIePeBO3KM IPY3O0B,

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

TecT-cucreMa XpaHNWTCA B yHaKOBKe M3IOTOBUTeAs] Ipu TemIileparype oT -24 °C go -16 °C. Jomyckaercs

XpaHeHIe TeCT-CICTeMBI Ipu TemIitepatype +2 — +8 °C (a0 30 cyTOoK).

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

Cpoxk roaHoctn TecT-cucteMsl «ApTtTect 'apanepeasa» — 12 Mecsi1ies ¢ 4aThI M3TOTOBAEHILL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI X YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMbl

BapmaHTbl pemenust mpo0aeMbl

Her curnaaa o kaHaay
FAM/Green

HexoppekrtHoe Bpigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrioab3oBaHue HEIIOAXOASIIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh IpOOUpPKN 4451 mtoctaHOBKHU [1LIP,
peKoMeHJOBaHHBIe  (PUPMOII-IIPOM3BOAUTEAEM

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

MCII0AB3yeMOro Ipubdopa

He TIoABepraTh BO3JelicTBUIO YP-00ayueHMs

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP arnéuposaxHme

passecTn obpaser B 5 pa3 B saoupyiomem oydepe,
ITIOBTOPUTH aHAAN3

MCII0Ab30BaTh HOBBIN 0Opasel; MaTtepirada

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhigeaeHrst HK

Het curaaaa B K+

Hcnoar3oBaHme HEIIOAXOASIINIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MpOOUpPKU A4s moctaHoBku TILIP,
peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

MCII0b3yeMOTO mpubopa

HexoppekTHOe mpUroTOBAEHMe
TIIP-cmecn

npurotosuTh HOBYIO I TIIP-cMech

HexkoppexTHble mmapameTphl
aMrAnuKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAMIIeNn 2

HekoppekTHsle ycA0BIUsI
XpaHeHIs1 HaOOpoB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANMCH B
HaAAe>XalnX YCAOBIMIIX

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

Haamuamne
OKD 1o
HEX/VIC/Yellow

CUrHaaa B
KaHaay

Kontamunanmst

IPOBECTU AeKOHTaMMHalIIOHHbIE ITPOLe Ay PhL;
MCII0AB30BaTh HOBBIE HAOOPEI

! boaee 11oAHOe orMIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIINU I10 ITPVMEHEHIIO
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IIPUAOKEHUE B
METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremnr «AptTect I'apanepeaaa»
Komnaexmayus 2

HA3HAYEHME TECT-CCTEMbI
Tect-cucrema «AptTect I'apanepeasa» mpeAHasHadueHa AAsl KadecTBeHHOTo ompegesenus AHK Gakrepmii
Gardnerella vaginalis MeTOAOM TIOAMMEPA3HON LIEITHON peakIIUM C AeTeKIINell pe3yAbTaTOB B peXUMe «peaabHOTO
ppemenn» (IILIP-PB) B aabGopaTopHOi KAMHMYECKOV Ipaktuke. Kommaekranus 2 COAEpP>KUT BDHAOTEHHBIN
BHYTpPEHHUI KOHTPOAD 4151 KOHTPOAs dTala 3abopa obpasna u seideaenns AHK.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect I'apaHepeaaa» sABAs€TCA BHICOKOUYBCTBUTEABHBIM HaOOpoM Aast BbiaBAeHms /JHK:
AVIMUT AeTeKIUU COCTaBAseT 5 TeHOM-9KBIBa€HTOB BO30yAuTeAs B peaknyu [TP-PB.

Tecr-cucrema «AptTect l'apaHepeasa» cogepXuT B cBoeM cocTase pepMenT ypauna-AHK-rankosnaasy (YAI)
u AYT®, uro mossoasteT nzdexxkars KoHTaMuHannu I11IP-cMecu mpogykramu npeamectsyomuyx TP 1 moaygenms
0KHOITOA0XKUTEAbHBIX Pe3yAbTaToOB.

B Tecr-cucreme «AptTecr I'apanepeasa» mcroap3yercss OBICTPBII M IIPOCTON IIPOTOKOA aMIIAM(pVKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAM30B.

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

Tab6anma 1. Coctas «AptTect I'apauepeaaa»

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

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

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

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

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

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

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

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

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

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

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD®: 10 mxa OKD.

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

IlocTaroBKa peakimy aMIAVQpUKaIA

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

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

Ta6amna 2. IlapameTpn! amnandukanym®

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Ta6amnma 3. OrjeHKa pe3yabTaTOB aHaam3a KOHTPOAbHBIX TOUEK

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

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

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIiosB

3unauenne «Ct» mo KkaHaay

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

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

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3UpoBaTh o0Opasnsl 1o KaHaay Bo3Oyaurteas (HEX/VIC/Yellow), 4451 mOAOXUTEABHBIX BBIAATH
3aKAI0ueHHe;

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

B) OCTaBIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUMAHBIMI.

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

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

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

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

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

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

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

Cpok rognocrtu tect-cucremsbl «AptTect l'apanepeasa» — 12 mecs1ies ¢ 4aThl M3TOTOBAEHUA.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpmuyanHa
Ipo0aeMbl

BapmanTsI perensi ipo0aeMbl

Het curnaaa o kanaay
FAM/Green

HexoppexTHsIii 3a00p
H1oaornyecKkoro MmaTepmuaa

IOBTOPUTE 3a00p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

HOBTOpUTS BhigeaeHne HK

Vlctnoan3oBanue
HENOAXOASIINX PacXOAHBIX
MaTepualoB

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

He IIoABepraTh BO3JelcTBMIO Y®P-00aydeHms

OAHOPa30BbIN I1AaCTUKOBBIV pacxoaHbIN

Marepnaa (IpoObUpPKY, HAKOHEYHIIKIL)

TP narnéuposaHme

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

JICII0Ab30BaTh HOBBIIT 0Opasel] MaTtepuasla

JCIIOAB30BaTh COPOEHTHBIN MeTo , BhigeaeHns HK

Het curaaaa B K+

Ncnoawr3oBanne
HETIOAXOASIIIVIX PAaCXOAHBIX
MaTepualos

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

HexkoppexTHoe mnpurorobieHue
TTIIP-cmecn

HpurotoBuTh HOBYIO ITIIP-cMmech

HexoppekTHble mtapaMeTpsl
aMIIAQpUKaLmn

YCTaHOBUTH IapaMeTpbl aMIIAMPUKALIUNA B
COOTBETCTBUU C TabAMIIEN 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

JCII0Ab30BaTh HAOOPHI, KOTOPBIe XPaHUANCH B
HaAAeKallliX yCAOBUIX

Haanume curaaaa 8 OKD o
kanaay HEX/VIC/Yellow

Kontamunanst

IpoBeCcTr A€KOHTaMIMHallVIOHHbIE ITPOIEeAYPbI,
MCITIOAB30BaTh HOBLBIE Ha60pr

! boaee 11oAHOe oruIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



TV BY 192743351.018-2022 u3m. 1 ,{EEZ ApTtbuolex

MPUAOXEHMUE I
METOAMYECKME YKA3AHMS 11O ITIPUMEHEHMIO
Tect-cuctemnr «<AptTect I'apatiepeaaa»
Komnaexmanus 3

HA3HAYEHME TECT-CMCTEMBI
Tect-cucrema «AprTect I'apanepeasa» mpeaHasHavyeHa AAs KadecTseHHOro ompedeaenns JAHK Gaxrepmii
Gardnerella vaginalis MeTOAOM TIOAMMEPA3HON LIEITHON peaKIIUM C AeTeKIINell pe3yAbTaTOB B peXUMe «peaabHOTO
BpeMenn» (I1LIP-PB) Ge3 cragun skcrpakunu AHK B 1ab60paTOpHON KAMHUIECKOI TPaKTHUKe.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect I'apanepeasa» sABAsieTCs BBICOKOUYBCTBUTEABHBIM HabopoMm aas Beisisaenms /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 tect-cucreme «AptTect I'apaHepensa» mcroab3yeTcst OBICTPBINE UM MPOCTONM MPOTOKOA aMIIAMPUKAIIUIY,
MAEHTUYHBIN IIPOTOKOAAM TecT-cucTeM cepun «AptTect», 4TO CyIIeCcTBEHHO IOBHIIIaeT IIOTOYHOCTh 1ab0paTOPHBIX
AHAAMU30B.

Kommnaekranusa paccautada Ha mposedenne 100 peaknnii (tabanma 1).

Ta6anna 1. Cocras «AptTect 'apanepeaaa»

Kommonenr O0beM, He MmeHee
1. IIIIP-pearent 1,0 ma
2. Ilparimepsr GV 1,0 Mma
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 MATEPUA DI
— 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 rnoporosoi anmauu 10 %, nmoaydennoro aas odopasua I1IKO B mocaeanem
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.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HaAWYUA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIT AVHMEN (YTO COOTBETCTBYET HAANINIO/OTCYTCTBUIO 3HaUEeHs IIOPOroBoro 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.

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



TY BY 192743351.018-2022 uzm. 1

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 roanoctn Tect-cucteMsl «AptTect [apaHepeasa» — 12 Mecs1ieB ¢ AaThI M3TOTOBAEHIL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMosxHasa mpuunHa
po0aeMbl

BapmaHTbI penteHnst mpo0aeMbl

Her curnaaa o kaHaay
FAM/Green

HexoppexTHsIii 3a00p
O1oa0TIYeCcKOro MaTepuasia

IIOBTOPUTSE 3a00p

Hcnoar3oBaHme HEIIOAXOASIINIX
PacxoAHBIX MaTepuaAOB

UCIIOAB30BaTh  ApyIue 30HABL A4 0T60pa

MaTepnaada

UCII0AB30BaTh IpOOUpKN A4 nocraHosku I1LIP,
pexoMeHAOBaHHBIe  (PUPMON-IIPOU3BOANUTEAEM

amrnandukaTopa AnOO ajalTUPOBAHHEIE A5

JICII0b3yeMOTO mpubopa

He To4Beprath Bo3AelcTsuio YP-o0aydeHms

OAHOPAa30BLIN I1AaCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

pasBecty o6pasel] B 5 pas B da10upyIoliemM Oydepe,
IIOBTOPUTE aHAAU3

MCII0/b30BaTh HOBBII 0Opasel] MaTtepuasla

nposecty sTan sigeaenus AHK aas obpasiia

Het curaaaa B K+

Vcrioas3oBaHme HEITOAXOASIIITUX
pacxoAHBIX MaTepuaaoB

UCII0AB30BaTh MPOOUpPKN AAst moctaHosku I1LIP,
pEKOMeHJ0BaHHBIe  (PUPMON-IIPOU3BOJUTEAEM

amnandukaTopa AnOO ajanTHpPOBaHHBIE A

JCII0B3yeMOTO mpubopa

HexoppexTHOe IpUIroTOBAEeHIe
T[TIP-cmecn

OpuroToBUTh HOBYIO ITIIP-cMech

HexoppexTHble mapamMeTpbl
aMIrAnpUKanumn

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAM1IeNn 2

HexkoppekTHble ycA0BUA
XpaHeHMs1 HAOOPOB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIX

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

KonramuHais

IIPOBECTU AeKOHTaMMHAIVIOHHbIE TPOoLeAyphl
JICIIOAb30BaTh HOBBIE HaOOPHI

1 boaee moaHOe omycaHe XapaKTepUCTUKHM TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO
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ITPUAOKEHME A

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremsnl «<AptTect I'apanepeasa»
Komnaexkmanus 4

HA3HAUYEHMWE TECT-CUMCTEMbI
Tect-cucrema «AptTect I'apanepeasa» mpeAHasHadueHa AAsl KadecTBeHHOTo ompegesenus AHK Gakrepmii
Gardnerella vaginalis MeTOAOM TIOAMMEPA3HON LIEITHON peakIIUM C AeTeKIINell pe3yAbTaTOB B peXIUMe «peaabHOTO
spemenn» (I[1LIP-PB) B 2abopaTopHOI KAMHMYECKOI ITpakTuke. KoMrraexranus 4 sABAseTCsl BBICOKOUYBCTBUTEABHON
U TI03BOASIET AOIOAHMUTEABHO aHaAu3uposaTh PHK Bo3Oyamreas, a TaxKe mMCIIOAb30BaTh OOABIINIT OOBEM
BblA€/A€eHHBIX HyKAeMHOBLIX K1caoT (aaaee HK).

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect lapgHepeasa» sABAseTCA BBHICOKOUYBCTBUTEABHBIM HaOOpPOM AAsl BBISBAEHILT
AHK/PHK: auMut getekuum cocrasAsieT 5 reHOM-9KBUBAAE€HTOB BO30yAnTes B peakuyu [111P-PB.

Tecr-cucrema «AptTect l'apaHepeasa» cogepXuT B coeM cocTase ¢pepMenT ypauna-AHK-rankosnaasy (YAI)
u AYT®, yto nossoasieT nzdexars KoHTaMuHaunu I1LIP-cMecu mpogykramu npeamectsyiomuyx TP 1 noayuenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B Tect-cucreme «AptTect I'apanepeasa» mMcCIIoAb3yeTcs OBICTPHIM M IIPOCTON HPOTOKOA aMIAMPUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tab6anma 1. Coctas «AptTect I'apauepeaaa»

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

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

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

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

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

ITPOBEAEHVE AHAAN3A
Brigeaenne HK m3 kamHMYeckoro martepmasda IPOU3BOAUTCS B COOTBETCTBUM C MHCTPYKIMeN (pUpMBI
U3TOTOBUTEAS peareHToB AAs ouncTky HK.
IToaroroska ITIIIP-cmecu
0. Pasmopo3uTh Bce peareHTH (IIpyM HEOOXOAMMOCTHM), IepeMeIaTh IepeBepHyB MPOOMPKU HEeCKOABKO pa3
(MaAm mepeMemMBaHNMEM Ha BOpPTeKCe B TedeHMU 2—4 CeKyHA) M COPOCUTH KaIlAM C IIOMOIIIBIO KPaTKOBPeMEHHOTO
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LeHTPUPYTUPOBAHISL.

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

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

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

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

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

III. BHecTy KOHTPOABHEIE OOpa3IIBI:

1) K-:30 mxa OKG;

2) K+:30 mka IIKG;

3) OKD: 30 mxa OKD.

I'epmeTnyHO 3aKpbBITh MPOOMPKY KPHIIIIKaMH. B caydyae HaAmums My3pIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
IpOOMPOK — YAaAUTH KPaTKOBpeMeHHBIM LIeHTpudyrnposaHueM. PekoMen yeTcs IiepeMelIaTh COfepKnMoe IIyTeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyM oMM  OCOKAEHMEM  KpPaTKOBpPeMEeHHBIM
LHeHTPpUPYTMpOBaHVIEM.

IlocTaroBKa peakimy aMILAVQpUKaIA

I. Tlomecturs moarorosaeHnsle Aas nposeAenus TP mpobupkn B amMnanduxaTop.

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

TaOamnia 2. IlapameTpnl aMnanpuKamm

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

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

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

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

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

Anaans pe3yabTaToB

I. ITepea Hawaa0oM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K IIpuoopy.

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

— 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 HeoOxoAMMOCTHU TTIOPOT
MOKeT ObITh M3MeHeH B aAnariasone 0,02 — 0,2*%;

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

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

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

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

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

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

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

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

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

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

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

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

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

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

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

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

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

TaOanma 4. InTepnperanus pe3yabTaToB 00pa3iioB

3unauenne «Ct» mo KkaHaay

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

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

PexomeHAyeMBIiT aATOPUTM aHaAM3a OOPa3IIOB:

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

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

B) OCTaBIIIeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMMU.

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

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

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

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

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

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

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

Cpok rognocrtu tect-cucremsbl «AptTect l'apanepeasa» — 12 mecs1ies ¢ 4aThl M3TOTOBAEHUA.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMmoskHasa mpuunHa
Ipo0aeMbl

BapmaHTbI pertennst mpo0aeMbl

HeTt curnaaa mo xanaay
FAM/Green

HexoppekTHBlit 3a60p
611010TI9eCKOTO MaTepraja

IIOBTOPUTSE 3a00p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

IOBTOPUTS BhlgeaeHue HK

Hcnoas3oBaHme HEIIOAXOASIINIX
PacxoAHBIX MaTepuaAOB

VICITIOAB30BaTh HpO6I/IpKI/I AAS ITOCTaHOBKI

TP, peKOMeHAOBaHHbIe Pupmoit-
npoussoauredeM  amranuxkaropa  aAmudo
ajarTypoBaHHbIe AAST JCII0Ab3yEeMOTO
npubopa

He IIoABepraTh Bo3AeiicTBuiO YP-00aydeHMs

OJAHOPA30BBIM  IAACTUKOBBIVI ~ PaCXOAHBIN

MaTepuaA (IpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

passecTy oOpasel] B 5 pa3 B 3AI0UPYIOLIEM
Oydepe, MOBTOpUTE aHAAN3

MCII0/b30BaTh HOBBII 0Opasel] MaTepuasia

MCII0Ab30BaTh COPOEHTHBIN MeTO/ BhlAe AeHU
HK

Het curaaaa B K+

Vcnnoap3oBaHue HEIIOAXOASIIITUIX
pacxogHbIX MaTep1aaoB

JCIIOAb30BaTh HpO6I/IpKI/I AAs1 TTOCTaHOBKI

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

HexoppekTHOe mpUroTOBAEHME
TIIP-cmecn

npurotosuTh HOBYIO I TIIP-cMech

HexkoppexTHble mapameTphl
aMrAnQUKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAM1IeNn 2

HekoppekTHsle ycA0BIsI
XpaHeHIs1 HaOOPOB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIX

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

Kouramunars

OPOBECTU A€KOHTaMMHALIMOHHEIE IPOLIeAyPhI;
UCII0/b30BaTh HOBBIE HAOOPHI

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

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremnr «AptTect I'apanepeaaa»
Komnaexmayus 5

HA3HAYEHME TECT-CCTEMbI

Tecr-cucrema «AptTect 'apanepeasa» npeanasHadeHa Aas ontpeaeaenns AHK oaxrepuit Gardnerella vaginalis
MeTO40M II0AMMePa3HOM LeITHON peaKLU C AeTeKliell pe3yAbTaToB B peskiMe «peaabHOro sBpemenn» (ITLHP-PB) B
AabopaTOpHOI KAMHMYeCKON mpakTuke. Komnaexkranms 5 mpegHazHadeHa AAs KOAMYECTBEHHOTO OIpejeAeHus
BO30yAUTeAS.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect I'apanepeasa» sBAseTCS BBICOKOUYBCTBUTEABHBIM HabOopoM Aas BersisaeHms JHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunu [T1IP-PB.

AvHeriHbIN AnanazoH TecT-cucreMmbl «AptTect T'apanepeasa» 20 — 200000 000 reHoM-DKBUBaAe€HTOB
BO30yauteas B peaxiuu [111P-PB.

Tecr-cucrema «AptTect l'apaHepeasa» cogepXuT B coeM cocTase ¢pepMenT ypauna-AHK-rankosnaasy (YAI)
u AYT®, uto nossoasieT nzdexars KonTaMuHaunuu I1LIP-cMecu nmpogykramu npeamectsyomuyx TP 1 noayuenns
Z0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Tect-cucreme «AptTect I'apanepeasa» mMcIIoap3yeTcs OBICTPHI M IIPOCTON HPOTOKOA aMIAMpUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAl30B.

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

Tab6anmna 1. Coctas «AptTect 'apauepeaaa»

KomMmmnonenr O0ObeM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaitmepnr GV 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

Aas srana skerpaxkiym AHK mns obpasma pekomenayertcs: mncnoab3opanne peareHTos: «AptAHK Kanmamk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK 2erkmit», «AptPHK skcTpakT».

PesyapraT amnandukaiuy 9HAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha KaHaae FAM/Green,
pesyabraT amnandukaunu AHK BosOyaureas perucrpupyercsa Ha kanase HEX/VIC/Yellow.

MEPHI ITPEAOCTOPOKHOCTHA
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopaTopHOIL
kayHngeckou IIP-auarnoctuky 1 MeTogndeckye yKasaHus IPOU3BOAUTEA.

OBOPYAOBAHUE I MATEPUAABI
— aMrANQpUKaATOP C A€TEKIIMEN Pe3yAbTaTOB B peXKIIMe «pealbHOIO BpeMeH!»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOIo 00beMa;
— 04HOPA30Bble HAKOHEYHUKU C PUABTPOM AAs 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 0AHOpPa30BbIe MOANUIIPOIIAEHOBEIE 3aKPhIBaIOIMecs Ipobupku oosemMoM 1,5 — 2,0 m4;
— OITUYECKN ITpo3padHble Tpodupku A4s1 I1LIP-PB, agantuposaHHbIe 445 MCIIOAB3YEMOTO aMIIANPUKATOPa;
— IITaTVUBH A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3uAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBIV XalaT U O4HOPa30Bble ITepUYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMILAEKT CPeACTB 4451 00paboTky pabodero Mecra.

INPOBEAEHUE AHA/IU3A
Boigeaenne AHK u3 xauHmyeckoro mMarepuasda HpPOU3BOAUTCA B COOTBETCTBUU C MHCTPYyKUMel (PUPMBI
U3rOTOBUTEAS peareHToB Aas ounctku AHK.
IToaroroska ITIIIP-cmecu
0. PasmoposuTh Bce peareHTHI (IIpy HEOOXOAMMOCTH), IlepeMenIaTh IIepeBePHYB ITPOOMPKU HECKOABKO pa3 (1am
IepeMelnBaHieM Ha BOopTeKce B TeueHMe 2-4 ceKyH4) M cOpOCUTH KaIllau C IIOMOIIBIO KPaTKOBPEeMEeHHOIO
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LeHTPUPYTUPOBAHISL.

I. B Ka’k4yI0 IOCTaHOBKY aMIIAMpVKAIIMI IIOMIMO MCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasna: orpunaTteasHsrii KOHTpoab TLIP (K-), moaoxuteasnsiii kontpoas TP (K+), oTpuiaTeaAsHbIT KOHTPOADb
skcrpaxkuum (OKD).

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

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

INepememaTts «MacTtep Mukc» myTem 5-Tu KpaTHOTO IlepeBopauMBaHus NPpOoOUPKHU (A IepeMelBaHeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), OCaAUTh KpaTKOBpeMeHHBIM LIeHTpuPyTrupoBaHreM 1 BHecTy 110 20 MKA B TPOOVPKA
Aas nnposeaenns TTLP.

II. Vcrioaw3yst HAKOHEYHUK C PUABTPOM B IOATOTOBAEHHEIE ITPOOMpPKU 400aBUTH 110 10 MKa BhgeaenHoi AHK
1ccAeayeMBIX OOpasIioB.

II1. BHecTy KOHTpPOABHEBIE OOPa3IIhL:

1) K-: 10 mxa OKG;

2) K+:10 mxa IIKG;

3) OKD®: 10 mxa OKD;

I'epmeTnyHO 3aKpHITh MPOOMPKU KPHIIIIKaMU. B caydyae HaAmums My3sIpbKOB B pacTBOpe MAM Karleab Ha CTeHKax
IpOOMPOK — YAaAUTH KPaTKOBpeMeHHBIM LIeHTpudyruposanueM. PekoMenyeTcs repemeniaTh COAepXMoe ITyTeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyM oMM  OCOKAEHMEM  KpPaTKOBpPeMEeHHBIM
LHeHTPpUPYTMpOBaHVIEM.

IlocTaroBKa peakimy aMILAVQpUKaIA

I. ITomecTuTh IOATOTOBAEHHEIE A5 Tposeenys [P npobupku B amriandgukarop.

II. B cooTBeTcTBUM ¢ MHCTPYKIIMEl K MpuOOpy 3alIporpaMMIpoBaTh aMIIAM(pUKaTOp coraacHo Tabanie 2.

Tabamna 2. IlapameTpnl amnandpukamym®

o Koa-Bo
IIar Temneparypa, °C Bpewmst —
Havaabnas geHaTypans 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OT1xur 63 10 cekx 5
D AOHTaIINST 67 10 cex
JeHaTyparpst 95 5 cex
Orxur/leTekums 1o KaHalaM:
FAM/(flreen, HEX/VIC/Yellow 63 10 cex 40
D AOHTaIINST 67 10 cex

* Aonycraemcs dooasrenue waza 55 °C, 10 Mun 6 HAuaAe npomoxord AMIAUPUKAYUL OAS COEMECTTHBIX NOCMAHO60K € HAOOpaAMU,
mpedyouLUMY IMAN PeepmuposatLs.

II1. 3anporpamMMmpoBaTh II0A0KEHNE IPOOUPOK B amIIAnpuKaTope. JoIycKkaeTcs BHITOAHITH AQHHBI II1aT BO
BpeMs IIpOBeA€HMs aMIIAMQPUKaNU MAM II0 ee OKOHYAHMIO, €CAM DTO II03BOAseT IIPOrpaMMHOe OOecIIevyeHIe
npubopa.

IV. JaTp Ha3zBaHMe DKCIIEPUMEHTY U COXpaHUTh €T0 Ha AVICKe (B DToM (aiide OyAyT aBTOMaTUIECKN COXPaHEHBI
pe3yabTaThl AaHHOTO BKCIIEPUMEeHTa). 3allyCTUTh aMIIAUpUKaTOp™.

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

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

Anaans pe3yabTaToB

I. ITepea HawaaoM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K Ipuoopy.

a) Aas npubopos tumna «Rotor-Gene 3000/6000/Q»*:

— YCTaHOBUTH 3HaueHMe rapameTpa Biopocos («NTC threshold/Ilopoz Pona») — 10%. ITpn HeobxoaumocT mopor
¢ona moxxet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;

— YCTAHOBUTB 3HaueHMe ITapameTpa roporosoit aunuu («Threshold/ITopoz») — 0,02. TIpu He06X0AMMOCTH IIOPOT
MOKeT ObITh M3MeHeH B aAnariaszone 0,02 — 0,2**;

— IOpU HeOOXOAMMOCTM JONycKaeTcsl akTusanmsa QyHkOuii «Dynamic  tube/Junamuyv.gor» m  «Slope
Correct/Koppex. Yicaora».
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6) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:
— YCTaHOBMTD 3Ha4YeHNe ITapaMeTpa noporosoit auanm («Single Threshold») — 50. ITpu HeoOXxoaMMOCTH TTOpPOT

MO3KeT OBITh M3MEHEeH B Amariazode 25 —250%%;

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

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

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

— YCTaHOBUTH 3HaUYeHMe ITapaMeTpa roporosoii anaum 10 %, noaydenHoro Aaa obpasua ITKO B mocaeanem
nuxae amnandukanun. ITpu HeodbxoAnMocTy IOPOr MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

r) 244 npubopos tuna «QuantStudio 3/5»*:

— YCTaHOBUTDH 3HaueHUe IapamMeTpa noporosoit avaun 10 %, moayuennoro aas odpasua I1TKO B mocaegnem

nnxae amnandukanun. ITpu HeoOxoAMMOCTH IOPOT MOXKeT ObITh M3MeHeH B AnanazoHe 5 — 30%™*;
A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:
— YCTaHOBUTH 3HadyeHMe MapameTpa roporosoii anaum 10 %, noaydennoro aaa odopasua ITKO B mocaeanem

nnxae amnandukanun. ITpu HeodbxoanMocCTy IOPOT MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**
* B 3asucumocmu om YcmarnosAeH Ol 6epCUll IpozpamMMHoz0 obecheet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.
** Heobxodumocmbv KOppexmuposKu 6o10p0cos 603HUKALT 6 CAYUAAX CUADHBIX KOACOAHUTI PAyopecteHy UL 6 0MOeAbHVIX 1PoDax.

II. Betbpats aorapmdpMmuecKyio IIKaly AAsl OTpa’keH!sA pe3yAbTaToB M BU3YalbHO IPOKOHTPOAMPOBATDL
IlepeceveHlie TIOPOTOBON AVHUM B AMHEIHON YacTU pocTa KpuUBON amrandukanum. IIpn mepeceueHnn moporosoit
AVHNY C KPUBOJ aMIIAM(PUKaLINY He B AMHEHOM yJacTKe — [IepeMeCTUTD ee BPYYHYIO A0 HeOOXOAVMOIO YPOBHSL.

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

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

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaa¥V3a KOHTPOAbBHBIX TOY€K

KonTpoabnast Kourpoanpyembii 3unavenne «Ct» mo Kkanaay
TOYKa 9Tam aHaamsa HEX/VIC/Yellow FAM/Green
OKD Okerpaxunst AHK - +/—-
K- [P - -
K+ TILIP + +

B caydae HecooTBeTCTBMs KOHTPOABHBIX TOUeK TpeOyeMBIM 3HadyeHIsIM HeoOXOAMMO IIPOBECTM ITOBTOPHOE
1CcC/AeA0BaHIe Bcex 0OpasIioB HauMHas co cragum skcrpaxiym AHK.

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

TaOanma 4. InTepnperanus pe3yabTaToB OOpa3iioB

3uagenne «Ct» mo xkanaay

Pesyaprar obpastia HEX/VIC/Yellow FAM/Green
I[MoaoxureabHBI + +/—-
OTpuriareabHbIV - +
HeBaanaubiin - -

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

PexomeHAyeMBIiT aATOPUTM aHaAM3a OOPa3IIOB:

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

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

B) OCTaBIIIeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMMU.

B caysae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIP-mccaesoBaHme COOTBETCTBYIOIIETO
oOpas1ja, HaumMHas ¢ 9Tarna dKerpaxiyy HK
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KoandecTBeHHBIVI aHAAN3 pPe3yAbTaTOB

KoandgectseHHbIN yyeT KOHIIEHTpalUM BO30yAUTeAs IIPOU3BOANTCA B aBTOMATHUECKOM Pe>XKIMe C ITIOMOIIIBIO
MIpOrpaMMHOIO OOecIledeHNs, IpejOoCTaBAEHHOIO (UPMON-U3TOTOBUTEAEM TeCT-CUCTeMBI, pa3paboTaHHOTO Ha
ocHose [10 Microsoft Excel. Aas pacyera Heo6X0AMMO BBeCTM OOIIIe JaHHBIE 00 BKCIIEPUMEHTe, a TaKKe 3HaueHIsI
Ct 2451 KOHTPOABHBIX M MUCCAeAyeMBIX OOpa3LioB IO 0OOMM KaHaslaM. [loaydyeHHBle 3Ha4eHMsSI COOTBETCTBYIOT
koangectso I'D Bo3byauteas Ha 1x1075 kaeTok yeaoBexa.

TPAHCITIOPTUPOBKA M XPAHEHME TECT-CMCTEMbI

TpancnopTupoBKa TecT-CUCTeMBI OCYIIeCTBASETC IPU TeMIlepaType OKpy>KaloIleil cpeasl, HO He Bbie +37°C
(a0 5 cyTok) mam mpu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TpaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBM:AX, OOeCIeuMBaIOIINX COXPAaHHOCTh, B COOTBETCTBMM C IIpaBMdaMM IIePeBO3KM IPY3O0B,
AeVICTBYIOIIMMU Ha AQHHOM BliJe TpaHCIopTa.

TecT-cucreMa XpaHWTCA B yHaKOBKe M3IOTOBUTeAsl Ipu TemIilepatrype or -24 °C go -16 °C. Jomyckaercs
XpaHeHIe TeCT-CICTeMBI Ipu TemIitepatype +2 — +8 °C (a0 30 cyTOoK).

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

Cpoxk roaHoctn TecT-cucteMsl «ApTtTect 'apanepeasa» — 12 Mecsi1ies ¢ 4aThI M3TOTOBAEHILL.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE I METOABI UX YCTPAHEHWST

IIpoGaema Bo3moxxHasa npuynHa BapmanTsl pemenis ipo0aeMbl
npo0aeMbl

Het curnaaa mo xkanaay Hexoppexkrnzlit 3a60p ITIOBTOPMUTL 3a00p

FAM/Green 01010T1YeCKOT0 MaTepuasla

HexoppexkrHoe Boigeaenne HK | moBroputs Beigeaenue HK
113 00pas31oB

VlcnnoapzoBanue JICIIOAB30BaTh IIPOOUPKYU AAst TocTaHOBKY 111D,
HeIIOAXOASIIINX PacXOAHBIX peKoMeHAOBaHHbIe (PUPMOI-TIPOM3BOANTEAEM
MaTepraaoB amMnandukatopa AmnOO ajaNTUpPOBaHHLIE AAs

JCIIOAB3yeMOro Ipudopa

He IIoABepraTh BO3JelcTBMIO Y®P-00aydeHMs
OAHOPa30BLIN I1AaCTUKOBBIV pacxoaHbIN
MaTepuaa (IpoOUPKY, HAKOHEYHIIKIL)

INLIP yarn6nposane passecTn 0Opaser; B 5 pa3 B 9AI0UPYIOIIeM
Oydepe, HOBTOPUTH aHAAM3

JICII0Ab30BaTh HOBBII 0Opasel] MaTepuasla

JICII0AB30BaTh COPOEHTHEIN MeToA BhlAeaeHns HK]

Het curaaaa B K+ Vlcrioar3oBanne MICII0AB30BaTh MpoOUpKHU A4 nocraHosku IT1IP,
HeNOAXOASIIVX PacXOAHBIX peKOMeHAOBaHHbIE (PUPMOII-IIPOU3BOAUTEAEM
MaTepualoB aMmnandukatopa AuOO ajalTUpPOBaHHLIE AAS

JCII0Ab3yeMOTO mpubopa

HexoppekTHoe mpurorosaeHne| NpuroToButs HopyIo ITIIP-cmech

TIIP-cmecn
HexoppekTHble mapamMeTpsl YCTaHOBUTH IapaMeTphbl aMIANPUKALIUNA B
amranguKaIuu COOTBETCTBIUY C TabAMIIel] 2
HexoppekTtHble ycA0BIL JCII0Ab30BaTh HAOOPHI, KOTOPBIe XPaHUANCEH B
XpaHeHIs1 HaOOpOB HaJAe>XaIlliX YCAOBYIX
Haamamne curnaaa 8 OKD no | Konramunans MPOBECTU JeKOHTaMMHAIIVIOHHbIE IIPOIeAyPhL;
xanaay HEX/VIC/Yellow UCIT0Ab30BaTh HOBBIE HAOOPHI

1 boaee moAHOe omycaHe XapaKTepUCTUK TeCT-CICTEMBI ITPeACTaBA€HO B MHCTPYKLINMM ITO ITPVMIMEHEHIIO
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IMPMAOXEHMUE 2K
METOAMYECKWE YKA3AHNSI I1O ITIPUMEHEHWIO
Tect-cucremnr «AptTect I'apanepeaaa»
Komnaexmayusa 11

HA3HAYEHMNE TECT-CMCTEMBbI

Tect-cucrema «AptTect I'apanepeasa» mpeiHasHaueHa AAsl KadecTBeHHOTo ompegesenus AHK Gakrepmii
Gardnerella vaginalis MeTOAOM TIOAMMEPA3HON LIEITHON peaKIIUM C AeTeKIINell pe3yAbTaTOB B peXUMe «peaabHOTO
speMenn» (ITLP-PB) B aabopaTopHOiT KAMHMYECKOM IlpakTuke. B cocraB komnaextaumu 11 BXOAUT DK30TeHHBIN
BHYTpeHHMII KOHTpoAbHBIN oOpasen; (BKO) aas xourpoas sddexrusnoctu srama soidesenns AHK, a taxke
pacxoaHbilt MmaTepuaa aAas TTHP.

XAPAKTEPUCTUKA TECT-CMCTEMBI!

Tect-cucrema «AptTect I'apaHepeasa» sIBAsIETCS BHICOKOUYBCTBUTEABHBIM HaOOpoM Aas BbisaBAeHmst JAHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/A€HTOB BO30yauTeas B peakuyu ITIP-PB.

Tecr-cucrema «AptTect l'apaHepeasa» cogepXuT B coeM cocTase ¢pepMeHT ypauna-AHK-rankosnaasy (YAI)
u AYT®, uto nossoasieT nzdexxars KontaMuHauyu I1LIP-cMecn npogykramu npeamectsyiomux TP n noayuenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Tect-cucreme «AptTect I'apanepeasa» mcIIoap3yeTcs OBICTPHI M IIPOCTOM HPOTOKOA aMIAMpUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIlecTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAMU30B.

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

Tab6anma 1. Coctas «AptTect I'apauepeaaa»

Komnaexrt aas TP (gacts 1 13 2)
KomMmmnonenr O0ObeM, He MeHee
1. TILIP-pearent 1,0 ma
2. ITpaitmepsr GV 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma
5. BKO 1,0 ma

Komnaexr naacrtuka (qactp 2 u3 2)
Pacxoaurniit matepuaa aas I[P ‘ 1 KOMILAEKT

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

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

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

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

ITPOBEAEHUE AHA/AN3A
Boigeaenne AHK ns xamHmueckoro marepnada npoussoautcs copmectHo ¢ BKO (10 Mxa Ha BblgeaeHue) B
COOTBETCTBUM C MHCTPYKLMEN GpUPMBI-U3IOTOBUTEAS peareHTOB A5 ounctku HK.
1
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IMoaroroska ITILIP-cmecu

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

I. B xa>xay10 ITocTaHOBKY aMIIAM(pVKaLNY IIOMIMO UCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasia: orpunareaspHsri KouTpoas [ILP (K-), moaoxmnreasnsiit koutpoas TP (K+), oTpuiiaTeAbHBIN KOHTPOAD
skcrpakum (OKD).

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

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

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

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

III. BHecT KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITIKG;

3) OKDB: 10 mxa OKB;

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

IlocTraroBKa peakimy aMILAVpUKaII

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

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

Ta6amna 2. IlapameTpn! amnandukanym®

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

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

III. 3amporpaMMMpoBaTh IIOA0KEHNE IPOOMPOK B aMIIAnduKaTope. JoImyckaeTcs BHITOAHATD AaHHBII II1aT BO
BpeMs IIpOBeAeHMsI aMIAN(PUKaINI MAM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIporpaMMHOe oOecIriedeHIe
puodopa.

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

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

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

Anaau3s pe3yabTaToOB
I. TTepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOIIKU B COOTBETCTBUM C MHCTPYKIIMEN K IpUbopy.
a) aas npubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Bu10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeoGXoauMocTy mopor
¢ona mosxer 6bITh M3MeHeH B Anaria3oHe 0 — 30 %**;

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

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

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

— YCTaHOBMTL 3HadeHMe IapameTpa moporosoii anaun («Single Threshold») — 50. I1pyu Heob6xoAMMOCTI HTOPOT
MOKeT OBITh M3MEHEH B Amaria3oHe 25 —250%%;

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

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

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

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

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anaun 10 %, nmoaydenHoro aas odpasua I1IKO B mmocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHU IOPOT MOXKeT OBITh 3MeHEH B AMana3oHe 5 — 30%*;
A) AAS OCTaABHBIX aMIIAN(PUKATOPOB OTKPLITOTO TUIIA:

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

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

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

II. BetOpats aAorapudpMuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IIPOKOHTPOAMPOBATDL
IlepecedeHlte TIOPOTOBON AVHUM B AMHEVHO YacTu pocTa Kpusoll amrandukanym. IIpn mepeceueHnn moporosoit
AVHWM C KPUBOJ aMIIAM(pUKaIIMY He B AMHEHOM yJacTKe — [IepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

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

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

Tabana 3. O1ieHKa pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

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

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

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIios

3uagenne «Ct» mo xkanaay

PesyabpTaT 0Opasia

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

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

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

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

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

B) OCTaBIIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUAHBIMI.

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

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

HPI/I Imoay4eHnmn pasyKOMIIAEKTOBBIBAETCI B COOTBETCTBUIM C YKAa3aHHBIMU TeMIIEpAaTyPHBIMU PeXIMMaMIL

xpaneHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype ot -24 °C go -16 °C,

AOITyCKaeTcsl XpaHeHIe TecT-CCTeMbl Ipu TeMnepaTtype +2 — +8 °C (g0 30 cyTok). Pacxoansnit matepuaa aasa ITLP

XpaHUTCs IPY KOMHATHOM TeMIlepaType.

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

Cpoxk roaHoctn TecT-cucteMsl «ApTtTect 'apanepeasa» — 12 Mecs1ies ¢ 4aThI M3TOTOBAEHILL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
Ipo0aeMBbl

BapmanTbl pemenust mpo0aeMbl

Het curHaaa o xaHaay
FAM/Green

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxo4HBIX MaTepyaA0B

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

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

MCII0AB3yeMOro IIpubdopa

He TIogBepraTh BO3JelcTBuio Y ®P-00ayueHMs

OAHOPAa30BbLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHNKMN)

TP narnéuposaHme

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

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhieAeHrst HK

Het curaaaa B K+

Vcrioab3oBaHme HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MpOOUpPKU A4s moctaHoBKu TILIP,
peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

MCII0Ab3yeMOTo mpubopa

HexoppekTHOe mpUroTOBAEHME
TIIP-cmecn

IpuroToBUTh HOBYIO ITIP-cMmecs

HexkoppexTHble mapameTphl
aMrAnuKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAMIIeN 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

MCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHUANCE B
HaAAeXalllMX yCAOBMSIX

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

Haanume
OKD 10
HEX/VIC/Yellow

CUrHaaa B
KaHaay

Kontamunanmst

IPOBECTU AeKOHTaMMHAalIIOHHbIE TPOLeAyPhlL;
MCII0AB30BaTh HOBBIE HAOOPEI

1 boaee moAHOe omycaHe XapaKTepUCTUK TeCT-CICTEMBI ITPpeACTaBA€HO B MHCTPYKLINMM ITO ITPVMMEHEHIIO
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ITPMAOZKEHME 3
METOANMYECKUE YKA3AHMSI 11O ITPMMMEHEHUIO

Tect-cucremsnl «AptTect I'apanepeasa»
Komnaexmayusa 12

HA3HAYEHME TECT-CCTEMbI
Tect-cucrema «AptTect I'apanepeasa» mpeiHasHaueHa AAsl KadecTBeHHOTo ompegesenus AHK Gakrepmii
Gardnerella vaginalis MeTOAOM TIOAMMEPA3HON LIEITHON peaKIIUM C AeTeKIINell pe3yAbTaTOB B peXUMe «peaabHOTO
spemenn» (IILIP-PB) B aabGopaTtopHoil kamHmdeckoit mpaktuke. Kommaexkranums 12 cogep>XUT ®HAOTEHHBIN
BHYTpPEeHHUI KOHTPOAb A5 KOHTPOAsI 9Tara 3abopa oOpasiia u seideaenns AHK, a Takxe pacxoaHsll MaTepmaa AAs
ITLIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect I'apaHepeasa» sIBAsIETCS BHICOKOUYBCTBUTEABHBIM HaOOpoM Aas BbisaBAeHmst JAHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakuyu [TIIP-PB.

Tecr-cucrema «AptTect l'apaHepeasa» cogepXuT B cBoeM cocTase ¢pepMenT ypauna-AHK-rankosnaasy (YAI)
u AYT®, uro nmossoaseT n3dexxars koHTamMyuHaiym [1LIP-cmecn mpoaykramm npeamtectsyiomux TP u moaygenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Tecr-cucreme «AptTectr I'apanepeasa» mcrioap3yercss OBICTPBII M IIPOCTON IIPOTOKOA aMIIAMpUKAIINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tab6anma 1. Coctas «AptTect I'apauepeaaa»

Kommnizaexr aas I'NHP (vacts 1 u3 2)

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaitmepsr GV 1,0 Mma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

KomnaexT nmaactuka (qactp 2 u3 2)

Pacxogupiit matepuaa aas I[P ‘ 1 KOMILAeKT

Aas srana skcrpakiun AHK ns obpasiia pekomeHAyeTcs ncroab3osaHne peareHToB: «ApTAHK Kanunk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK skcTpakT».

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

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

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

IMPOBEAEHUE AHA/N3A
Boigeaenne AHK 13 xamHmueckoro marepuaja IMPOU3BOAUTCS B COOTBETCTBUM C MHCTPYKI[Mel (PUPMEI
U3TOTOBUTEAS peareHToB A4s1 ounctku AHK.
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IMoaroroska ITILIP-cmecu

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

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

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

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

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

III. BHecT KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITIKG;

3) OKD®: 10 mxa OKD®.

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

IlocTraroBKa peakimy aMILAVpUKaII

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

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

Ta6amnia 2. IlapameTpn! amnandukanym®

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

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

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

IV. JaTp HasBaHMe DKCIIEpUMEHTA 1 COXPAHUTH €T0 Ha AVICKe (B TOM aiize OyAyT aBTOMaTUIECKV COXPaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh 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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TPAHCITOPTUPOBKA U XPAHEHUE TECT-CUCTEMBI

TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IIPY TeMIlepaType OKpy>Kalolleli cpeabl, HO He Bbie +37°C
(a0 5 cyrok) mam npu temmeparype +2 — +8 °C (a0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BMAOM
TpaHCIIOPTa B YCAOBM:X, OOecreuMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IHpaBMAaMU IIePeBO3KU TIPY3O0B,
AeVICTBYIOIIVIMY Ha AaHHOM Bl/e TPaHCIIoOpTa.

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

XpaHUTCs IPY KOMHATHOM TeMIlepaType.

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

Cpoxk roaHoctn TecT-cucteMsl «ApTtTect 'apanepeasa» — 12 Mecs1ies ¢ 4aThI M3TOTOBAEHILL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPY PABOTE M METOABI UXYCTPAHEHUSI

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMbl

BapmuaHTbl permenust mpo0aeMbl

Her curnaaa o xka"aay
FAM)/Green

HexoppexkTHsIii 3a00p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTSH 3ab0p

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

IIOBTOPUTS BhlgeaeHue HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxoAHBIX MaTepyaAoB

JICIIOABb30BaTh HpO6I/IpKI/I AAsl IIOCTaHOBKI

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

He IoJsepraTh Bo3JeiicTBuio Y®P-00aydeHU:

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP arnéuposaxHme

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

VICTIOAb30BaTh HOBBIN 06pa3eu Marepunaaa

MCIIOAB30BaTh COPOEHTHEIN METOZ BBIAEA€HISI
HK

Het curaaaa B K+

Vcnnoap3oBaHme HETTIOAXOASIIITUIX

JICIIOABb30BaTh HpO6I/IpKI/I AAsl  IIOCTaHOBKI

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

HexkoppexTHoe npurorobaeHue
TTIIP-cmecn

npuroToBUTh HOBYIO ITIP-cMmecs

HexoppekTHble mTapaMeTpsl
aMIIAuQpUKaIn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B
COOTBETCTBUM C Tabam1en 2

HexkoppekrHble ycaoBus
XpaHeHIs1 HaOOpOB

MCII0/b30BaTh HAOOPEI, KOTOPBIE XPaHNANCE B
HaAAeKalllX YCAOBMSIX

Haauuwne curamaaa 8 OKD o
kanaay HEX/VIC/Yellow

Konramunars

IIpoBeCTU A€KOHTaMIUHaIlVIOHHbIE ITPOLIEAYPbI,
JICITIOAb30BaTh HOBLIE Ha60pI)I

! boaee 11oAHOe orIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO
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MMPUAOXEHME I
METOAMYECKME YKA3AHMS 11O ITIPUMEHEHMIO
Tect-cuctemnr «<AptTect I'apatiepeaaa»
Komnaexmauus 13

HA3HAYEHME TECT-CMCTEMBI
Tect-cucrema «AprTect I'apanepeasa» mpeaHasHavyeHa AAs KadecTseHHOro ompedeaenns JAHK Gaxrepmii
Mycoplasma hominis MeTOAOM IOAMMEPA3HON ILIEITHON peakINN C AeTeKUNell pe3yAbTaTOB B peXKIMe «peaabHOTO
BpeMenn» (I[ILP-PB) ©Ge3 cragum skcrpaknum AHK B 1abopaTopHOV KAMHMYECKON IIpaKTHKe. B cocTas
KoMIaekTauun 13 BXoagut pacxoanslit Matepuaa Aas ITLIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect I'apaHepeaaa» sABAseTCs BBICOKOYYBCTBUTEABHBIM HabOopoM Aas Berasaenus /JAHK:
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 Tecr-cucreme «AptTecr I'apanepeasa» mcrioap3yercss OBICTPBHIMI M IIPOCTON IIPOTOKOA aMIIAM(PUKALINI,
MAEHTUYHBIN IIPOTOKOAAM TeCT-cucTeM cepun «AptTect», 4TO CyIIeCTBEHHO IIOBHIIIaeT IIOTOYHOCTH 1ab0paTOPHBIX
AHAAMU30B.

Kommnaekranusa paccaurana Ha riposedenne 100 peaknuii (tabanma 1).

Ta6anna 1. Cocras «AptTect 'apanepeaaa»

Komnaekr aast [P (qacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. IIIT1P-peareHT 1,0 ma
2. ITpaitmepsr GV 1,0 ma
3. T[IKO 0,5 ma
4. OKO 1,0 ma

KomnaexT maactuka (qactp 2 n3 2)

Pacxogupiit matepuaa aas I[P | 1 xOMIIA€KT

Aas »srama 3abopa o00pasLioB PeKOMEHAYETCS JCIIOAb30BaHME peareHTOB: «TpaHCIOpTHas cpeAa»,
«TpancniopTtHas cpeda ¢ Mykoautukom» (rmpoussoacrsa OO0 «AptbuoTex», Pb).

PesyapraT amnandukaiuy 9HAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha Kanale FAM/Green,
pesyaptaT amnanduxanym AHK Bosbyanrteas perncrpupyercs Ha kaHaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpu pabote c TecT-cucTteMoir HeobOxogumo cobarogats Tekymine THITA B obGaactm aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKye yKa3aHIs IIPOU3BOANUTEA.

OBOPYAOBAHUE I MATEPUAABI
— aMIANQPUKaATOP C AeTeKIMell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— LeHTpuUQdYyTra/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPA30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0O'beMa;
— 04HOPA30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3YyeMOTO aMIIANpUKaTOpa;
— IITaTUBHI 4451 IPOOMPOK 1 HAKOHEUHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3MuAbHOI Kamepoii oT -24°C a0 -16°C;
— OTJeABHBII XaAaT U OAHOPa30Bble IepJyaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

IMOATOTOBKA MUCCAEAYEMOI'O MATEPUAAA
Otbop o00Opa3ijoB Ma3KOB, COCKOOOB U OTJAeAsSeMOrO CAMBUCTBIX 000404YeK YpOTeHNUTaAbHOTO TpaKTa
OCyIIIeCTBASETCS B COOTBeTCTBMU C cymecTsyomumMu THITA, MeToanueckuMy peKoMeHAalIMAMU M MHCTPYKII MMM,
Ilepea orGopomM Ma3KOB He JOIyCKaeTCsA IIpOBeJeHMe TMITIEHMYeCKUX IIpolledyp, a Takke oOpaboTka
MeAUITMHCKMMU MIperapaTaM.
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He pexkomenayercs wucnoab3oBaTb «30HA «HOHOHa»: ypOreHUTaabHBI», PEKOMEHJOBAaHBI K
MCII0ab30BaHMIO «30H «lOHOHAa»: ypOoreHMTaAbHBIV (pAOKMPOBAHHLI», «30H «lOHOHAa»: IIMTOIeTKa».

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

INPOBEAEHVE AHA/IN3A

IToaroroska ITIIP-cmecu

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

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

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

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

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

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

III. BHecTn KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITKO.

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

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

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

Ta0auma 2. ITapameTpnl amnanduxaym®

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

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

III. 3amporpaMMMpoOBaTh IIOA0KEHNE IPOOMPOK B aMIIAnduKaTope. JoImyckaeTcs BHITOAHATD AaHHBII II1aT BO
BpeMs IIpOBeAeHMsI aMIANPUKaINM MANM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIPOorpaMMHOe oOecIledeHie
npubopa.

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

* Aas npubopos «Rotor-Gene» neped sanyckom evibpamv 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» — 10FIL.
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AHaans pe3yabTaToB
I. ITepea Hawaa0M aHaAM3a HEODXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K IIpnOopy.
a) aasa npubopos Tuia «Rotor-Gene 3000/6000/Qx»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Bei0pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona moxxer ObITh M3MeHeH B AnanasoHe 0 — 30 %**;

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

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

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

— YCTaHOBMTL 3HadeHMe IapameTpa Ioporosoii anaun («Single Threshold») — 50. Ilpyu 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.

Ilpn moaydyeHuy pasyKOMIIAEKTOBLIBAETCA B COOTBETCTBMI C YKa3aHHBIMM TeMIIepaTypHBIMU peXMMaMU
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 rognocrtu tect-cucremsl «AptTect 'apaHepeaaa» — 12 Mecs1ieB ¢ AaThl M3TOTOBAEHUS.

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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IMTPNAOXEHME K

METOAMNYECKWE YKA3AHNSI I1O ITIPUMEHEHUIO
Tect-cucremnr «AptTect I'apanepeaaa»
Komnaexmavusn 14

HA3HAUYEHMWE TECT-CUMCTEMbI
Tect-cucrema «AptTect I'apanepeasa» mpeAHasHadueHa AAsl KadecTBeHHOTo ompegesenus AHK Gakrepmii
Gardnerella vaginalis MeTOAOM TIOAMMEPA3HON LIEITHON peakIIUM C AeTeKIINell pe3yAbTaTOB B peXIUMe «peaabHOTO
speMenn» (ITHP-PB) B aabopaTopHOIT KanHndeckol mpakTuke. Kommnaekranus 14 s1BAs€TCs BLICOKOUYBCTBUTEABHOM
U TI03BOASIET AOIOAHMUTEABHO aHaAu3uposaTh PHK Bo3Oyamreas, a TaxKe mMCIIOAb30BaTh OOABIINIT OOBEM
BblA€/AeHHBIX HyKAeMHOBbIX K1caoT (daaee HK). B cocras ganHOI KOMILAeKTally BXOAUT PacXOAHBI MaTepual 4As

TILIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect lapaHepeasa» sBASIETCS BBICOKOUYBCTBUTEABHBIM HAaOOpPOM A4Sl BBIIBAEHUSA
AHK/PHK: auMut getekuum cocrasAsieT 5 reHOM-9KBUBAAE€HTOB BO30yAnTeas B peakuyu [11IP-PB.

Tect-cucrema «AptTect 'apanepeaaa» coaepsKnut B cboeM cocrase pepment ypanua-AHK-rankosnaasy (YAI)
u AYT®, yto nossoasieT nzdexars KonTaMuHauuu I1LIP-cMecu npogykramu npeamectsyomuyx TP 1 noayuenns
ZAO>XKHOITOAOXKUTEABHBIX Pe3yAbTaTOB.

B Tect-cucreme «AptTect I'apanepeasa» mcIIoap3yeTcs OBICTPHI M IIPOCTOM HPOTOKOA aMIAMpUKAIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tab6anma 1. Coctas «AptTect I'apauepeaaa»

Komnaexrt aas TP (gacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. ITLIP-peareHT 1,0 ma
2. ITpaitmepsr GV 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma

Kommnaexrt aast TP (wacts 2 13 2)

Pacxoaurniit matepuaa aas I[P | 1 KOMIIAEKT

Aasa stana skcrpakuun HK n3 obpasia pexomeHAyeTcs ucroab3obaHue peareHToB: «ApTAHK Kamumnx»,
«AptHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK »sxcrpakT».

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade 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 MeToAndeckne yKasaHus IPOU3BOAUTEA.

OBOPYAOBAHME 1 MATEPUA ABI
— aMrANQpUKaTOP C JeTeKIUel Pe3yAbTaTOB B pe>KMMe «pealbHOTO BpeMeHI»;
— T'ILIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— HabOp 403aTOPOB ITepeMeHHOTO 00beMa;
— 04HOPA30Bble HAKOHEYHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 04HOPA30BbIe ITOANIIPOINAEHOBbIE 3aKPhIBAIOIINECs ITPpOoOUpKU 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/ABHBII XaJaT U OAHOPA30BbIe IIepYaTKy;
— €MKOCTb 4451 cOpoca HaKOHEYHKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

ITPOBEAEHUE AHAAU3A
Brigeaenne HK 13 xamHmdeckoro marepmada IPOU3BOAUTCA B COOTBETCTBUM C MHCTPYKIMEN (UPMBI

U3TOTOBUTEAS peareHTOB A4 O4MICTKIU HK.
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IToaroroska ITILIP-cmecu

0. Pasmoposuts Bce peareHTHI (IIpM HEOOXOAVMMOCTH), IIepeMeIlaTh IepeBepHYB IPOOMPKM HECKOABKO pas
(MAM mepeMelBaHIEM Ha BOpTeKce B TedeHUN 2—4 ceKyHA) U cOpOCUTH KaIlAy C IIOMOIIBIO KPaTKOBPEeMEHHOTO
LeHTpUPyTUPOBAHNSL.

I. B kaxa4ylo IIOCTaHOBKYy aMIAMpuKanuy IIOMUMO MCCAeAyeMBIX 0Opas3lioB JOAXKHBI BXOAUTH 3
KOHTPOABHBIX oOOpasua: orpunaTteabHbit koHTpoas TP (K-), moaoxwureapnsiit kontpoas IIHP (K+),
OTpHUIIaTeABHBIN KOHTPOAb 9KcTpakumu (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 aMIIANPUKAIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememats «MacTtep Mukc» myTeM 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.

II. Jicmoap3yst HAKOHEUHNK C (PUABTPOM B IIOATOTOBAEHHBIE TPOOUPKM A406aBuTh 110 30 MKa BeigeaeHHbIX HK
uccaeayeMbIX 0OpasIioB.

III. BHecTu KOHTpPO/AbHbIE OOpPa3IIbI:

1) K-:30 mxa OKO;

2) K+:30 mka ITIKG;

3) OKD: 30 mxa OKD.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAm4ams My3sIpbKOB B pacTBOpe MAM KalleAb Ha CTEHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKMoe IIyTeM
2-xpaTHOro  mepeBopaumBaHms  [1lIP-mpoOupox ¢  mocienyrommM — ocaXiaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrUpoBaHEeM.

IlocTraroBKa peakimy aMILAVpUKaIIVIA

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

II. B cooTBeTcTBUM C MHCTPYKLIMEN K IPpUOOPY 3allporpaMMIpPOBaTh aMIIAN(PUKATOP COrAacHo Tabante 2.

Ta6amniia 2. IlapameTpnl aMnanpuKanm

Koa-so
Ilar Temneparypa, °C Bpemst IIKAOB
OOpaTHas TpaHCKPUIIIVIS 55 10 mun 1
Hagaabnas geHaTypanis 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OTxur 63 10 cex 5
D AOHTaIINST 67 10 cex
AeHaTypanus 95 5 cex
Orxur/leTekums 1o KaHalaM:
FAM/(?reen, HEX/VIC/Yellow 63 10 cex 40
DAOHTaIIVSI 67 10 cex

III. 3amporpamMMmpoBaTh NOAOXKEHNE MPOOMPOK B amIrandukarope. JomycKaeTcs! BBITOAHATh AaHHBIN ITTar
BO BpeM:l IIpOBeJeHNs aMIIAMPUKaIuM UAU 10 ee OKOHYaHMIO, €CAM BTO II03BOAsET MpOorpaMMHOe oDecIleueHNe
puodopa.

IV. JaTp HasBaHMe DKCIIEpVIMEHTA M COXPaHUTH €T0 Ha AVICKe (B TOM aiiae 6yAyT aBTOMaTUIeCKN COXpaHEeHBI
pe3yabTaThl AaHHOTO BKCIIEPUMeHTa). 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 ycmaHoGums 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 IpuOopy.

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

— yCTaHOBUTH 3HaueHNe IapaMerpa Beiopocos («NTC threshold/Tlopo: @ona») — 10%. ITpu HeoOXoauMOCTH ITOPOT
¢ona moxxet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;

— YCTaHOBUTH 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY HTOPOT

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

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

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

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

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

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

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

— YCTaHOBUTH 3Ha4eHMe IapameTpa roporosoil ananm 10 %, rmoaydennoro gas oopasnoa [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI TIOPOT MOXKeT OBITH U3MeHEH B AMana3oHe 5 — 30%*;

A) A5 OCTaABHBIX aMIIAN(PUKATOPOB OTKPHITOTO TUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii anauu 10 %, moaydennoro aas oopasua IIKO B nmocaeanem
nnkae amnandukanun. I[Tpu HeobxoanMocT Opor Mo>KeT ObITh I3MEHEH B gnana3oHe 5 — 30%.**

* B 3a6UCUMOCTIY O YCIMAHOBAEHHOTL 6EPCUL NPOZPAMMHO20 06ecneueH s HA3AHUS KOMAHO MOZYM HECKOALKO OMAUHAINDCSL.

** Heo0x00UMOCHb KOPPEKMUPosK U 6bl0P0Co8 803HUKACHT 8 CAYUALX CUALHVLX KOACOAHUIL PAYOpecteH LUl 8 OMIEALHVLX NPOdaX.

II. Betbpats AorapudMmuUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepecevyeHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukauym. ITpu nepecedennu moporosoit
AVIHWM C KPUBOJ aMIIAN(pUKaIIY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

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

III. Yaocrosepurncss, uro IILIP-uccaejoBaHmMe BaAMAHO: KOHTPOABHBIE TOUKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HaUY€HUAM, ITPUBEAEHHBIM B TabAu1ie 3.

Tab6amnma 3. OrjeHKa pe3yabTaTOB aHaam3a KOHTPOAbHBIX TOUEK

KonrpoabHas KonuTpoanpyembiit 3navyenmne «Ct» mo kaHaay
TOYKa 9Tal aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Bxcrpaxunst HK - +/—
K- TP - -
K+ TP + +

B caydae HecooTBeTCTBMSI KOHTPOJABHBIX TOUEK TpeOyeMBIM 3HaueHUsIM HeoOXOAUMO IIPOBeCTU ITOBTOPHOe
1CcCAe0BaHIe Bcex 0OpasIioB HauMHas co cragum skcerpaxiym AHK.

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

Tab6auma 4. InTepnpeTranus pe3yabTaToB 00pasIioB

3nagenne «Ct» mo xkanaay

PesyabpTaT 0Opasia

HEX/VIC/Yellow FAM/Green
I[MoaoxureabHBI + +/-
OTpuriaTeabHbIV - +
HeBaanauabiin - -

«—» 0Do3HavaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxammm He epecekaeT IIOPOTOBYIO AMHUIO
«+» oDo3HavaeT Haamuue 3HadeHust «Ct», rpadpuk amnanduKanuy rmepecekaer IOPOroBYIO AUHAIO
«+/—» 3Hagenne «Ct» 4451 JAHHOTO KaHaJa He aHAAU3UPYeTCs

PexoMeHAyeMBIl1 aATOPUTM aHaAU3a 0Opa3Iios:

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

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

B) OCTaBIITMEC OOPa3IIbI ABASIOTC HeBaAMAHBIMIA

B caydae HeBaamaHOTro oOpasija Tpebyercsa 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 Boime +37°C
(a0 5 cyTok) mam npu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TpaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBMAX, OOeCHeUMBAIOLINMX COXPAaHHOCTh, B COOTBETCTBUM C IIpaBUAaMM II€PEeBO3KM TIPY30B,

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

HPI/I Imoay4eHnmn pasyKOMIIAEKTOBBIBAETCI B COOTBETCTBUIM C YKAa3aHHBIMU TeMIIEpAaTyPHBIMU PeXIMMaMIL

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

ZJolyckaeTcs 3aMOpO3Ka/OTTanBaHye KOMIIOHEHTOB TecT-cicTeMsl 40 10 pas.

Cpoxk roaHoctn TecT-cucteMsl «ApTtTect 'apanepeasa» — 12 Mecsi1ies ¢ 4aThI M3TOTOBAEHILL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMsbl

BapmaHTbl pemenust mpo0aeMbl

Her curnaaa o kanaay
FAM/Green

Hexoppexkrnrlit 3a60p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTS 3ab0p

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrnoab3oBaHme HEIIOAXOASIIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh MpOOUPKU Aas moctaHOBKU ITIIP,
peKoMeHJOBaHHBle  (PUPMOII-TIPOM3BOANTEAEM

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

MCII0AB3yeMOro Ipubdopa

He TIoABepraTh BO3JelcTBUIO YP-00ayueHMs

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHNKMN)

TP narnéuposaHme

passecTr oOpasel] B 5 pas B sal0upyioniem oydepe,
IIOBTOPUTE aHAANU3

VICTIOAb30BaTh HOBBIN 06pa3eu Marepuraaa

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhigeAeHrst HK

Het curaaaa B K+

Vcnnoab3oBaHue HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MPOOUPKU A4 moctaHoBKu ITIIP,
peKOMeHJOBaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

JCII0/b3yeMOTO mpubopa

HexoppekTHOe mpUroTOBAEHME
TIIP-cmecn

IpuroToBuTh HOBYIO ITIP-cMmecs

HexkoppexTHble mapameTphl
aMrAnQUKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAMLIeNn 2

HekoppekTHsle ycA0BIsI
XpaHeHIs1 HaOOpPoB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIX

Haamume cmrHaaa B
OKD 10 KaHaay
HEX/VIC/Yellow

Kontamunanmst

IPOBECTU AeKOHTaMMHAalIIOHHbIE TPOLeAyPhlL;
UCII0/b30BaTh HOBBIE HAOOPHI

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

METOAMNYECKWE YKA3AHNSI I1O ITPMUMEHEHWIO
Tect-cucremnr «AptTect I'apanepeaaa»
Komnaexmayus 15

HA3HAYEHME TECT-CCTEMbI
Tecr-cucrema «AptTect 'apanepeasa» npeanasHadeHa Aas onipeaeaenns AHK 0axrepuit Gardnerella vaginalis
MeTO40M M0AMMePa3HOM LeIHON peaKLM C AeTeKlyell pe3yAbTaToB B peskuMe «peaabHOro sBpemenn» (IILHP-PB) B
AabopaTopHOIT KAMHMYecKo! mpakTtuke. Kommaekraumsa 15 mpesHasHaueHa 4451 KOAMYECTBEHHOIO OIIpeAeAeHIs
BO30yauTeas. B coctap KoMIIAeKTaluy BXOAUT pacxoAHbIl Matepuaa aAas TTLP.

XAPAKTEPUCTUKA TECT-CMCTEMBI!

Tect-cucrema «AptTect I'apanepeasa» sBAseTCS BBICOKOUYBCTBUTEABHBIM HabopoM Aas BersisaeHms JHK:
AVIMUT AeTeKIIUV COCTaBAsIeT 5 TeHOM-DKBIBA/A€HTOB BO30yauTeas B peakunu [TIIP-PB.

AvnHeniHbl AnanazoH TecT-cucreMmbl «AptTect T'apanepeasa» 20 — 200000 000 reHoM-»KBUBaAe€HTOB
BO30yauteas s peaxiuu [111P-PB.

Tecr-cucrema «AptTect l'apaHepeasa» cogepXuT B coeM cocTase pepMenT ypauna-AHK-rankosnaasy (YAI)
u AYT®, yto nossoasieT nzdexars KonTaMuHaunuu I1LIP-cmecu mpogykramu npeamectsyiomuyx TP 1 noayuenns
0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B Tect-cucreme «AptTect I'apanepeasa» mcIoap3yeTcs OBICTPBHI M IIPOCTONM HPOTOKOA aMIAMpUKAIINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIlecTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAMU30B.

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

Tab6anma 1. Coctas «AptTect I'apauepeaaa»

Komnaexrt gas TP (gacts 1 u3 2)

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

KomnaekT nmaactuka (qactp 2 u3 2)

Pacxoaurniit matepuaa aas I[P ‘ 1 KOMILAEKT

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

PesyapraT amnandukaimuy 9HAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercsa Ha KaHaae FAM/Green,
pesyabraTt amnandukanunu AHK BosOyaureas perucrpupyercsa Ha kanase HEX/VIC/Yellow.

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

OBOPYAOBAHUE I MATEPUAABI
— aMIANQPUKaATOp C AeTeKIMell pe3yAbTaTOB B peXKIMe «pealbHOIO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPa30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOIO 00beMa;
— 04HOPa30BbIe MOAUITPONNIAEHOBEIE 3aKphIBalOIuecs mpooupku oosemom 1,5 — 2,0 ma;
— ONITHYECKN ITpo3pauHble Tpodupku A4:1 I1LIP-PB, agantuposaHHbIe 445 MCIIOAB3YEMOTO 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 IIepUYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



TY BY 192743351.018-2022 uzm. 1

ITPOBEAEHUE AHAAN3A

Brigeaenne AHK ms kamHmyeckoro marepmaja IPOM3BOAUTCA B COOTBETCTBMM C MHCTPYKI[Ueill (pUpPMBI
U3rOTOBUTEAS peareHToB AAas ounctku AHK.

IMoaroroska ITIIP-cmecu

0. PaaMopo3uTh BCe peareHTs! (IIpy HEOOXOAMMOCTH), IIepeMelllaTh IepeBepHyB IPOOMPKI HECKOABKO pas (1an
IlepeMeIlIBaHeM Ha BOPTeKce B TedyeHMe 2-4 CeKyH4) UM COpPOCHMTH KalAM C IIOMOIIBIO KpPaTKOBPEMEHHOTO
LIeHTPUPYTUPOBAHNSL.

L. B xa>kayI0 ITOCTaHOBKY aMIAM(pUKaIIY IIOMIMO JCCAeAyeMbIX 00pas3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasna: orpunaTteasHsrii KOHTpoab TLIP (K-), moaoxuteasnsiii konTpoas ITLP (K+), oTpumiaTeApHbIT KOHTPOADb
skcrpaxkuum (OKD).

B npoGupke o6semoM 1,5 — 2 Mma nnpurorosuts «Mactep Muke»:
10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa DpaiiMmepoB
I'ae N — oO111ee K0AMYeCTBO peakInii aMIIANPUKalU C yIeTOM KOHTPOABHBIX 00pa3IioB.

ITepemermats «Mactep Mukc» myTem 5-T1 KpaTHOTO IlepeBopadMBaHILsI IPOOUPKY (AU IIepeMeIlBaHyeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), OCaAUTh KpaTKOBpeMeHHBIM LIeHTpuPpyTrupoBaHreM 1 BHecTy 10 20 MKA B TPOOVPKA
Aas nposeaenus TTLIP.

II. Vcrioap3yst HAKOHEYHNK € PUABTPOM B IIOATOTOB/AEHHBIE TPOOMpPKM A406aBuTh 110 10 MK4a BbIgeaenHon AHK
mccaesyeMBIX 0OpasIioB.

II1. BHecTr KOHTPOABHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mxa IIKG;

3) OKD®: 10 mxa OKD.

I'epmeTnyHO 3aKpHITh MPOOMPKU KPHIIIIKaMU. B caydae HaAmums My3sIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
IpOOMPOK — YAaAUTH KpaTKOBpeMeHHBIM LeHTpudyruposaHueM. PekoMenyeTcs nepemeniaTh COAepKMoe ITyTeM
2-xkparHOoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyMOIMMM  OCKAEHMEM  KpPaTKOBPEMEHHBIM
LHeHTPUPYTMpOBaHVIEM.

IlocTaroBKa peakimy aMIAVQpUKaIA

I. ITomecTuTh IOATOTOBAEHHEIE A5 Tposeenys [P npobupku B amriandgukarop.

II. B cooTBeTCTBMM C MHCTPYKIIME K MpuOOpy 3alIporpaMMUpoBaTh aMIAN(pUKaTOp CoraacHo Tabaniie 2.

Ta0amnia 2. IlapameTpn amnandpukamym®

o Koa-Bo
Ilar Temneparypa, °C Bpems IIKA0B
Hauvaabnas aenarypanus 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OT1xur 63 10 cex 5
D AOHTaAIINSI 67 10 cex
JeHaTyparpst 95 5 cex
Orxur/leTekums 1o KaHazlaM:
FAM/(flreen, HEX/VIC/Yellow 63 10 cex 40
D AOHTaAIINST 67 10 cex

* Aonycraemcs dooasrenue waza 55 °C, 10 Mun 6 HauaAre npomoxord AMnAUPUKAYUL OAS COEMECTTHBIX NOCMAHO60K C HAOOpaAMU,
mMpebyow UMY 3Man peseprmuposanusl.

III. 3ammporpaMmMupoBaTh OA0XKeHMe TPOOUPOK B aMIAnduKaTope. JoIycKkaeTcs BHIIIOAHATD JaHHBII ITTar BO
BpeMs IIpOBeAeHMsI aMIIAMQpUKalIMM MAM II0 ee OKOHYAHMIO, €CAM DTO II03BOAseT IIPOrpaMMHOe OOecIIeueHNe
npubopa.

IV. JaTp Ha3BaHMe DKCIIEPUMEHTY M COXpaHUTh €ro Ha AVICKe (B DToM (aiile OyAyT aBTOMaTUIECKN COXPaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop™.

* Aas npubopos «Rotor-Gene» neped sanyckom eviOpamv ¢yrxyuto: «Perform Calibration Before 15t  Acquisition/Perform
Optimization Before 15t Acquisition/Bomoanumo onmumusayuto npu 1-m wiaze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMD NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.

Anaans pe3yabTaToB

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

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

— yCTaHOBUTH 3HaueHMe rapameTpa BLIopocos («NTC threshold/ITopoz Pora») — 10%. I1pu HeobxoaumMocTy Topor
2

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



TY BY 192743351.018-2022 uam. 1
¢ona moxxet ObITH M3MeHeH B AnanazoHe 0 — 30 %**;

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

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

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

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

MO3KeT OBITh M3MEeHeH B Amariazode 25 —250%%;

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

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

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

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

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

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

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

A) AAS OCTaAbHBIX aMIIAM(PUKATOPOB OTKPLITOTO THUIIA:

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

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

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

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

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

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

TaOanma 3. OneHKa pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOYEK

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

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

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

TaOanma 4. InTepnperanus pe3yabTaToB O0pa3iioB

3unauenne «Ct» mo KkaHaay

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

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

PexomeHAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

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

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

B) OCTaBIIIMeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMI.

B cayuae HeBaamgHOro oOpasma TpeOyerca mosTopHO Iposectu IIIIP-mccaesoBaHMe COOTBETCTBYIOIIETO
obpaslta, HauMHasi ¢ 3Tana sKkcrpakuuy HK.
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KoandecTBeHHBIVI aHAAN3 pe3yAbTaTOB

KoandectseHHbIN yyeT KOHIIEHTpalUy BO30yAUTeAs IIPOU3BOAUTCA B aBTOMATHUECKOM Pe>XKIMe C ITIOMOIIIBIO
IIpOrpaMMHOIO oOOecIledeHns, IMpejoCTaBAEHHOTO (UPMOI-U3TOTOBUTEAEM TeCT-CUCTeMBI, pa3paboTaHHOTO Ha
ocHose [10 Microsoft Excel. Aas pacyera Heo6X0AMMO BBeCTM OOIIIe JaHHBIE 00 BKCIIEPUMEHTe, a TaK>Ke 3HauYeHIsI
Ct 2451 KOHTPOABHBIX M HUCCAeAyeMBIX OOpa3LioB IO 0OOMM KaHaslaM. [loaydyeHHble 3Ha4eHMsI COOTBETCTBYIOT
koamgectso I'D Bo3byaureas Ha 1x1075 kaeTok yeaoBexa.

TPAHCITOPTUPOBKA M XPAHEHME TECT-CMCTEMbI

TpaHCIIOpTHPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMIIepaType OKpY>KaloIell cpeabl, HO He Bhimre +37°C
(a0 5 cyrok) man npu temneparype +2 — +8 °C (g0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBM:AX, OOeCIHeuMBaIOIINX COXPAaHHOCTh, B COOTBETCTBMM C IIpaBMAaMM IIePeBO3KM IPY3O0B,
AeVICTBYIOIIMMU Ha 4aHHOM BlJe TpaHCIopTa.

Ilpn moaydeHuy pasyKOMIIAEKTOBLIBAETCA B COOTBETCTBMI C YKa3aHHBIMM TeMIIepaTypHBIMU peXMMaMU
xpaHenms. I1LIP gacTe TecT-cucTeMBl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAS! IpuU TeMIepartype ot -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHNe TeCT-CUCTeMBl IIpy Temmnepatype +2 — +8 °C (a0 30 cytok). Pacxoansrit matepnaa aas TP
XpaHUTCs IPpY KOMHATHOM TeMIlepaType.

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

Cpok rognoctu Tect-cucreMsl «AptTect I'apaaepeasa» — 12 MecsIieB ¢ AaThI MI3TOTOBAEHAS.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE I METOABI X YCTPAHEHWSI

IIpoGaema Bosmoxnas npmyanHa BapmaHThI perneHns Ipo0aeMbl
po0aeMbl

Her curtnaaa mo xamnaay HexoppexkrHsiii 3a00p IIOBTOPUTL 3a00p

FAM/Green 611010TIIeCKOTO MaTepraja

HexoppexkrHoe Brigeaenne HK | mosroputs Bhigeaenne HK
13 00pas1oB

Hcnoar3oBanne MCIIOAB30BaTh MpoOUpPKHU AAs rmoctaHosku IT1IP,
HENOAXOASIINX PacXOAHBIX peKOMeHAOBaHHbBIE (PUPMOII-IIPOU3BOAUTEAEM
MaTepuaaoB aMmnandukatopa AnbOO ajanTUpPOBaHHLIE AAS

JCIIOAB3yeMOro Ipudopa

He TMoJBeprath Bo3JencTBuio Y®-o0aydeHN:
OAHOPAa30BbIN I11aCTUKOBBIN pacxoAHbIN
MaTtepnaa (IpoOUPKY, HAKOHEYHIKMN)

TP arnéuposaxHme pasBecT oOpaselr B 5 pas B 9A10UPYIOLIeM
Oydepe, DOBTOPUTH aHAAU3

JICIIOAb30BaTh HOBBIN o6pa3eu Martepraada

JICIIOAB30BaTh COPOEHTHBIN MeTOZ, Beige ey HK

Het curnaaa s K+ VicnnoanzoBanue JCII0AB30BaTh IpOoOMpPKN 4451 nocranosku I111P,
HeIIOAXOASAIIMX PaCcXOAHBIX peKoMeHAOBaHHbIe (PUPMOI-TIPOM3BOANTEAEM
MaTepualoB amMnandukatopa AmnOO ajanTUpPOBaHHLIE AAS

JICII0b3yeMOTO pubopa

HexoppekTHoe mpurotopieHue| NpuroToBuTh HOByIO ITIIP-cmech

TIIP-cmecn
HekoppekrHble mapameTpst YCTQHOBUTH ITapaMeTphl aMIAN(UKALIN B
aMrAnduKanuu COOTBETCTBUM C TaDAMUIIEN 2
HexoppekTHble yCAOBISI ICII0AB30BaTh HAOOPHI, KOTOPBIE XPAHMANCDH B
XpaHeHIs1 HabOpOB HaAAEXKaIlX YCAOBYSIX
Haavane curaaaa 8 OKD o | Konramumzarmus IIPOBECTU JeKOHTAMIHALIVIOHHBIE IIPOLIeAYPHL;
xanaay HEX/VIC/Yellow IICTI0AB30BaTh HOBbIe HAOOPEI

! boaee 11oAHOe orMIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIINU I10 IIPMMEHEHIIO
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MHCTPYKU NS 10 IIPUMEHEHNIO
Tect-cuctemsr «AptTect Heviccepms»

HA3HAYEHME TECT-CUCTEMEI
Tecr-cucrema «AptTect Heiiccepusi» mpegHasHadeHa 4451 OIlpeJeAeHIs TeHeTMYeckoTo MaTepuada OakTepuii
Neisseria gonorrhoegae METOAOM TIOAVMEepPa3HOI LIEITHON peaKLUMM C AeTeKI[Uell pe3yAbTaToB B peXXiMe «peaabHOrO
BpeMeHn» (I1LIP-PB) B 2abopaTopHOI KAMHIIECKOT ITPaKTHUKE.

XAPAKTEPUCTUKA TECT-CMCTEMBI

Tecr-cucrema «AptTect Hericcepusi» sIBAsIeTCA  BBICOKOUYBCTBUTEABHBIM HAaOOPOM A4Sl BBIIBAEHUS
HyKAenHOBbIX KucaoT (HK). Aumut getexunm cocrapasiet 5 reHoM-3KkBuBaAeHTOB (I'D) Bo3byauTeas B peakuym [TIP-
PB. Pacuernniit mpegea obHapyxeHM:s TecT-cuctemsl (ID/ma) B 3aBucmMoctu or obbema obOpasiia, B3ATOTO Ha
BBIA€A€HIE, I OT 0ObeMa dA1ouun npeAcrasaeH B [IpuaosxxeHun A MHCTPYKIMN.

Tecr-cucrema crmocoOHa BBIABAATH BhidedeHHble HK marorena He3aBMCMMO OT MCXOAHOTO —THIIA
011010TMYeCKOTO (KAMHIYECKOIO) MaTepuaa.

UyscrButeabHOCTh TecT-cucteMbl «AptTect Heiiccepmsa» cocrasaser 100% (B COOTBETCTBMM C IIaHEABIO
CTaHJAPTHEIX 00pasuoB npeanpuarns). Tecr-cucrema «AptTect Heviccepusi» BEISIBASIET BCe M3BECTHBIE IITAMMBI
BO30yAuTeAs, B TOM 4ncAe Decli1a3sMUAHBIE.

Crretmuunocts Tect-cucreMsl «AptTect Hericcepusi» cocraBasger 100% (B cOOTBETCTBUM C IIaHEABIO
CTaHJApPTHBIX 0OpasloB mpeanpusatus). Tecr-cucrema «AptTect Heliccepms» IpoaHaaMsMpoBaHa Ha
crienpUIHOCTD KO BCeM OpraHmu3MaM AoMeHoB Bacteria, Archaea, Eukarya (Eukaryota), Haaapcrsa Viruses, B TOM 4ncae
(HO He mMCKAIOYas APYIMX) HamboJee 4YacTo BCTpedaeMbIM: Homo sapiens, Gardnerella vaginalis, Lactobacillus spp.,
Escherichia coli, Streptococcus aureus, Streptococcus pyogenes, Chlamydia trachomatis, Candida albicans, Ureaplasma
urealiticum, Ureaplasma parvum, Mycoplasma genitalium, Mycoplasma hominis, Trichomonas vaginalis, Treponema pallidum,
Toxoplasma gondii, HSV 1, HSV 2, CMV, EBV, HHV-6, HPV 6, HPV 11, HPV 16, HPV 18, HPV 31, HPV 33, HPV 35,
HPV 39, HPV 44, HPV 45, HPV 51, HPV 52, HPV 56, HPV 58, HPV 59, HPV 66, HPV 68.

Tecr-cucrema «AptTect Heliccepus» coaepsknt B ceoeM coctase pepmeHT ypauma-AHK-rankosnaasy (YAD) n
AYT®, uto nospoaser nsbexxars KoHTamuHalym ITHP-cmecn poaykramu npeamecrsyiomux TP n moaydenrs
0KHOITOAOXKUTEABHBIX Pe3yAbTaToOB.

B Tecr-cucreme «AptTect Heitccepus» mcrioap3yercst OBICTPBII M IIPOCTOM IIPOTOKOA aMIIAMDUKaIINIY,
UAEHTUYHBI HIPOTOKOAaM TecT-cucTeM cepun «AptTect», Koropeii mospoaser 3a 70 — 90 MMHYT IOAy4UTb
AOCTOBEpHBIe pe3yAbTaThl MCCAeAOBAaHNMSA C MUHMMAABHBIMM PUCKaMM OMIMOKM OIlepaTopa, YTO CYII[eCTBEHHO
TMOBBIIIIaeT IIOTOYHOCTh 1a00PaTOPHBIX aHAAM3OB.

Aas pellleHUs] pa3HOOOpas3HBIX 3adad, CTOAMIMX Ilepes IO/Ab3OBaTeleM, TeCT-CUCTeMBl MUCIIOAHSIOTCA B
PasAMYHBIX KOMIIAEKTallMAX: AAd KaueCTBeHHOTO ompeseaeHus c sks3oreHHeIM BKO (kommaektanum 1, 11), aas
KaueCTBEHHOTO orrpeAeleHnst ¢ sHAoreHHbIM BKO (kommaekranuu 2, 12), aas1 onnpedeaeHust Oe3 cTaguy SKCTPAKIINN
AHK (xomniaekranum 3, 13), 445 BBICOKOUYBCTBUTEABHOIO OllpeedeHus (KoMmIiaekranuu 4, 14), sonoaHuTeabHO
YKOMIILAeKTOBaHHbIe pacXodHbIM MaTepuaaoM Aas TP (xommnaexrarum 11, 12, 13, 14). Bece peareHTHI TecT-cucTeM
pacdacosansl B mpobupku 1,5-2 M4, npurogHsle Aas 1eHTpuUQyruposaHus. TecT-cHCTEMBI cogepyKaT ITOAHBIN
KOMILA€eKT FOTOBBIX K JICIIOAB30BaHMIO peareHToB A5 nposeaeny LI P-nccaeaosannii. Kommaexramum rect-crcreM
paccunransl Ha mposedenne 100 peaknmii (Tabanma 1).

Ta6anna 1. Komnaekranmn «AptTect Heviccepmsi»

Kommaexraris Cocras
Kommaexranms 1 — II1IP-pearent — 1,0 m4;
— IIpaitmepsr NG - 1,0 ma;
- ITKO - 0,5 ma;
- OKO -1,0 mz;
- BKO -1,0 ma.
Kommnaexraris 2 — [1IP-pearent — 1,0 m4;
— IIpaitmepsr NG - 1,0 ma;
- ITIKO - 0,5 ma;
- OKO-1,0 ma.
Kommnaexrarms 3 — [I1IP-pearent — 1,0 m4;
— Ilpaiimepst NG - 1,0 ma;
- ITKO - 0,5 ma;
- OKO-1,0 ma.
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Kommnaexrars 4 — II1IP-pearent — 1,0 m4;

— IIpaitmepsr NG - 1,0 ma;

- ITIKO - 0,5 ma;

- OKO -1,0 ma.
Kommaexrans 11 — I1IP-pearent — 1,0 m24;

— IIpaitmepsr NG - 1,0 ma;

- ITIKO - 0,5 ma;

- OKO -1,0 mz;

- BKO -1,0 mz;

— Pacxoanpit matepuaa aAas [P — 1 koMmaexT.
Komrmaexranms 12 — ITIP-pearent — 1,0 Mm4a;

— IIpaiimepst NG - 1,0 ma;

—ITIKO - 0,5 ma;

- OKO -1,0 mz;

— Pacxogubiit matepuaa gas IP — 1 koMI1aexT.
Komrmaexranmst 13 — ITIP-pearent — 1,0 Mm4;

— Ilpaitmepsr NG - 1,0 ma;

—ITKO - 0,5 ma;

- OKO -1,0 ma;

— Pacxogubiit matepuaa gas IP — 1 xoM1iaexT.
Kommnaexranms 14 — I1IP-pearent — 1,0 m24;

— IIpaitmepsr NG - 1,0 ma;

- TIKO -0,5 ma;

- OKO-1,0 mz;

— Pacxogubiit matepuaa gas INHP — 1 koMI1aeKT.

Aas srana skcrpaknyy HK u3 oOpasia pekoMmenayercst mcrnoapzosaHne peareHtos: «ApTAHK Kanmmk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerknit», «AptPHK skcTpakT».

PesyapraT ammandukanuy BHYTPEHHEIO KOHTpPOAsl perucrpupyercs Ha kanale FAM/Green, pesyabrat
amranduxanym HK Bo3Oyaureas perncrpupyercs Ha kaHaae HEX/VIC/Yellow.

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

OBOPYAOBAHMWE 1 MATEPUA DI

— aM1AnpUKaTOp C A€TEKLMENl Pe3yAbTaTOB B PeXIIMe «pealbHOrO BpeMeHn». TecT-crucreMa COBMECTIIMA CO
BCceMM aMIAnQuKaTopamMy OTKPHITOTO Tuia B ToM umncae: Rotor-Gene Q/6000/3000 (QIAGEN GmbH), «AT-96»,
«ATmpaitm», «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).

— ITIIP-60kc;

- 1leHTpUyTa/BOPTEKC;

— HaboOp A03aTOPOB ITepeMeHHOTO 0ObeMa;

— 04HOpa30BbIe HAKOHEYHMKY C PUABTPOM A5l 403aTOPOB ITlepeMeHHOI0 00beMa;

— 04HOPA30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;

— OITUYECKN IIpo3pauHble Tpodupku Aas IILIP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;

— ITaTUBHI A5 IIPOOMPOK 11 HAKOHEYHMKOB;

— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3muAbHOI Kamepoii oT -24°C a0 -16°C;

— OTJeABHBII XaAaT U OAHOPa30Bble IepyaTKI;

— eMKOCTbh 4451 cOpoca HaKOHEYHIIKOB;

— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.
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ITPOBEAEHVE AHAAWN3A

,;'ZZ ApTtbunoTlex

AHaanM3 TPOBOAUTCA B COOTBETCTBUM € MeToguyeckuMm yKasaHUAMM K KaXJ0M KOMILAeKTaljuuy,
YTBEP>XKAEHHBIMI B yCTAHOBAEHHOM IOPsIAKe, COrAacHO IIepedHIO:

ITpnaosxxenne
KomMmmnaexranms 1;
ITpuaoxxenue
KomMmmnaexrars 2;
ITpnaosxxenne
Kommiaexranms 3;
ITpuaoxxenue
KomMmmnaexrarus 4;
ITpnaosxxenne
Komnaexrams 11;
ITpnaosxxenne
KomMmmnaexramms 12;
ITpnaoxenne
Kommaexrars 13;
ITpnaoxxenne
Kommnaekranms 14.

b - Meroguueckue
B - Meroagnueckue
I' - Meroauueckue

A - Mertoauueckue
E - Meroanueckue
K - Meroaugeckue
3 -

MeTtoaugeckue

M - Merognueckue

yKazaHusA II0 IIpMMeHeHMIO TecT-cucreMbl «AptTect

yKa3aHMs

yKazaHU:

yKazaHIs

yKa3aHU:

yKasaHUsI

yKazaHMs

YKa3aHU:

110

I10

I10

110

110

I10

110

IIpUMEHEHUIO

HPUMEHEHNIO

IIpUMEHEHUIO

IPUMEHEHNIO

HPUMEHEHNIO

IIPpUMEHEHNIO

HNPUMEHEeHNIO

TeCT-CICTEMBI

TeCT-CIICTeMBbI

TeCT-CICTEMBI

TeCT-CIICTEeMBbI

TeCT-CIICTeMBbI

TeCT-CICTEMBI

TeCT-CIICTEeMBbI

TPAHCITIOPTUPOBKA M XPAHEHME TECT-CMMCTEMbI

TpancnopTnpoBKa TeCT-cuCcTeMBI OCYIIIeCTBAAETCS IIPU TeMIlepaType OKpy>KaloIllell cpeAbl, HO He Bpime +37°C
(a0 5 cyrok) mam mpu Temmepatype +2 — +8 °C (a0 30 cyTok). JomyckaeTcsa TpaHCIOPTUPOBKa AIOOBIM BMAOM
TpaHCIIOpPTa B YCAOBMX, OOecreuMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IpaBMAaMU IIepeBO3KU TIPY3O0B,
AeVICTBYIOIIMMM Ha AaHHOM BlJe TpaHCIIopTa.

«AptTect
«AptTect
«AptTect
«AptTect
«AptTect
«AptTecr

«AptTect

Heiiccepnsi»
Hericcepms»
Hericcepmsi»
Hericcepms»
Heiiccepnsi»
Hericcepmsi»
Hericcepms»

Hericcepnsi»

IIpu moaydyeHMM pa3yKOMIIAEKTOBLIBA€TCA B COOTBETCTBMM C YKa3aHHBIMIU TeMIIepaTypHBIMU peXXMMaMU
xpaHeHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! puU TeMmepatype oT -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TecT-CcTeMbI Ipu TeMnepatype +2 — +8 °C (g0 30 cytok). Pacxoansnit matepuaa aasa ITLIP
XpaHUTCs TPy KOMHATHO TeMIlepaType.

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

Cpoxk roaHocty TecT-cucteMsl «ApTtTect Heliccepmsi» — 12 Mecsi1ieB ¢ 4aThl M3TOTOBAEHMSL.
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,;'ZZ ApTtbunoTlex

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOAbBI UX YCTPAHEHMS

IIpoGaema

Bo3sMosxHasa mpuunHa
po0aeMbl

BapmaHTbI pentennst mpo0aeMbl

Hert curnaaa mo xanaay
FAM/Green

HexoppekTHBIit 3a60p
611010TIYeCKOTO MaTepraja

IIOBTOPUTSE 3a00p

HexoppexktHoe Boigeaenne HK
113 00pas31oB

NoBTOpUTH BhlgeaeHne HK

Vcrioap3oBanue HEIIOAXOASIITUX
pacxoaHbIX MaTepuaaoB

UCII0AB30BaTh NpOOUpPKNU A4as noctaHosku ITLIP,
peKOMeHJ0BaHHBle  (PUPMOII-IIPOU3BOAUTEAEM

aMIIA I/ICl)I/IKaTOpa AnbOo ajanTpoOBaHHbIE A1

MCII0AB3yeMOTo ITprbopa

He TIIogBeprath BO3JeNCTBUIO Y P-00ayueHM

OAHOPA30BbII I11aCTUKOBBIN pacxoAHbIN

MaTepuaA (IpoOMpPKY, HAKOHEIHIKI)

TP arnéuposaxHme

passecTn obpasers B 5 pa3 B saoupyiomem oydepe,
IIOBTOPUTH aHAAU3

MCII0AB30BaTh HOBBIN 0Opasel; MaTteprada

UCII0AB30BaTh COPOEHTHBIN MeTO  BhieaeHrst HK

Het curuaaa B K+

Vcnnoap3oBaHme HETIOAXOASIIITUIX
pacxoAHBIX MaTepyaAoB

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

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

MCII0AB3yeMOro IIpubdopa

HexoppexTHoe mnpurorobaeHue
TTIIP-cmecn

npuroTosuTh HOBYIO ITIIP-cMmech

HexoppekTHble TTapaMeTpsI
aMIAnQpUKaLn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINN B
COOTBETCTBUU C Tabaum1en 2

HekoppekTHble ycA0BIS
XpaHeHIs1 HaOOpoB

JCIIOAb30BaTh Ha60pr, KOTOpbl€ XpaHNANICH B
HaAAe>XalnX YCAOBIIIX

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

Haanume
OKD 10
HEX/VIC/Yellow

CUr"Haaa B
KaHaay

Kontamunanst

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

Tect-ccrema mpeaHasHaueHa A4 HMPOQECCHOHAABHOTO IIPUMMEHEHUA U AOAKHA MCIOAL30BAThCSI TOABKO
MPOIIEAITNM OOyJIeHIe TIEPCOHAAOM.

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

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

IIponsBoauTeap rapaHTUpPYeT COOTBETCTBME BBIIIYCKA€MBIX U3J4eANII TpeOOBaHMAM HOPMAaTMBHOM U
TEeXHUYECKOV AOKYMeHTaluy U O0sI3yeTcs 3aMeHUTDh u3JleAle, eCAV BBLIIBAEHHOe HeCOOTBETCTBUE TEeXHMIECKUX U
(YHKITMOHAABHBIX XapaKTEPUCTUK SBUAOCh CA€ACTBUEM CKPBITOTO JedeKTa WCIOAB3YEMBIX MaTepualoB WAU
HeKayeCTBeHHOTO M3TOTOBAEHIsI U3AeANs IPpou3BoauTeaeM. 110 BceM BOZHMKAIOIIUM BOIIPOCaM CAeAyeT 0OpaIaThCs
110 TeAepOHAM ¥ DAEKTPOHHOII I10YTe, YKa3aHHBIM Ha YIIaKOBKE TeCT-CYCTEMBI.

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

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

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

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

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

ITPYAOKEHUE A

PacuetHnsiii npeaea obHapy>keHms TecT-cucteMsl (I'D/M4) B 3aBUCHMOCTY OT 06beMa oOpasIia, B3sITOrO Ha BEIAEAeHIe,

1 OT OObeMa DAIOLIUN

O6pem Oopem PacueTHas PacueTHast 9yBCTBUTEABHOCTD
obpas1ia, DAIOLIAN, 9yBCTBUTEABHOCTD, AAs1 KoMIiaekTanuii 4 n 14,

MKA MKA 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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IIPUAOXEHUE b
METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremnr «AptTect Heviccepms»
Komnaexmayus 1

HA3HAUYEHMWE TECT-CUMCTEMbI
Tect-cucrema «AptTecr Heliccepusa» mpeaHasHaueHa 445 KadecTBeHHOro ompegeaenms AHK Gakrepuii
Neisseria gonorrhoeae MeTOAOM MOAVMEPA3HOI 1I€ITHON peaKUNN C JeTeKIINell pe3yAbTaTOB B peXKIMe «peaabHOTO
spemenn» (I1LIP-PB) B aabGopaTopHOiT KAMHMYECKON IpakTuke. B cocras xommaexkTanum 1 BXOAUT DK3O0T€HHBIN
BHYTpPEeHHMUI KOHTPOABHBIN oOpaselt (BKO) g4 xourpoas sdpdexrnsHocTu srana seidesenns AHK.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect Heitccepusi» siBAsieTCsl BBICOKOUYBCTBUTEABHBIM HabOopoM Aas BwiaBaeHms: AHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunm [TIIP-PB.

Tect-cucrema «AptTect Heliccepms» cogep>Xut B ceoeM cocrase gpepMenT yparna-AHK-raukosnaasy (YAI)
u AYT®, uto nossoasieT nzdexxars KoHTaMuHauuu I1LIP-cmecn npogykramu npeamecrsyiomuyx TP n noayuyenns
0KHOITOA0XKUTEAbHBIX Pe3yAbTaToOB.

B Tect-cucreme «AptTect Heitccepusa» mcrmoapsyercss OBICTPBINI M IIPOCTON ITPOTOKOA aMIAMUKaIINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Ta6amnma 1. Cocras «AptTect Heviccepus»

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

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

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

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THIIA B ob6aactm aabopaTopHOIi
kayHngeckou IIP-auarHocTuky 1 MeToAndeckre yKa3aHus IpOU3BOAUTEAS.

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

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

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

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

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

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

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

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-: 10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD®: 10 mxa OKD.

I'epMeTmaHO 3aKpBHITH HPOOUPKY KPHIIIKaMU. B caydae HaAmams my3sIpbKOB B pacTBOpe 1AM KalleAb Ha CTeHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CoffepKMoe IIyTeM
2-xkpatHOro  miepesopaumBaHusi  [ILIP-mpobmpox ¢  mHOCIeNyOIMM  OCaXIeHWeM  KpaTKOBpPeMeHHbIM
HeHTPUPYTPOBaHVIEM.

IlocTaroBKa peakimy aMIAVQpUKaIA

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

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

Ta6amna 2. IlapameTpn! amnandukanym®

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

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

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

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

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

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

Anaans pe3yabTaToB
I. Ilepea Hawaa0oM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K Ipuoopy.
a) 244 npubopos trnna «Rotor-Gene 3000/6000/0Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Be10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona moxer 6bITh 3MeHeH B Anana3oHe 0 — 30 %**;

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

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

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

Peructpamua MH 8 Pocagpasramsope
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— YCTaHOBUTH 3HaYeHMe IlapaMeTpa Ioporosoi anuuu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TOPOT
MOKeT OBITh M3MEHEeH B Amarasode 25 —250%%;

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

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

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

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

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

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

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

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

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

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

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

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

Tabana 3. O1ieHKka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

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

B caydae HecooTBeTCTBMs KOHTPOABHBIX TOUEK TpeOyeMBIM 3HaueHMsIM HeOOXOAVMMO IIPOBECTU ITOBTOPHOE
mccleoBaHMe Bcex 0Opas3IloB HauMHasA co ctaguu skerpakuun AHK.

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIios

3uagenne «Ct» mo xkanaay

PesyabpTaT 0Opasiia

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

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

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3UpoOBaTh oOpasisl 10 KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 445 10A0XUTEABHBIX BBIAATD
3aKAIOYEHNe;

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

B) OCTaBIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUMAHBIMI.

B caysae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIP-mccaesoBaHme COOTBETCTBYIOIIETO
oOpas1ia, HaumMHas ¢ dTamna skerpaxiyy HK.
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TPAHCIIOPTNPOBKA 1 XPAHEHUME TECT-CUCTEMBbI
TpaHCITOpTIPOBKa TECT-CUCTEMBI OCYIIIECTBASIETCS IIPU TeMITepaType OKpY>KaloIIell cpeabl, HO He Boimre +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 IIpaBMAaMM IIePeBO3KM IPY3O0B,

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

TecT-cucreMa XpaHNWTCA B yHaKOBKe M3IOTOBUTeAs] Ipu TemIileparype oT -24 °C go -16 °C. Jomyckaercs

XpaHeHIe TeCT-CICTeMBI Ipu TemIitepatype +2 — +8 °C (a0 30 cyTOoK).

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

Cpoxk roaHoctn TecT-cucteMsl «ApTtTect Hericcepnsi» — 12 MecAIies ¢ AaThl M3TOTOBAEHIL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI X YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMbl

BapmaHTbl pemenust mpo0aeMbl

Her curnaaa o kaHaay
FAM/Green

HexoppekrtHoe Bpigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrioab3oBaHue HEIIOAXOASIIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh IpOOUpPKN 4451 mtoctaHOBKHU [1LIP,
peKoMeHJOBaHHBIe  (PUPMOII-IIPOM3BOAUTEAEM

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

MCII0AB3yeMOro Ipubdopa

He TIoABepraTh BO3JelicTBUIO YP-00ayueHMs

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP arnéuposaxHme

passecTn obpaser B 5 pa3 B saoupyiomem oydepe,
ITIOBTOPUTH aHAAN3

MCII0Ab30BaTh HOBBIN 0Opasel; MaTtepirada

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhigeaeHrst HK

Het curaaaa B K+

Hcnoar3oBaHme HEIIOAXOASIINIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MpOOUpPKU A4s moctaHoBku TILIP,
peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

MCII0b3yeMOTO mpubopa

HexoppekTHOe mpUroTOBAEHMe
TIIP-cmecn

npurotosuTh HOBYIO I TIIP-cMech

HexkoppexTHble mmapameTphl
aMrAnuKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAMIIeNn 2

HekoppekTHsle ycA0BIUsI
XpaHeHIs1 HaOOpoB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANMCH B
HaAAe>XalnX YCAOBIMIIX

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

Haamuamne
OKD 1o
HEX/VIC/Yellow

CUrHaaa B
KaHaay

Kontamunanmst

IPOBECTU AeKOHTaMMHalIIOHHbIE ITPOLe Ay PhL;
MCII0AB30BaTh HOBBIE HAOOPEI

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

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremnr «AptTect Heviccepms»
Komnaexmayus 2

HA3HAYEHMNE TECT-CMCTEMBbI
Tect-cucrema «AptTecr Heliccepusa» mpeaHasHaueHa 445 KadecTBeHHOro ompegeaenms AHK Gakrepuii
Neisseria gonorrhoeae MeTOAOM MOAVMEPA3HOI 1I€ITHON peaKUNN C JeTeKIINell pe3yAbTaTOB B peXKIMe «peaabHOTO
ppemenn» (IILIP-PB) B aabGopaTopHOi KAMHMYECKOV Ipaktuke. Kommaekranus 2 COAEpP>KUT BDHAOTEHHBIN
BHYTpPEHHUI KOHTPOAD 4151 KOHTPOAs dTala 3abopa obpasna u seideaenns AHK.

XAPAKTEPUCTUKA TECT-CMCTEMBI!

Tecr-cucrema «AptTect Heliccepusi» sBAsIeTCsI BBICOKOUYBCTBUTEABLHBIM HabOopoM Aas BbiaABaeHus JAHK:
AVIMUT AeTeKIUU COCTaBAseT 5 TeHOM-9KBIBa€HTOB BO30yAuTeAs B peaknyu [TP-PB.

Tect-cucrema «AptTect Heliccepms» cogep>Xut B ceoeM cocrase gpepMenT yparna-AHK-raukosnaasy (YAI)
u AYT®, uro mossoasteT nzdexxkars KoHTaMuHannu I11IP-cMecu mpogykramu npeamectsyomuyx TP 1 moaygenms
0KHOITOA0XKUTEAbHBIX Pe3yAbTaToOB.

B Tect-cucreme «AptTect Heliccepus» mcroasayercst OBICTPBINI UM IIPOCTOM IIPOTOKOA aMIIAM(UKaLINY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Ta6amnma 1. Cocras «AptTect Heviccepus»

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

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

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

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

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

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

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

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

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

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

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD®: 10 mxa OKD.

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

IlocTaroBKa peakimy aMIAVQpUKaIA

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

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

Ta6amna 2. IlapameTpn! amnandukanym®

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

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

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

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

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

Anaau3s pe3yabTaTOB
L. Ilepea Hagaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOJIKM B COOTBETCTBUM C MHCTPYKIINEN K IprOopy.
a) Aas mpubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Bei6pocos («NTC threshold/TIopo: @ona») — 10%. ITpu HeobXoauMoOCTH ITOPOT
¢ona moxxer 6bITh M3MeHeH B Anara3oHe 0 — 30 %**;
— YCTaHOBUTH 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY ITOPOT

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

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

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

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

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

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

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

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

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anann 10 %, nmoaydennoro Aas odopasua I[TKO B mocaeanem
nkae amnandukanun. IIpu HeodxoauMoCTy IIOPOr MO>KeT OBITh M3MEHEeH B gnuariazone 5 — 30%.
IT ® 6 5 —30%.**
* B sasucumocmuy om YcmanosAeH Ol 6epCull IpozpamMMHOz0 obecnevet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.
** Heobxodumocmv KOppexmuposKu 6o10p0co6 603HUKAL 6 CAYUAAX CUADHBIX KOAOAHUT PAYOpecteH Ul 6 0MIeAbHBIX npodax.

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

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

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

Ta6amnma 3. OrjeHKa pe3yabTaTOB aHaam3a KOHTPOAbHBIX TOUEK

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

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

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIiosB

3unauenne «Ct» mo KkaHaay

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

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

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3UpoBaTh o0Opasnsl 1o KaHaay Bo3Oyaurteas (HEX/VIC/Yellow), 4451 mOAOXUTEABHBIX BBIAATH
3aKAI0ueHHe;

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

B) OCTaBIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUMAHBIMI.

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

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

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

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

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

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

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

Cpok rognoctu Tect-cucremsl «AptTect Hericcepnsa» — 12 Mecs1ies ¢ 4aThl M3TOTOBAEHMS.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpmuyanHa
Ipo0aeMbl

BapmanTsI perensi ipo0aeMbl

Het curnaaa o kanaay
FAM/Green

HexoppexTHsIii 3a00p
H1oaornyecKkoro MmaTepmuaa

IOBTOPUTE 3a00p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

HOBTOpUTS BhigeaeHne HK

Vlctnoan3oBanue
HENOAXOASIINX PacXOAHBIX
MaTepualoB

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

He IIoABepraTh BO3JelcTBMIO Y®P-00aydeHms

OAHOPa30BbIN I1AaCTUKOBBIV pacxoaHbIN

Marepnaa (IpoObUpPKY, HAKOHEYHIIKIL)

TP narnéuposaHme

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

JICII0Ab30BaTh HOBBIIT 0Opasel] MaTtepuasla

JCIIOAB30BaTh COPOEHTHBIN MeTo , BhigeaeHns HK

Het curaaaa B K+

Ncnoawr3oBanne
HETIOAXOASIIIVIX PAaCXOAHBIX
MaTepualos

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

HexkoppexTHoe mnpurorobieHue
TTIIP-cmecn

HpurotoBuTh HOBYIO ITIIP-cMmech

HexoppekTHble mtapaMeTpsl
aMIIAQpUKaLmn

YCTaHOBUTH IapaMeTpbl aMIIAMPUKALIUNA B
COOTBETCTBUU C TabAMIIEN 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

JCII0Ab30BaTh HAOOPHI, KOTOPBIe XPaHUANCH B
HaAAeKallliX yCAOBUIX

Haanume curaaaa 8 OKD o
kanaay HEX/VIC/Yellow

Kontamunanst

IpoBeCcTr A€KOHTaMIMHallVIOHHbIE ITPOIEeAYPbI,
MCITIOAB30BaTh HOBLBIE Ha60pr

! boaee 11oAHOe oruIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO
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IIPUAOXEHME T
METOAUYECKUNE YKA3AHMS 11O ITPMMEHEHIIO
Tect-cuctemsr «AptTect Heviccepms»
Komnaexmanus 3

HA3HAYEHME TECT-CMCTEMBI
Tect-cucrema «AptTect Heiiccepms» mpeaHasHadeHa AA4s1 KadecTBeHHOro ompedeaenns AHK Gaxrepmii
Neisseria gonorrhoeae MeTOAOM MOAVMEPA3HOI 1I€ITHON peaKUNN C JeTeKIINell pe3yAbTaTOB B peXKIMe «pealbHOTO
BpeMenn» (I1LIP-PB) Ge3 cragun skcrpakunu AHK B 1ab60paTOpHON KAMHUIECKOI TPaKTHUKe.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect Heliccepmsi» sBAsIETCS BBICOKOUYBCTBUTEABHBIM HaOopoM Jas BertBaenms JHK:
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 Ttect-cucreme «AptTect Heiiccepmsa» mcrmoab3yeTcst OBICTPBINT M HPOCTONM IMPOTOKOA aMIIAM(UKAIIUY,
MAEHTUYHBIN IIPOTOKOAAM TecT-cucTeM cepun «AptTect», 4TO CyIIeCcTBEHHO IOBHIIIaeT IIOTOYHOCTh 1ab0paTOPHBIX
AHAAMU30B.

Kommnaekranusa paccautada Ha mposedenne 100 peaknnii (tabanma 1).

Tab6amma 1. Cocras «AptTect Heliccepus»

Kommonenr O0beM, He MmeHee
1. IIIIP-pearent 1,0 ma
2. ITpatimepsr NG 1,0 Mma
3. I1IKO 0,5 ma
4. OKO 1,0 ma

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

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

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

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

IMOATOTOBKA MCCAEAYEMOTI'O MATEPUAAA

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

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

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

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

Peructpamua MH 8 Pocagpasramsope 1
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IIPOBEAEHVIE AHAII3A

IToaroroska ITILIP-cmecu

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

I. B xa’kay10 ITOCTaHOBKY aMILAM(pUKALINY IIOMUMO UCCAeAyeMBIX 00pa3IioB 40AKHEI BXOAUTH 2 KOHTPOABHBIX
obpasma: oTputiateabHbi KOHTpoAab 1P (K-), moaoxkurteasnsiit KoHTpoAb TP (K+).

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

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

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

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

III. BHecTn KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITKO.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAmdms IMy3sIpbKOB B pacTBOpe AN KalleAb Ha CTEeHKax
MpOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM 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 Ha4are npomoxKoAd AMHAUGUKAUUU AL COBMECHTHDIX NOCMAHO060K ¢ HAOOpAMU,
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 HeobXoauMocTy mopor
¢ona mosxer 6bITh U3MeHeH B Anaria3oHe 0 — 30 %**;

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



TY BY 192743351.018-2022 uzm. 1

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 Heliccepnsi» — 12 Mecs1ieB ¢ 4aThl MI3TOTOBAEHNSL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMosxHasa mpuunHa
po0aeMbl

BapmaHTbI penteHnst mpo0aeMbl

Her curnaaa o kaHaay
FAM/Green

HexoppexTHsIii 3a00p
O1oa0TIYeCcKOro MaTepuasia

IIOBTOPUTSE 3a00p

Hcnoar3oBaHme HEIIOAXOASIINIX
PacxoAHBIX MaTepuaAOB

UCIIOAB30BaTh  ApyIue 30HABL A4 0T60pa

MaTepnaada

UCII0AB30BaTh IpOOUpKN A4 nocraHosku I1LIP,
pexoMeHAOBaHHBIe  (PUPMON-IIPOU3BOANUTEAEM

amrnandukaTopa AnOO ajalTUPOBAHHEIE A5

JICII0b3yeMOTO mpubopa

He To4Beprath Bo3AelcTsuio YP-o0aydeHms

OAHOPAa30BLIN I1AaCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

pasBecty o6pasel] B 5 pas B da10upyIoliemM Oydepe,
IIOBTOPUTE aHAAU3

MCII0/b30BaTh HOBBII 0Opasel] MaTtepuasla

nposecty sTan sigeaenus AHK aas obpasiia

Het curaaaa B K+

Vcrioas3oBaHme HEITOAXOASIIITUX
pacxoAHBIX MaTepuaaoB

UCII0AB30BaTh MPOOUpPKN AAst moctaHosku I1LIP,
pEKOMeHJ0BaHHBIe  (PUPMON-IIPOU3BOJUTEAEM

amnandukaTopa AnOO ajanTHpPOBaHHBIE A

JCII0B3yeMOTO mpubopa

HexoppexTHOe IpUIroTOBAEeHIe
T[TIP-cmecn

OpuroToBUTh HOBYIO ITIIP-cMech

HexoppexTHble mapamMeTpbl
aMIrAnpUKanumn

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAM1IeNn 2

HexkoppekTHble ycA0BUA
XpaHeHMs1 HAOOPOB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIX

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

KonramuHais

IIPOBECTU AeKOHTaMMHAIVIOHHbIE TPOoLeAyphl
JICIIOAb30BaTh HOBBIE HaOOPHI

1 boaee moaHOe omycaHe XapaKTepUCTUKHM TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO
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ITPUAOKEHME A

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cucremnr «AptTect Heviccepms»
Komnaexkmanus 4

HA3HAUYEHMWE TECT-CUMCTEMbI
Tect-cucrema «AptTecr Heliccepusa» mpeaHasHaueHa 445 KadecTBeHHOro ompegeaenms AHK Gakrepuii
Neisseria gonorrhoeae MeTOAOM MOAVMEPA3HOI 1I€ITHON peaKUNN C JeTeKIINell pe3yAbTaTOB B peXKIMe «peaabHOTO
spemenn» (I[1LIP-PB) B 2abopaTopHOI KAMHMYECKOI ITpakTuke. KoMrraexranus 4 sABAseTCsl BBICOKOUYBCTBUTEABHON
U TI03BOASIET AOIOAHMUTEABHO aHaAu3uposaTh PHK Bo3Oyamreas, a TaxKe mMCIIOAb30BaTh OOABIINIT OOBEM
BblA€/A€eHHBIX HyKAeMHOBLIX K1caoT (aaaee HK).

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect Heliccepmsa» sBaAseTCs BBICOKOUYBCTBUTEABHBIM HaOOPOM AAsSl  BBISBAEHILI
AHK/PHK: auMut getekuum cocrasAsieT 5 reHOM-9KBUBAAE€HTOB BO30yAnTes B peakuyu [111P-PB.

Tecr-cucrema «AptTect Heliccepms» cogep>Xut B ceoeM cocrase gpepMeHT yparna-AHK-rankosnaasy (YAI)
u AYT®, yto nossoasieT nzdexars KoHTaMuHaunu I1LIP-cMecu mpogykramu npeamectsyiomuyx TP 1 noayuenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B Tect-cucreme «AptTect Heitccepusa» mcrmoapayercss OBICTPBINI M IIPOCTOM ITPOTOKOA aMIAMUKaIINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tab6amnma 1. Cocras «AptTect Heviccepus»

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

Aas srana skcrpakoyy HK u3 oOpasima pexoMenayercst mcnoanzosanne peareHTos: «AptAHK Kanank»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK »sxcrpakT».

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

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

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

ITPOBEAEHVE AHAAN3A
Brigeaenne HK m3 kamHMYeckoro martepmasda IPOU3BOAUTCS B COOTBETCTBUM C MHCTPYKIMeN (pUpMBI
U3TOTOBUTEAS peareHToB AAs ouncTky HK.
IToaroroska ITIIIP-cmecu
0. Pasmopo3uTh Bce peareHTH (IIpyM HEOOXOAMMOCTHM), IepeMeIaTh IepeBepHyB MPOOMPKU HEeCKOABKO pa3
(MaAm mepeMemMBaHNMEM Ha BOpPTeKCe B TedeHMU 2—4 CeKyHA) M COPOCUTH KaIlAM C IIOMOIIIBIO KPaTKOBPeMEHHOTO
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LeHTPUPYTUPOBAHISL.

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

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

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

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

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

III. BHecTy KOHTPOABHEIE OOpa3IIBI:

1) K-:30 mxa OKG;

2) K+:30 mka IIKG;

3) OKD: 30 mxa OKD.

I'epmeTnyHO 3aKpbBITh MPOOMPKY KPHIIIIKaMH. B caydyae HaAmums My3pIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
IpOOMPOK — YAaAUTH KPaTKOBpeMeHHBIM LIeHTpudyrnposaHueM. PekoMen yeTcs IiepeMelIaTh COfepKnMoe IIyTeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyM oMM  OCOKAEHMEM  KpPaTKOBpPeMEeHHBIM
LHeHTPpUPYTMpOBaHVIEM.

IlocTaroBKa peakimy aMILAVQpUKaIA

I. Tlomecturs moarorosaeHnsle Aas nposeAenus TP mpobupkn B amMnanduxaTop.

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

TaOamnia 2. IlapameTpnl aMnanpuKamm

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

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

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

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

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

Anaans pe3yabTaToB

I. ITepea Hawaa0oM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K IIpuoopy.

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

— yCTaHOBUTH 3HaueHNe napaMetpa bs10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona moxxet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;

— YCTaHOBUTH 3HaueHIe NapameTpa roporosoit Auanu (« Threshold/ITopoz») — 0,02. ITpu HeoOxoAMMOCTHU TTIOPOT
MOKeT ObITh M3MeHeH B aAnariasone 0,02 — 0,2*%;

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

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

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

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

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

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

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

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

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

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

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

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

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

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

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

B caydae HecooTBeTCTBMsI KOHTPOABHBIX TOYEK TpeOyeMBIM 3Ha4eHMSIM HeoOXOAUMO IIPOBECTHU IIOBTOPHOe
1ccAe0BaHNe Bcex 00pa3IioB HauMHasI co craauny skerpaxnnu AHK.

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

TaOanma 4. InTepnperanus pe3yabTaToB 00pa3iioB

3unauenne «Ct» mo KkaHaay

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

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

PexomeHAyeMBIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3UpoBaTh oOpasusl o KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 445 m0A0XUTEABHBIX BBIAATDH
3aKAIO4YeHIe;

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

B) OCTaBIIIeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMMU.

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

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

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

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

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

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

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

Cpok rognoctu Tect-cucremsl «AptTect Hericcepnsa» — 12 Mecs1ies ¢ 4aThl M3TOTOBAEHMS.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpmuyanHa
Ipo0aeMbl

BapmuaHTbl permenust mpo0aeMbl

Het curnaaa o kanaay
FAM/Green

HexoppexTHsIii 3a00p
H1oaornyecKkoro MmaTepmuaa

IIOBTOPUTSE 3a00p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

IOBTOPUTS BhlgeaeHue HK

Hcnmoar3oBaHme HEIIoAXOASIINX
PacxoaHBIX MaTepuaAOB

VICITIOAB30BaTh HpO6I/IpKI/I AASd  ITOCTaHOBKI

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

He IIoABepraTh Bo3AeiicTBuiO Y®P-00aydeHMs

OJAHOPA30BBIM  IIAACTUKOBBIVI ~ PACXOAHBIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP narnéuposaHme

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

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasla

UCII0Ab30BaTh COPOEHTHBIN MeTO/ BhlAe AeHU
HK

Het curaaaa B K+

Vcnnoap3oBaHre HETTIOAXOASIIITUIX
pacxogHbIX MaTep1aaoB

JICIIOAb30BaTh HpO6I/IpKI/I AAs1 TTOCTaHOBKI

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

HexoppekTHOe mpUroTOBAEHNE
TTIIP-cmecn

npurotosuTh HOBYIO I TIIP-cMech

HexkoppexTHble mapameTphl
aMrAnduKauuu

YCTaHOBUTH ITapaMeTphbl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAMLIeNn 2

HekoppekTHsle ycA0BIsI
XpaHeHIs1 HaOOpPoB

JCIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIIX

Haanumne curamaaa 8 OKD o
kanaay HEX/VIC/Yellow

Kouramunars

OPOBECTU A€KOHTaMMHALIMIOHHEIE IIPOLeAyPhL;
MCII0AB30BaTh HOBbIEe HAOOPEI

! boaee 11oAHOe oruIcaHe XapaKTepUCTUKI TECT-CUCTEMBI ITPEACTAaBA€HO B MHCTPYKI MU 110 ITPVIMEHEHIUIO
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ITPNAOKXEHME E

METOAUYECKUE YKA3AHMS 1O ITPMMEHEHUIO
Tect-cucremnr «AptTect Heviccepms»
Komnaexmayusa 11

HA3HAYEHMNE TECT-CMCTEMBbI

Tect-cucrema «AptTecr Heliccepusa» mpeaHasHaueHa 445 KadecTBeHHOro ompegeaenms AHK 6Gakrepuii
Neisseria gonorrhoeae MeTOAOM MOAVMEPA3HOI 1I€ITHON peaKUN! C JeTeKIINell pe3yAbTaTOB B peXKIMe «pealbHOTO
speMenn» (ITLP-PB) B aabopaTopHOiT KAMHMYECKOM IlpakTuke. B cocraB komnaextaumu 11 BXOAUT DK30TeHHBIN
BHYTpeHHMII KOHTpoAbHBIN oOpasen; (BKO) aas xourpoas sddexrusnoctu srama soidesenns AHK, a taxke
pacxoaHbilt MmaTepuaa aAas TTHP.

XAPAKTEPUCTUKA TECT-CMCTEMBI!

Tect-cucrema «AptTect Heiiccepus» siBAsieTCsI BBICOKOUYBCTBUTEABHBIM HaOopoM Aas BwiaBaeHms: AHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakuym ITIIP-PB.

Tect-cucrema «AptTect Heliccepms» cogepXut B ceoeM cocrase gpepMeHT yparna-AHK-raukosnaasy (YAI)
u AYT®, uto nossoasieT nzdexxars KontaMuHauyu I1LIP-cMecn npogykramu npeamectsyiomux TP n noayuenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Tect-cucreme «AptTect Heitccepusa» mcrmoapayercss OBICTPBINI M IIPOCTON ITPOTOKOA aMIAMUKaIINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIlecTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAMU30B.

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

Ta6amnma 1. Cocras «AptTect Heviccepus»

Komnaexrt aas TP (gacts 1 13 2)
KomMmmnonenr O0ObeM, He MeHee
1. TILIP-pearent 1,0 ma
2. ITpaitmepsr NG 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma
5. BKO 1,0 ma

Komnaexr naacrtuka (qactp 2 u3 2)
Pacxoaurniit matepuaa aas I[P ‘ 1 KOMILAEKT

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

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

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

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

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

1
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IMoaroroska ITILIP-cmecu

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

I. B xa>xay10 ITocTaHOBKY aMIIAM(pVKaLNY IIOMIMO UCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasia: orpunareaspHsri KouTpoas [ILP (K-), moaoxmnreasnsiit koutpoas TP (K+), oTpuiiaTeAbHBIN KOHTPOAD
skcrpakum (OKD).

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

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

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

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

III. BHecT KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITIKG;

3) OKDB: 10 mxa OKB;

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

IlocTraroBKa peakimy aMILAVpUKaII

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

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

Ta6amna 2. IlapameTpn! amnandukanym®

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

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

III. 3amporpaMMMpoBaTh IIOA0KEHNE IPOOMPOK B aMIIAnduKaTope. JoImyckaeTcs BHITOAHATD AaHHBII II1aT BO
BpeMs IIpOBeAeHMsI aMIAN(PUKaINI MAM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIporpaMMHOe oOecIriedeHIe
puodopa.

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

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

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

Anaau3s pe3yabTaToOB
I. TTepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOIIKU B COOTBETCTBUM C MHCTPYKIIMEN K IpUbopy.
a) aas npubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Bu10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeoGXoauMocTy mopor
¢ona mosxer 6bITh M3MeHeH B Anaria3oHe 0 — 30 %**;

— YCTaHOBUTH 3HauUeHIe ITapaMeTpa roporosoit Auanu (« Threshold/ITopoz») — 0,02. ITpu HeoO6x0AMMOCTH TTOPOT

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

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

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

— YCTaHOBMTL 3HadeHMe IapameTpa moporosoii anaun («Single Threshold») — 50. I1pyu Heob6xoAMMOCTI HTOPOT
MOKeT OBITh M3MEHEH B Amaria3oHe 25 —250%%;

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

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

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

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

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anaun 10 %, nmoaydenHoro aas odpasua I1IKO B mmocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHU IOPOT MOXKeT OBITh 3MeHEH B AMana3oHe 5 — 30%*;
A) AAS OCTaABHBIX aMIIAN(PUKATOPOB OTKPLITOTO TUIIA:

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

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

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

II. BetOpats aAorapudpMuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IIPOKOHTPOAMPOBATDL
IlepecedeHlte TIOPOTOBON AVHUM B AMHEVHO YacTu pocTa Kpusoll amrandukanym. IIpn mepeceueHnn moporosoit
AVHWM C KPUBOJ aMIIAM(pUKaIIMY He B AMHEHOM yJacTKe — [IepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

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

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

Tabana 3. O1ieHKa pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

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

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

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIios

3uagenne «Ct» mo xkanaay

PesyabpTaT 0Opasia

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

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

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

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

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

B) OCTaBIIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUAHBIMI.

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

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

HPI/I Imoay4eHnmn pasyKOMIIAEKTOBBIBAETCI B COOTBETCTBUIM C YKAa3aHHBIMU TeMIIEpAaTyPHBIMU PeXIMMaMIL

xpaneHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype ot -24 °C go -16 °C,

AOITyCKaeTcsl XpaHeHIe TecT-CCTeMbl Ipu TeMnepaTtype +2 — +8 °C (g0 30 cyTok). Pacxoansnit matepuaa aasa ITLP

XpaHUTCs IPY KOMHATHOM TeMIlepaType.

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

Cpoxk roaHocty TecT-cucteMel «ApTTect Hericceprsi» — 12 MecAIies ¢ AaThl M3TOTOBAEHIL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
Ipo0aeMBbl

BapmanTbl pemenust mpo0aeMbl

Het curHaaa o xaHaay
FAM/Green

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxo4HBIX MaTepyaA0B

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

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

MCII0AB3yeMOro IIpubdopa

He TIogBepraTh BO3JelcTBuio Y ®P-00ayueHMs

OAHOPAa30BbLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHNKMN)

TP narnéuposaHme

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

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhieAeHrst HK

Het curaaaa B K+

Vcrioab3oBaHme HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MpOOUpPKU A4s moctaHoBKu TILIP,
peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

MCII0Ab3yeMOTo mpubopa

HexoppekTHOe mpUroTOBAEHME
TIIP-cmecn

IpuroToBUTh HOBYIO ITIP-cMmecs

HexkoppexTHble mapameTphl
aMrAnuKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAMIIeN 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

MCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHUANCE B
HaAAeXalllMX yCAOBMSIX

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

Haanume
OKD 10
HEX/VIC/Yellow

CUrHaaa B
KaHaay

Kontamunanmst

IPOBECTU AeKOHTaMMHAalIIOHHbIE TPOLeAyPhlL;
MCII0AB30BaTh HOBBIE HAOOPEI

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

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru




TY BY 192743351.018-2022 uzm. 1

ITPNAOXEHME X

METOAUYECKUE YKA3AHMS 1O ITPMMEHEHUIO
Tect-cucremnr «AptTect Heviccepms»
Komnaexmayusa 12

HA3HAYEHME TECT-CMMCTEMBI
Tect-cucrema «AptTecr Heliccepusa» mpeaHasHaueHa 445 KadecTBeHHOro ompegeaenms AHK 6Gakrepuii
Neisseria gonorrhoeae MeTOAOM MOAVMEPA3HOI 1I€ITHON peaKUN! C JeTeKIINell pe3yAbTaTOB B peXKIMe «pealbHOTO
spemenn» (IILIP-PB) B aabGopaTtopHoil kamHmdeckoit mpaktuke. Kommaexkranums 12 cogep>XUT ®HAOTEHHBIN
BHYTPEHHUI KOHTPOAb 4451 KOHTPOAs BTalla 3ad0opa oOpasiia 1 seigeaenus AHK, a Takoke pacxoAHbIl MaTepuaa AAs

TILIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect Heiiccepus» siBAsieTCsI BBICOKOUYBCTBUTEABHBIM HaOopoM Aas BwiaBaeHms: AHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakuyu [TIIP-PB.

Tect-cucrema «AptTect Heliccepms» cogepXut B ceoeM cocrase gpepMeHT yparna-AHK-raukosnaasy (YAI)
u AYT®, uro nmossoaseT n3dexxars koHTamMyuHaiym [1LIP-cmecn mpoaykramm npeamtectsyiomux TP u moaygenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Tecr-cucreme «AptTect Heliccepus» mcrmoas3yercst OBICTPBINI UM IIPOCTOM IIPOTOKOA aMIIAM(UKaLIVY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Ta6amnma 1. Cocras «AptTect Heviccepus»

Kommnizaexr aas I'NHP (vacts 1 u3 2)

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaitmepsr NG 1,0 Mma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

KomnaexT nmaactuka (qactp 2 u3 2)

Pacxogupiit matepuaa aas I[P ‘ 1 KOMILAeKT

Aas srana skcrpakiun AHK ms oOpasiia pekomeHAyeTcs ncroab3osaHne peareHToBs: «ApTAHK Kannnk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK skcTpakT».

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

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

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

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

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

I. B Ka>x4y10 IOCTaHOBKY aMIIAM(pUKALIUN IIOMUMO CCAeAyeMBIX 00pa3IioB 40AKHEI BXOAUTD 3 KOHTPOABHBIX
obpasiia: orpunareapsiii KoHTpoab TP (K-), moaoxxureasHsiit kountpoas TP (K+), orpuaTeapHbIN KOHTPOAD
skcrpakum (OKD).

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

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

* donyckaemca dobasaerue waza 55 °C, 10 Mut 6 Ha4are npomoxKord AMIAUPUKALUY OASL COBMECHIHDIX HOCMANHO060K € HAOOpAMU,
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 DKCIIEpVIMEHTA U COXPAHUTH €T0 Ha AVICKe (B TOM aiize OyAyT aBTOMaTUIECKV COXPaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop”.

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

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

Anaau3s pe3yabTaTOB
L. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpHOopy.
a) Aas mpubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Beiopocos («NTC threshold/Tlopo: @ona») — 10%. ITpu HeoOXoauMOCTH 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 noporosoit Anaun 10 %, nmoaydenHoro aas odopasua I1IKO B mmocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI TIOPOT MOXKeT OBITH 3MeHEH B AMana3oHe 5 — 30%*;

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

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

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

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

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

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

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

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaaVi3a KOHTPOAbBHBIX TOY€K

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

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

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

TaOamma 4. InTepnperanys pe3yabTaToB 00pa3iioB

3uagenne «Ct» mo xkaHaay

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

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

PexomeHAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3MpOBaTh 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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TPAHCITOPTUPOBKA U XPAHEHUE TECT-CUCTEMBI

TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IIPY TeMIlepaType OKpy>Kalolleli cpeabl, HO He Bbie +37°C
(a0 5 cyrok) mam npu temmeparype +2 — +8 °C (a0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BMAOM
TpaHCIIOPTa B YCAOBM:X, OOecreuMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IHpaBMAaMU IIePeBO3KU TIPY3O0B,
AeVICTBYIOIIVIMY Ha AaHHOM Bl/e TPaHCIIoOpTa.

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

XpaHUTCs IPY KOMHATHOM TeMIlepaType.

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

Cpoxk roaHocty TecT-cucteMel «ApTTect Hericceprsi» — 12 MecAIies ¢ AaThl M3TOTOBAEHIL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPY PABOTE M METOABI UXYCTPAHEHUSI

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMbl

BapmuaHTbl permenust mpo0aeMbl

Her curnaaa o xka"aay
FAM)/Green

HexoppexkTHsIii 3a00p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTSH 3ab0p

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

IIOBTOPUTS BhlgeaeHue HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxoAHBIX MaTepyaAoB

JICIIOABb30BaTh HpO6I/IpKI/I AAsl IIOCTaHOBKI

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

He IoJsepraTh Bo3JeiicTBuio Y®P-00aydeHU:

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP arnéuposaxHme

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

VICTIOAb30BaTh HOBBIN 06pa3eu Marepunaaa

MCIIOAB30BaTh COPOEHTHEIN METOZ BBIAEA€HISI
HK

Het curaaaa B K+

Vcnnoap3oBaHme HETTIOAXOASIIITUIX

JICIIOABb30BaTh HpO6I/IpKI/I AAsl  IIOCTaHOBKI

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

HexkoppexTHoe npurorobaeHue
TTIIP-cmecn

npuroToBUTh HOBYIO ITIP-cMmecs

HexoppekTHble mTapaMeTpsl
aMIIAuQpUKaIn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B
COOTBETCTBUM C Tabam1en 2

HexkoppekrHble ycaoBus
XpaHeHIs1 HaOOpOB

MCII0/b30BaTh HAOOPEI, KOTOPBIE XPaHNANCE B
HaAAeKalllX YCAOBMSIX

Haauuwne curamaaa 8 OKD o
kanaay HEX/VIC/Yellow

Konramunars

IIpoBeCTU A€KOHTaMIUHaIlVIOHHbIE ITPOLIEAYPbI,
JICITIOAb30BaTh HOBLIE Ha60pI)I

! boaee 11oAHOe orIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO
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INMPUAOXXEHME 3
METOAMYECKME YKA3AHWA 110 IIPMUMEHEHUIO
Tect-cuctemsr «AptTect Heviccepms»
Komnaexmauus 13

HA3HAYEHME TECT-CMCTEMBI
Tect-cucrema «AptTect Heiiccepms» mpeaHasHadeHa AA4s1 KadecTBeHHOro ompedeaenns AHK Gaxrepmii
Neisseria gonorrhoeae MeTOAOM MOAVMEPA3HOI 1I€ITHON peaKUNN C JeTeKIINell pe3yAbTaTOB B peXKIMe «pealbHOTO
BpeMenn» (I[ILP-PB) ©Ge3 cragum skcrpaknum AHK B 1abopaTopHOV KAMHMYECKON IIpaKTHKe. B cocTas
KoMIaekTauun 13 BXoagut pacxoanslit Matepuaa Aas ITLIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect Heiiccepms» sBAseTcsl BBICOKOUYBCTBUTEABHBIM HaOOpoM Aas BbraBaennst JAHK:
AVIMUT AeTeKIUU COCTaBAseT 5 TeHOM-9KBIBa1€HTOB BO30yAuTeAs B peaknyu [T1P-PB.

Tecr-cucrema cogep>xut B cBoeM cocrase ¢pepment ypanua-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 Heitccepus» mcrioapsyercss OBICTPBINI M IIPOCTOM IIPOTOKOA aMIIAM(PMKAIINI,
MAEHTUYHBIN IIPOTOKOAAM TeCT-cucTeM cepun «AptTect», 4TO CyIIeCTBEHHO IIOBHIIIaeT IIOTOYHOCTH 1ab0paTOPHBIX
aHaAM30B.

Kommnaekranusa paccaurana Ha riposedenne 100 peaknuii (tabanma 1).

Tab6amma 1. Cocras «AptTect Heliccepus»

Komnaekr aast [P (qacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. IIIT1P-peareHT 1,0 ma
2. ITpaitmepsr NG 1,0 ma
3. T[IKO 0,5 ma
4. OKO 1,0 ma

KomnaexT maactuka (qactp 2 n3 2)

Pacxogupiit matepuaa aas I[P | 1 xOMIIA€KT

Aas »srama 3abopa o00pasLioB PeKOMEHAYETCS JCIIOAb30BaHME peareHTOB: «TpaHCIOpTHas cpeAa»,
«TpancniopTtHas cpeda ¢ Mykoautukom» (rmpoussoacrsa OO0 «AptbuoTex», Pb).

PesyapraT amnandukaiuy 9HAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha Kanale FAM/Green,
pesyaptaT amnanduxanym AHK Bosbyanrteas perncrpupyercs Ha kaHaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpu pabote c TecT-cucTteMoir HeobOxogumo cobarogats Tekymine THITA B obGaactm aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKye yKa3aHIs IIPOU3BOANUTEA.

OBOPYAOBAHUE I MATEPUAABI
— aMIANQPUKaATOP C AeTeKIMell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— LeHTpuUQdYyTra/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPA30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0O'beMa;
— 04HOPA30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3YyeMOTO aMIIANpUKaTOpa;
— IITaTUBHI 4451 IPOOMPOK 1 HAKOHEUHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3MuAbHOI Kamepoii oT -24°C a0 -16°C;
— OTJeABHBII XaAaT U OAHOPa30Bble IepJyaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

IMOATOTOBKA MUCCAEAYEMOI'O MATEPUAAA
Otbop o00Opa3ijoB Ma3KOB, COCKOOOB U OTJAeAsSeMOrO CAMBUCTBIX 000404YeK YpOTeHNUTaAbHOTO TpaKTa
OCyIIeCcTBASAETCS B COOTBeTCTBUU C cymecTsyomumu THITA, MeToanueckumMu pekoMeHAAIUAMU U MHCTPYKIIUAMMU.
Ilepea orGopomM Ma3KOB He JOIyCKaeTCsA IIpOBeJeHMe TMITIEHMYeCKUX IIpolledyp, a Takke oOpaboTka
MeAUITMHCKMMU MIperapaTaM.

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



TV BY 192743351.018-2022 u3m. 1 ,{EEZ ApTtbuolex

He pexkomenayercs wucnoab3oBaTb «30HA «HOHOHa»: ypOreHUTaabHBI», PEKOMEHJOBAaHBI K
MCII0Ab30BaHMIO «30H ] «lOHOHAa»: ypOoreHUTaAbHBIV (pAOKMPOBAHHLI», «30HJ «OHOHA»: HUTOIMETKa».

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 nposegennst 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

* Aonyckaemces doodasrenue waza 55 °C, 10 Mun 6 HaAuare npomoKoAd AMHAUPUKAUUY OASL COEMECHIHDIX NOCAHO60K C HADOpaAMU,
mMpebyow UMY 3Man peseprmuposansl.

III. 3amporpaMmMupoBaTh OA0XKeHMe TPOOUPOK B aMIAnduUKaTope. JoIycKkaeTcs BHIIIOAHATD JaHHBIN ITTar BO
BpeMs IIpOBeAeHMsI aMIANPUKaINI MAM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIpOTpaMMHOe oOecIiedeHIe
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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AHaans pe3yabTaToB
I. ITepea Hawaa0M aHaAM3a HEODXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K IIpnOopy.
a) aasa npubopos Tuia «Rotor-Gene 3000/6000/Qx»*:
— yCTaHOBUTH 3HaueHNe nnapaMeTpa Bei0pocos («NTC threshold/TIopo: @ora») — 10%. ITpu HeoOXoauMocTy 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 HeOOXOAMMOCTM AOIyCKaeTcsl axrtmBaumsl yHKouit «Dynamic  tubeldunamuu.gon» u  «Slope
Correct/Koppex. Yicaora».

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

— YCTaHOBMTL 3HadeHMe IapameTpa Ioporosoii anaun («Single Threshold») — 50. Ilpyu Heob6xoAMMOCTI HTOPOT
MO3KeT OBITh M3MEHEeH B Amarnasone 25 —250%%;

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

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

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

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

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

A) AAS OCTaAbHBIX aMIIAM(PUKATOPOB OTKPLITOTO THUIIA:

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

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

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

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

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

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

Ta6auma 3. OnieHKka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

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

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

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

TaOamija 4. InTepnperanus pe3yabTaToB 0Opa3iioB

3Hauenne «Ct» 1o KaHaay

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

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

PexomeHAyeMBIlT aATOPUTM aHaAM3a OOPa3LIOB:
a) IpoaHaAM3MpOBaTh 00pasnsl Mo KaHaay BozOyauteas (HEX/VIC/Yellow), 4451 moA0XUTeABHBIX 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.

Ilpn moaydyeHuy pasyKOMIIAEKTOBLIBAETCA B COOTBETCTBMI C YKa3aHHBIMM TeMIIepaTypHBIMU peXMMaMU
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 matepmnaa aas ITHP
XpaHUTCs IPpU KOMHATHOM TeMIlepaType.

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

Cpok rognocrtu tect-cucreMmsl «AptTect Hericcepus» — 12 Mecs11eB ¢ AaThl U3TOTOBAEHUA.

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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IMPNAOXEHUE N

METOAMNYECKWE YKA3AHNSI I1O ITIPUMEHEHUIO
Tect-cucremnr «AptTect Heviccepms»
Komnaexmavusn 14

HA3HAUYEHMWE TECT-CUMCTEMbI
Tect-cucrema «AptTecr Heliccepusa» mpeaHasHaueHa 445 KadecTBeHHOro ompegeaenms AHK Gakrepuii
Neisseria gonorrhoeae MeTOAOM MOAVMEPA3HOI 1I€ITHON peaKUNN C JeTeKIINell pe3yAbTaTOB B peXKIMe «peaabHOTO
speMenn» (ITHP-PB) B aabopaTopHOIT KanHndeckol mpakTuke. Kommnaekranus 14 s1BAs€TCs BLICOKOUYBCTBUTEABHOM
U TI03BOASIET AOIOAHMUTEABHO aHaAu3uposaTh PHK Bo3Oyamreas, a TaxKe mMCIIOAb30BaTh OOABIINIT OOBEM
BblA€/AeHHBIX HyKAeMHOBbIX K1caoT (daaee HK). B cocras ganHOI KOMILAeKTally BXOAUT PacXOAHBI MaTepual 4As
I11P.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect Heliccepusi» siBAsIeTCsI BLICOKOIYBCTBUTEABHBIM HabopoM Aas BeisaaeHus AHK/PHK:
AVIMUT AeTeKIIUN COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunu [T1IP-PB.

Tecr-cucrema «AptTect Heliccepusa» coaepxut B cBoem cocrase dpepment ypanua-AHK-rankosnaasy (YAT)
u AYT®, yto nossoasieT nzdexars KonTaMuHauuu I1LIP-cMecu npogykramu npeamectsyomuyx TP 1 noayuenns
ZAO>XKHOITOAOXKUTEABHBIX Pe3yAbTaTOB.

B Tect-cucreme «AptTect Heitccepusa» mcrmoapayercss OBICTPBINI M IIPOCTON ITPOTOKOA aMIAM(UKaIINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAU30B.

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

Ta6amnma 1. Cocras «AptTect Heviccepus»

Komnaexrt aas TP (gacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. ITLIP-peareHT 1,0 ma
2. ITpaitmepsr NG 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma

Kommnaexrt aast TP (wacts 2 13 2)

Pacxoaurniit matepuaa aas I[P | 1 KOMIIAEKT

Aasa stana skcrpakuun HK n3 obpasia pexomeHAyeTcs ucroab3obaHue peareHToB: «ApTAHK Kamumnx»,
«AptHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK »sxcrpakT».

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade 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 MeToAndeckne yKasaHus IPOU3BOAUTEA.

OBOPYAOBAHME 1 MATEPUA ABI
— aMrANQpUKaTOP C JeTeKIUel Pe3yAbTaTOB B pe>KMMe «pealbHOTO BpeMeHI»;
— T'ILIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— HabOp 403aTOPOB ITepeMeHHOTO 00beMa;
— 04HOPA30Bble HAKOHEYHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 04HOPA30BbIe ITOANIIPOINAEHOBbIE 3aKPhIBAIOIINECs ITPpOoOUpKU 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/ABHBII XaJaT U OAHOPA30BbIe IIepYaTKy;
— €MKOCTb 4451 cOpoca HaKOHEYHKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

ITPOBEAEHUE AHAAN3A
Brigeaenne HK 13 xamHmdeckoro marepmada IPOU3BOAUTCA B COOTBETCTBUM C MHCTPYKIMEN (UPMBI
U3TOTOBUTEAA peareHToB AAast ouncTky HK.
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IToaroroska ITILIP-cmecu

0. Pasmoposuts Bce peareHTHI (IIpM HEOOXOAVMMOCTH), IIepeMeIlaTh IepeBepHYB IPOOMPKM HECKOABKO pas
(MAM mepeMeIMBaHNEM Ha BOpTeKce B TedeHUN 2—4 ceKyHA) M cOpOCUTB KaIlAu C IIOMOIILIO KpaTKOBPEeMEHHOTO
LeHTpUPyTUPOBAHNSL.

I. B kaxa4ylo IIOCTaHOBKYy aMIAMpuKanuy IIOMUMO MCCAeAyeMBIX 0Opas3lioB JOAXKHBI BXOAUTH 3
KOHTPOABHBIX oOOpasua: orpunaTteabHbit koHTpoas TP (K-), moaoxwureapnsiit kontpoas IIHP (K+),
OTpHUIIaTeABHBIN KOHTPOAb 9KcTpakumu (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 aMIIANPUKAIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememats «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (VAN HIepeMellBaHeM Ha
BOpTeKCe B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPEMEHHBIM IeHTpuQyIipoBaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKU
Aas nposegenns TTLIP.

II. Jicmoap3yst HAKOHEUHNK C (PUABTPOM B IIOATOTOBAEHHBIE TPOOUPKM A406aBuTh 110 30 MKa BeigeaeHHbIX HK
uccaeayeMbIX 0OpasIioB.

III. BHecTu KOHTpPO/AbHbIE OOpPa3IIbI:

1) K-:30 mxa OKO;

2) K+:30 mka ITIKG;

3) OKD: 30 mxa OKD.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAm4ams My3sIpbKOB B pacTBOpe MAM KalleAb Ha CTEHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKMoe IIyTeM
2-xpaTHOro  mepeBopaumBaHms  [1lIP-mpoOupox ¢  mocienyrommM — ocaXiaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrUpoBaHEeM.

IlocTraroBKa peakimy aMILAVpUKaIIVIA

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

II. B cooTBeTcTBUM C MHCTPYKLIMEN K IPpUOOPY 3allporpaMMIpPOBaTh aMIIAN(PUKATOP COrAacHo Tabante 2.

Ta6amniia 2. IlapameTpnl aMnanpuKanm

Koa-so
Ilar Temneparypa, °C Bpemst IIKAOB
OOpaTHas TpaHCKPUIINSI 55 10 mun 1
Hagaabnas geHaTypanis 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OTxur 63 10 cex 5
D AOHTaIINST 67 10 cex
AeHaTypanus 95 5 cex
Orxur/leTekums 1o KaHalaM:
FAM/(?reen, HEX/VIC/Yellow 63 10 cex 40
DAOHTaIIVSI 67 10 cex

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

IV. JaTp HasBaHMe DKCIIEpVIMEHTA I COXPaHUTH €T0 Ha AVICKe (B TOM aiiae OyAyT aBTOMaTUIeCKN COXpaHEeHBI
pe3yabTaThl AaHHOTO BKCIIEPUMeHTa). 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 ycmaHoGums napamentpol
«Min Reading/Munum. Cuznar» — 5F1 u «Max Reading/Mawcum. Cuzrar» — 10FL.

AHaau3s pe3yabTaTOB

L. Ilepea Hagaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMIKM B COOTBETCTBUM C MHCTPYKIIMEN K IIproOopy.

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

— yCTaHOBUTH 3HaueHNe IapaMerpa Beiopocos («NTC threshold/Tlopo: @ona») — 10%. ITpu HeoOXoauMOCTH ITOPOT
¢ona moxxet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;

— YCTaHOBUTD 3Ha4YeHMe apaMeTrpa noporosoit aunHum (« Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY HTOPOT

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

Peructpamua MH 8 Pocagpasramsope 2

www.nevacert.ru | info@nevacert.ru



TY BY 192743351.018-2022 uzm. 1

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

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

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

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

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

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

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

— YCTaHOBUTH 3Ha4eHMe IapameTpa roporosoil ananm 10 %, rmoaydennoro gas oopasnoa [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI TIOPOT MOXKeT OBITH U3MeHEH B AMana3oHe 5 — 30%*;

A) A5 OCTaABHBIX aMIIAN(PUKATOPOB OTKPHITOTO TUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii anauu 10 %, moaydennoro aas oopasua IIKO B nmocaeanem
nnkae amnandukanun. I[Tpu HeobxoanMocT Opor Mo>KeT ObITh I3MEHEH B gnana3oHe 5 — 30%.**

* B 3a6UCUMOCTIY O YCIMAHOBAEHHOTL 6EPCUL NPOZPAMMHO20 06ecneueH s HA3AHUS KOMAHO MOZYM HECKOALKO OMAUHAINDCSL.

** Heo0x00UMOCHb KOPPEKMUPosK U 6bl0P0Co8 803HUKACHT 8 CAYUALX CUALHVLX KOACOAHUIL PAYOpecteH LUl 8 OMIEALHVLX NPOdaX.

II. Betbpats AorapudMmuUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepecevyeHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukauym. ITpu nepecedennu moporosoit
AVIHWM C KPUBOJ aMIIAN(pUKaIIY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

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

III. Yaocrosepurncss, uro IILIP-uccaejoBaHmMe BaAMAHO: KOHTPOABHBIE TOUKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HaUY€HUAM, ITPUBEAEHHBIM B TabAu1ie 3.

Tab6amnma 3. OrjeHKa pe3yabTaTOB aHaam3a KOHTPOAbHBIX TOUEK

KonrpoabHas KonuTpoanpyembiit 3navyenmne «Ct» mo kaHaay
TOYKa 9Tal aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Bxcrpaxunst HK - +/—
K- TP - -
K+ TP + +

B caydae HecooTBeTCTBMSI KOHTPOJABHBIX TOUEK TpeOyeMBIM 3HaueHUsIM HeoOXOAUMO IIPOBeCTU ITOBTOPHOe
1CcCAe0BaHIe Bcex 0OpasIioB HauMHas co cragum skcerpaxiym AHK.

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

Tab6auma 4. InTepnpeTranus pe3yabTaToB 00pasIioB

3nagenne «Ct» mo xkanaay

PesyabpTaT 0Opasia

HEX/VIC/Yellow FAM/Green
I[MoaoxureabHBI + +/-
OTpuriaTeabHbIV - +
HeBaanauabiin - -

«—» 0Do3HavaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxammm He epecekaeT IIOPOTOBYIO AMHUIO
«+» oDo3HavaeT Haamuue 3HadeHust «Ct», rpadpuk amnanduKanuy rmepecekaer IOPOroBYIO AUHAIO
«+/—» 3Hagenne «Ct» 4451 JAHHOTO KaHaJa He aHAAU3UPYeTCs

PexoMeHAyeMBIl1 aATOPUTM aHaAU3a 0Opa3Iios:

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

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

B) OCTaBIITMEC OOPa3IIbI ABASIOTC HeBaAMAHBIMIA

B caydae HeBaamaHOTro oOpasija Tpebyercsa 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 Boime +37°C
(a0 5 cyTok) mam npu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TpaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBMAX, OOeCHeUMBAIOLINMX COXPAaHHOCTh, B COOTBETCTBUM C IIpaBUAaMM II€PEeBO3KM TIPY30B,

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

HPI/I Imoay4eHnmn pasyKOMIIAEKTOBBIBAETCI B COOTBETCTBUIM C YKAa3aHHBIMU TeMIIEpAaTyPHBIMU PeXIMMaMIL

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

ZJolyckaeTcs 3aMOpO3Ka/OTTanBaHye KOMIIOHEHTOB TecT-cicTeMsl 40 10 pas.

Cpoxk roaHoctn TecT-cucteMel «ApTtTect Hericcepnsi» — 12 MecsAIies ¢ AaThl M3TOTOBAEHIL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMsbl

BapmaHTbl pemenust mpo0aeMbl

Her curnaaa o kanaay
FAM/Green

Hexoppexkrnrlit 3a60p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTS 3ab0p

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrnoab3oBaHme HEIIOAXOASIIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh MpOOUPKU Aas moctaHOBKU ITIIP,
peKoMeHJOBaHHBle  (PUPMOII-TIPOM3BOANTEAEM

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

MCII0AB3yeMOro Ipubdopa

He TIoABepraTh BO3JelcTBUIO YP-00ayueHMs

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHNKMN)

TP narnéuposaHme

passecTr oOpasel] B 5 pas B sal0upyioniem oydepe,
IIOBTOPUTE aHAANU3

VICTIOAb30BaTh HOBBIN 06pa3eu Marepuraaa

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhigeAeHrst HK

Het curaaaa B K+

Vcnnoab3oBaHue HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MPOOUPKU A4 moctaHoBKu ITIIP,
peKOMeHJOBaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

JCII0/b3yeMOTO mpubopa

HexoppekTHOe mpUroTOBAEHME
TIIP-cmecn

IpuroToBuTh HOBYIO ITIP-cMmecs

HexkoppexTHble mapameTphl
aMrAnQUKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAMLIeNn 2

HekoppekTHsle ycA0BIsI
XpaHeHIs1 HaOOpPoB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIX

Haamume cmrHaaa B
OKD 10 KaHaay
HEX/VIC/Yellow

Kontamunanmst

IPOBECTU AeKOHTaMMHAalIIOHHbIE TPOLeAyPhlL;
UCII0/b30BaTh HOBBIE HAOOPHI

1 boaee 1104AHOe OIMICaHE XapaKTepUCTUKHM TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO
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MHCTPYKL WS I1O ITIPUMEHEHINIO
Tect-cucremsr «<AptTect CT/MG»

HA3HAYEHME TECT-CUCTEMBEI
Tect-cucrema «AprtTect CT/MG» npeaHasHaueHa A4s1 OIpeeleHNsI TeHeTMYEeCKOTO Marepuada OakTepmii
Chlamydia trachomatis = Mycoplasma genitalium MeTOA0M OAVMepPa3HOI LIETTHOM peaKUMU C AeTeKIMell pe3yAbTaToOB
B peXXuMe «peaabHOro BpeMenn» (I1LIP-PB) B 21abopaTopHOIT KAMHIYECKOI ITPaKTHUKe.

XAPAKTEPUCTUKA TECT-CUCTEMBI

Tecr-cucrema «AptTect CT/MG» siBAsIeTCSI BBICOKOUYBCTBUTEABHBIM HaOOPOM AAsl BBLIBAEHMSI HYKAEMHOBBIX
kncaotT (HK). Aumur getexnimu coctapasieT 5 reHOM-9KBUBaAeHTOB B030yauteas (I'D) B peakiium [TLIP-PB. PacueTHslit
npejea oOHapy>keHus TecT-cucreMsl (ID/ma) B 3aBucuMocT or oObeMa oOpaslia, B3ATOTO Ha BblAE€A€HNE, U OT
obbeMa DA IIpeacTaBAeH B IIpnaoskeHnn A MHCTPYKIINIL.

Tecr-cucrema criocobHa BbIABASITE BbidesaeHHbie HK matoreHa He3aBUCMMO OT MCXOAHOILO —THUIIa
011010TMYeCKOTO (KAMHIYECKOIO) MaTepuaa.

UysctBureapHocTs TecT-cucteMbl  «AptTect CT/MG» cocrasaser 100% (B COOTBETCTBMM C IIaHEABIO
craHJapTHBIX OOpasumos mnpeanpusaris). Tecr-cucrema «AptTecr CT/MG» BbIABASIET BCe M3BECTHBIE INTaMMBI
BO30yAuTeAs, B TOM 4ncAe Decli1a3sMUAHBIE.

Crretm¢uunocts Tect-crcreMsl «AptTect CT/MG» cocraaser 100% (B cOOTBETCTBUM C ITaHEABIO CTaHAAPTHBIX
obpasiios npeanpusArus). Tecr-cucrema «AprtTect CT/MG» npoaHaamsaypoBaHa Ha CIEIM(UIHOCTb KO BCEM
opraHuaMaMm AoMeHOB Bacteria, Archaea, Eukarya (Eukaryota), nagnapcrsa Viruses, B TOM 4mcae (HO He MCKAIOYas
Apyrmnx) Hamboaee wacto BeTpedaeMbiM: Homo sapiens, Gardnerella vaginalis, Lactobacillus spp., Escherichia coli,
Streptococcus aureus, Streptococcus pyogenes, Candida albicans, Mycoplasma hominis, Ureaplasma urealiticum, Ureaplasma
parvum, Neisseria gonorrhoeae, Trichomonas vaginalis, Treponema pallidum, Toxoplasma gondii, HSV 1, HSV 2, CMV, EBV,
HHV-6, HPV 6, HPV 11, HPV 16, HPV 18, HPV 31, HPV 33, HPV 35, HPV 39, HPV 44, HPV 45, HPV 51, HPV 52, HPV
56, HPV 58, HPV 59, HPV 66, HPV 68.

Tecr-cucrema «AprTect CT/MG» cogepxxut B cBoeM cocrase gepmeHT ypanua-AHK-rankosnaasy (YAD) u
AYT®, uto nospoaser nsbexxars KoHTamuHalym ITHP-cmecn poaykramu npeamecrsyiomux TP n moaydenrs
/0>KHOIIOA0>KUTEABHBIX Pe3yAbTaTOB.

B Tecr-cucreme «AptTecr CT/MG» wucmoabdyercst OBICTPBINI M IIPOCTOIl IIPOTOKOA aMILAMUKaIINIY,
UAEHTUYHBI HIPOTOKOAaM TecT-cucTeM cepun «AptTect», Koropeii mospoaser 3a 70 — 90 MMHYT IOAy4UTb
AOCTOBEpHBIe pe3yAbTaThl MCCAeAOBAaHNMSA C MUHMMAABHBIMM PUCKaMM OMIMOKM OIlepaTopa, YTO CYII[eCTBEHHO
TMOBBIIIIaeT IIOTOYHOCTh 1a00PaTOPHBIX aHAAM3OB.

Aas pellleHUs] pa3HOOOpas3HBIX 3adad, CTOAMIMX Ilepes IO/Ab3OBaTeleM, TeCT-CUCTeMBl MUCIIOAHSIOTCA B
PasAMYHBIX KOMIIAEKTallMAX: AAd KaueCTBeHHOTO ompeseaeHus c sks3oreHHeIM BKO (kommaektanum 1, 11), aas
KaueCTBEHHOTO orrpeAeleHnst ¢ sHAoreHHbIM BKO (kommaekranuu 2, 12), aas1 onnpedeaeHust Oe3 cTaguy SKCTPAKIINN
AHK (xomniaekranum 3, 13), 445 BBICOKOUYBCTBUTEABHOIO OllpejedeHus (KoMmiiaekranuu 4, 14), sonoaHuTeAbHO
YKOMIILAeKTOBaHHbIe pacXodHbIM MaTepuaaoM Aas TP (xommnaexrarum 11, 12, 13, 14). Bece peareHTHI TecT-cucTeM
pacdacosansl B mpobupku 1,5-2 M4, npurogHsle Aas 1eHTpuUQyruposaHus. TecT-cHCTEMBI cogepyKaT ITOAHBIN
KOMIILAEKT FOTOBBIX K JICIIOAb30BaHNIO peareHToB A4 nposedenust [11IP-uccaeaosanuii. Komriiexkrarmum tect-crucremM
paccunransl Ha mposedenne 100 peaknmii (Tabanma 1).

Ta6anma 1. Kommaekranun «AptTect CT/MG»

KomMmmnaexrars Cocras

Kommaexranms 1 — II1IP-pearent — 1,0 m4;

— Ipaimeps CT/MG - 1,0 ma;
- ITKO - 0,5 ma;

- OKO -1,0 mz;

- BKO -1,0 ma.
Kommnaexraris 2 — [1IP-pearent — 1,0 m4;

— Ipaimeps CT/MG - 1,0 m4;
- ITIKO - 0,5 ma;

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

— Ipaimepst CT/MG - 1,0 m4;

- ITIKO - 0,5 ma;

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

— IIpaimepst CT/MG - 1,0 m4;

- ITIKO - 0,5 ma;

- OKO -1,0 ma.
Kommaexramms 11 — I1IP-pearent — 1,0 m24;

— IIpaimepst CT/MG - 1,0 m4;

- ITIKO - 0,5 ma;

- OKO -1,0 mz;

- BKO -1,0 mz;

— Pacxoanpit matepuaa aAas [P — 1 koMnaexT.
Komrmaexranms 12 — ITIP-pearent — 1,0 Mm4a;

— Ipaimeps CT/MG - 1,0 m4;

- TIKO - 0,5 m2a;

- OKO-1,0 mz;

— Pacxogubiit matepuaa gas INHP — 1 koMI1aexT.
Komrmaexranms 13 — I1IP-pearent — 1,0 m24;

— Ipaimeps CT/MG - 1,0 m4;

- TIKO -0,5 ma;

- OKO -1,0 ma;

— Pacxogubiit matepuaa gas P — 1 xoMI1aeKT.
Kommaexranms 14 — II1IP-pearent - 1,0 m4;

— ITpartmepst CT/MG - 1,0 ma;

- TIKO - 0,5 ma;

- OKO-1,0 ma;

— Pacxogupni matepuaa gas P — 1 xoM1iaexT.

Aasa stana skcrpakuuu HK us obpasia pexomeHAyeTcs ucroab3oBaHue peareHToB: «ApTAHK Kamumnx»,
«ApTtHK Marunt», «AptAHK Maranut», «AptAHK aerknit», «AptPHK skcTpakT».

PesyapraT ammandukanuy BHYTPEHHEIO KOHTpPOAsl perucrpupyercs Ha kanale FAM/Green, pesyabrat
ammandukanyum HK BosOyaureaeir permctpupyercsa Ha KanHadax: HEX/VIC/Yellow aas Chlamydia trachomatis,
ROX/Orange aas Mycoplasma genitalium.

MEPHI ITPEAOCTOPO>XXKHOCTI

Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopatopHOIi

kayHngeckou IIP-auarHocTuky 1 MeToandeckre yKasaHus IPOU3BOAUTEAS.

OBOPYAOBAHWE I MATEPUAABI

— aMnAnguUKaTop ¢ AeTeKIMell pe3yAbTaToB B peKMMe «pealbHOIO BpeMeH!». TecT-ciucreMa coBMecTMa CO
BCeMM aMIAuduKaTopaMu OTKPHITOro Tura B ToM uucae: Rotor-Gene Q/6000/3000 (QIAGEN GmbH), «AT-96»,
«ATopaitm», «ATaairt» (OO0 «HITO AHK-Texnoaorms»), Bio-Rad CFX Opus 96, CEX96, 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'IIP-60kc;

— HeHTpuQyTa/BOPTEKC;

— HabOp 403aTOPOB ITepeMeHHOTO 00beMa;

— 04HOPA30Bble HAKOHEUHUKY C PUABTPOM AAsI 403aTOPOB IIEPEMEHHOTO 0O'beMa;

— 04HOPA30BbIe ITOANIIPOINAEHOBbIE 3aKPhIBAIOIINECs ITPpOOUpKU oObeMoM 1,5 — 2,0 M4;

— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;

— IITaTVUBHI A5 IPOOMPOK ¥ HAKOHEYHIKOB;

— x04041AbHUK OT +2°C 20 +8°C ¢ MOpo3mabHOI KaMepoii ot -24°C g0 -16°C;

— OTJe/BHBIII XaJaT U OAHOPA30BbIe IIepYaTKy;

— €MKOCTb 4451 cOpOoca HaKOHEUHIKOB;

— KOMILAEKT CPeACTB 4451 o0paboTku pabodero Mecra.
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IMPOBEAEHUE AHAAU3A
AHaau3 IpOBOAMUTCA B COOTBETCTBUM ¢ MeToamyeckMM yKa3aHMSIMU K KaXKA01 KOMIIAeKTalliK, YTBep>KAEHHBIMI
B YCTAHOB/EHHOM ITOpsIAKe, COTAaCHO IIePevHIO:
IMpuaosxenue b - Metogudeckue ykazanust 1o npumeHeHnio tect-cucreMsl «AprTect CT/MG» Komnaekranus 1;
INpnaosxenne B - Metoguyeckne ykazannst 1o nmpuMeHeHNIo Tect-cucreMsl «AprTect CT/MG» Komnaekrans 2;
IMpnaosxenne I' - Metogudeckne ykasaHus 110 mpuMeHeHNIO Tect-cucteMsl «AptTect CT/MG» Komnaexranus 3;
IMpnaosxenne J - Meroanyeckne ykazaHus 110 mpuMeHeHNIO TecT-cructeMsl «AptTect CT/MG» Komnaexrars 4;
IMpuaosxenue E - Metoguueckne ykasanust 1o npumeHennio tect-cucreMsl «AprTect CT/MG» Kommnaexranus 11;
IMpnaosxenne X - Meroanueckne ykazaHus 110 npumeHeHnio tect-cucreMsl «AptTect CT/MG» Komniaexkrarst 12;
ITpnaosxenne 3 - Metogudecke yKkazaHs 110 IpuMeHeHNIO TecT-cucreMsl «AptTect CT/MG» Komnaexranus 13;
IMpnaosxenne U - Metoandeckne ykasaHus 110 mpuMeHeHNIO TecT-cucteMsl «AptTect CT/MG» KoMmniaexranus 14.

TPAHCITOPTUPOBKA U XPAHEHUE TECT-CUCTEMBI

TpaHcIopTpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIeTCs IIPY TeMIlepaType OKpYy>Kalollell cpeAbl, HO He Bbiie +37°C
(a0 5 cyTok) mam mpu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TpaHCHIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpPTa B YCAOBM:X, OOecreunMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IpaBMAaMU IIepeBO3KU TIPY3O0B,
AEVICTBYIOIIVIMY Ha AaHHOM BlIJe TPaHCIIOpTa.

IIpu moaydyeHMM pasyKOMIIAEKTOBLIBA€TCA B COOTBETCTBMM C YKa3aHHBIMIU TeMIIepaTypHBIMU peXXMMaMU
xpaHeHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpuU TeMmepartype oT -24 °C go -16 °C,
AOIIyCKaeTCsl XpaHeHNe TecT-CUCTeMHl ITpu Temmrepatype +2 — +8 °C (g0 30 cyrtok). Pacxoansni marepuaa gast I1LIP
XpaHUTCs IPpU KOMHATHOM TeMIlepaType.

Joryckaercst 3aMOpO3Ka/OTTarBaHIe KOMIIOHEHTOB TecT-crcTeMsl A0 10 pas.

Cpok roanocrtu tect-cucreMsl «AptTect CT/MG» — 12 Mecsi1ieB € AaThl M3TOTOBAEHIAS.
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,;'ZZ ApTtbunoTlex

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOAbBI UX YCTPAHEHMS

IIpoGaema

Bo3sMosxHasa mpuunHa
po0aeMbl

BapmaHTbI pentennst mpo0aeMbl

Hert curnaaa mo xanaay
FAM/Green

HexoppekTHBIit 3a60p
611010TIYeCKOTO MaTepraja

IIOBTOPUTSE 3a00p

HexoppexktHoe Boigeaenne HK
113 00pas31oB

NoBTOpUTH BhlgeaeHne HK

Vcrioap3oBanue HEIIOAXOASIITUX
pacxoaHbIX MaTepuaaoB

UCII0AB30BaTh NpOOUpPKNU A4as noctaHosku ITLIP,
peKOMeHJ0BaHHBle  (PUPMOII-IIPOU3BOAUTEAEM

aMIIA I/ICl)I/IKaTOpa AnbOo ajanTpoOBaHHbIE A1

MCII0AB3yeMOTo ITprbopa

He TIIogBeprath BO3JeNCTBUIO Y P-00ayueHM

OAHOPA30BbII I11aCTUKOBBIN pacxoAHbIN

MaTepuaA (IpoOMpPKY, HAKOHEIHIKI)

TP arnéuposaxHme

passecTn obpasers B 5 pa3 B saoupyiomem oydepe,
IIOBTOPUTH aHAAU3

MCII0AB30BaTh HOBBIN 0Opasel; MaTteprada

UCII0AB30BaTh COPOEHTHBIN MeTO  BhieaeHrst HK

Het curuaaa B K+

Vcnnoap3oBaHme HETIOAXOASIIITUIX
pacxoAHBIX MaTepyaAoB

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

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

MCII0AB3yeMOro IIpubdopa

HexoppexTHoe mnpurorobaeHue
TTIIP-cmecn

npuroTosuTh HOBYIO ITIIP-cMmech

HexoppekTHble TTapaMeTpsI
aMIAnQpUKaLn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINN B
COOTBETCTBUU C Tabaum1en 2

HekoppekTHble ycA0BIS
XpaHeHIs1 HaOOpoB

JCIIOAb30BaTh Ha60pr, KOTOpbl€ XpaHNANICH B
HaAAe>XalnX YCAOBIIIX

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

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

Kontamunanst

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

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

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

3asBJeHHbIe IIPOMU3BOAUTEAEM XapaKTePUCTUKU TeCT-CUCTeMBI rapaHTUPYIOTCA TOALKO HPU MCII0Ab30BaHUU
MpoOMpPOK, TMpeJHa3HauYeHHBIX A4s 1octaHoBku IILIP B peaapHOM BpeMeHN, pPeKOMeHAOBaHHBIX WUAN
aJalTIPOBaHHBIX IPOM3BOJUTEAEM A5 AQHHON MoAeAu aMIlAuduKaropa.

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

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

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

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

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

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

ITPYAOKEHUE A

PacuetHsiii npeaea obHapy>keHm: TecT-cucteMsl (I'D/M4) B 3aBUCHMOCTY OT 06beMa oOpasIia, B3sITOrO Ha BEIAEAeHIe,

1 OT OOBbeMa DAL

O6pem Oopem PacueTHas PacueTHast 9yBCTBUTEABHOCTD
obpas1ia, DAIOLIAN, 9yBCTBUTEABHOCTD, AAs1 KoMmIiaekTanuii 4 u 14,

MKA MKA 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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IMTPNAOXEHUE b

METOANYECKWE YKA3AHNS ITO ITPMUMEHEHIIO
Tecr-cucrems! «AptTect CT/MG»
Komnaexmayusa 1

HA3HAUYEHMWE TECT-CUMCTEMbI
Tecr-cucrema «AptTect CT/MG» npeanasnadena Aas KauecrseHHOro onpegeaenns AHK 6axrepuit Chlamydia
trachomatis u Mycoplasma genitalium MeTOAOM IOAVIMEPA3HOI! IIeITHOV peaKIINN C AeTeKIuell pe3yAbTaToOB B peXKIMe
«peaapHoro speMenmn» (IILIP-PB) B aabopaTopHOiT KaMHM4YecKol NpakTuke. B cocras kommaekranum 1 BXogut
DK30Te€HHBIIT BHyTPeHHNIT KOHTPoAbHEIN 06paser (BKO) 4451 xonTpoas sdpexrusHocTH dTama seideaennst AHK.

XAPAKTEPUCTUKA TECT-CMMCTEMBI!

Tecr-cucrema «AptTect CT/MG» siBAsieTCsT BBICOKOUYBCTBUTEABHBIM HaOOpoM Aas BeisiBAenus AHK: aumut
AeTEeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB Bo30OyAnTeas B peakunu IT1IP-PB.

Tecr-cucrema «AptTect CT/MG» coaepxut B csoeM cocrase ¢epment ypanua-AHK-rankosnaasy (YAI) u
AYT®, uro mo3BoasteT nzbdexxkarb KoHTaMyHanyu I1IIP-cMecn mpogykramu mpeamectsyomux [IHP 1 moaydgenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B Ttecr-cucreme «AprtTecr CT/MG» wmucmoab3yercst OBICTPBINT M IIPOCTOMI IIPOTOKOA aMIIAMUKaLy,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tab6amma 1. Cocras «AptTect CT/MG»

Kommonenr O0beM, He MeHee
1. TILIP-pearenT 1,0 ma
2. ITparimepsr CT/MG 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 Marant», «AptAHK aerknit», «AptPHK »xcrpakT».

Pesyaprar ammanduxanum sk3orenHoro BKO permcrpmpyercs na xanHaae FAM/Green, pesyastaT
amnanduxanun JAHK BosOyauresernt permcrpupyercs Ha kaHaaax: HEX/VIC/Yellow aas Chlamydia trachomatis,
ROX/Orange aas Mycoplasma genitalium.

MEPHI ITPEAOCTOPOKHOCTU
Ilpn pabote ¢ Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopaTopHOIi
kayHngeckoy IIP-auarHocTuky 1 MeTogndeckye yKasaHus IPOU3BOAUTEAS.

OBOPYAOBAHUE I MATEPUAABI
— aMrANQpUKaTOP C JeTeKIUell Pe3yAbTaTOB B pesKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPa30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0O'beMa;
— 0AHOpPa30BbIe MOANUIIPOIIAEHOBbIE 3aKPBIBAOIIeCs ITpobupku oovemoM 1,5 — 2,0 m4;
— ONTUYECKN IIpo3pauHble Tpodupku Aas IILIP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3MAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBIV XalaT U O4HOPa30Bble ITepUYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMILAEKT CpeACTB 4451 00paboTky pabodero Mecra.

ITPOBEAEHVE AHAAN3A
Boigeaenne AHK ns xamHmueckoro marepnada npoussogurcs copmectHo ¢ BKO (10 Mxa Ha BblgeaeHue) B
COOTBETCTBMM C MHCTPYKLMEN GpUPMBI-U3IOTOBUTEAs peareHToB A4:1 ounctku HK.
IMoaroroska IIIIP-cmecn
0. PasaMOpo3nTh Bce peareHTHI (ITpU HEOOXOAUMOCTH), IIepeMelIaTh IepeBepHyB IMIPOOMPKI HECKOABKO pas (1Au
IepeMelIBaHeM Ha BOPTeKCce B TedyeHMe 2-4 CeKyHJ) UM COPOCUTH KallAM C IIOMOINBIO KpaTKOBPEMEHHOTO
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LeHTPUPYTUPOBAHISL.

L. B xa>KayI0 IIOCTaHOBKY aMIAM(pUKaIIY IIOMIMO JCCAeAyeMbIX 00pas3IioB 40AKHbBI BXOAUTD 3 KOHTPOABHBIX
obpas1ia: oTpunareasHsrii KouTpoas [ILP (K-), moaoxmnreasnsiit koutpoas TP (K+), oTpuijaTeAbHBIN KOHTPOAD
skcrpaxkuum (OKD).

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

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

INepememats «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (AN IepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBpPeMEHHBIM IIeHTpu(yrupoBaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKHU
Aas niposeaenns TTLP.

II. Vcrioaw3yst HAKOHEYHUK C PUABTPOM B IOATOTOBAEHHBIE ITPOOMpPKU 400aBUTH 110 10 MKa BeigeaenHon AHK
1ccAeAyeMBIX OOpasIioB.

II1. BHecTr KOHTpOABHBIE OOPa3IIhL:

1) K-: 10 mxa OKG;

2) K+:10 mka ITKGO;

3) OKD®: 10 mxa OKD.

I'epmeTnyHO 3aKpHITh MPOOMPKU KPHIIIIKaMU. B caydyae HaAmums My3sIpbKOB B pacTBOpe MAM Karleab Ha CTeHKax
IpOOMPOK — YAaAUTH KPaTKOBpeMeHHBIM LIeHTpudyrnposaHueM. Pekomen yeTcs IlepeMelIaTh COAepKnMoe IIyTeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyMOIMMM  OCKAEHMEeM  KpPaTKOBPEMEHHBIM
HeHTPUPYTPOBaHNIEM.

IlocTaroBKa peakimy aMILAVQpUKaIA

I. ITomecTuTh IOATOTOBAEHHEIE A5 Tposeenys [P npobupku B amriandgukarop.

II. B cooTBeTcTBMY C MHCTPYKIMEN K IPpUOOPY 3allpOorpaMMUpPOBaTh aMIIAM(UKAaTOp COrAacHoO TadAamie 2.

Tabamna 2. IlapameTpnl amnandpukamym®

Koa-Bo
Ilar Temneparypa, °C Bpewmst KB
Havaabnas geHaTypanis 95 15 My 1
JeHaTyparpist 95 5 cex
OTxur 63 10 cex 5
D AOHTaAIINST 67 10 cex
AeHaTypanus 95 5 cex
OTxur/ AeTekys 1o KaHaAaMm:
FAM/Green, HEX/VIC/Yellow, ROX/Orange 63 10 cex 40
D AOHTaAIINST 67 10 cex

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

III. 3amporpaMMMpoOBaTh OA0KEHNE IPOOMPOK B aMILAnpuKaTope. JoIycKkaeTcs BHITOAHATH AaHHBII IIIaT BO
BpeMs IIpOBeA€HMs aMIIAM(PUKaIMM MAM II0 ee OKOHYAHMIO, €CAM DTO II03BOAseT IIPOrpaMMHOe OOecIleyeHNe
npubopa.

IV. JaTp Ha3BaHMe DKCIIEPUMEHTY M COXpaHUTh €T0 Ha AVICKe (B DToM (aiide OyAyT aBTOMaTUYECKN COXPaHEHBI
pe3yabTaThl AaHHOTO BKCIIEPUMEeHTa). 3alyCTUTh aMIIAUpUKaTOp™.

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

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

Anaau3s pe3yabTaToOB
L. Ilepea Havaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpuOopy.
a) A4 upubopos tuna «Rotor-Gene 3000/6000/OQ»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Bei6pocos («NTC threshold/T1opo: Dona») — 10%. ITpu HeobXoauMOCTH ITOPOT
¢ona mo>xet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;

— YCTaHOBUTD 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY HTOPOT
MO>KeT OBITh U3MeHeH B agmnariazode 0,02 — 0,2*%;

- IIpM HeOOXOAMMOCTU JOIIycKaercsl axrtmsaumsi yHKuuit «Dynamic  tube/ldunamuu.gon» u  «Slope
Correct/Koppex. Yicaora».
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0) aast npubopos «Bio-Rad CFX96/Opus»*:
— YCTaHOBUTH 3HaYeHMe IapaMeTpa Ioporosoii AnHuu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TOPOT
MO>KeT OBITh M3MEHEeH B Auaraszode 25 —250%%;

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

B) aast ipubopoB «AT-96/ATupaitm/ATaaiir»*:
— yCTaHOBUTH «MeToa» — «[lopozosviil (Ct)»;

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

— YCTaHOBUTH 3HadyeHMe IapameTpa rnoporosoii ananum 10 %, moayuennoro gas obopasua [IKO B mocaegnem
nnxae amnanduxanun. ITpu HeoOxoAMMOCTI IOPOT MOXKeT ObITH M3MeHeH B AnanazoHe 5 — 30%™*;
4) A5 OCTaAbHBIX aMIIANQPUKATOPOB OTKPLITOTO THUIIA:
— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anaun 10 %, nmoaydennoro Aas odopasua I[TKO B rmocaeanem
nunkae amnandukanun. ITpu HeobxoamMocT mopor Mo>keT ObITh M3MEHeH B gnanasoHe 5 — 30%.**
3A6UCUMOCTIU 011 YCIMAHOEAEHHOU 6ePCUU NPOZPAMMHO20 obecneveHus HA36aHUS KOMAHO MOYIM HECKOADKO OMAUUAIDCSL.
*B y peu npozp 0 d mozy
e00X00UMOCTID KOPPEKINUPOSKU GbIOPOCOS 60SHUKALHT 6 CAYHUAIX CUALHOIX KOACOAHUTI PAYOpecteHL Ul 6 0MIeALHBLX Npodax.
** Heo6x00 1% op Y 0 yop 0 pob

II. BetOpats aorapmdpMmuecKyio IIKaly AAsl OTpa’keHUsA pe3yAbTaToB M BU3YalbHO IPOKOHTPOAMPOBATDL
IlepecedeHlie TIOPOTOBON AVHUN B AVHEHO YacTu pocTa Kpusoll amnandukanun. [Tpu nepecedeHnn moporosoit
AVHNY C KPUBOJ aMIIAM(UKaLINY HEe B AMHEHOM yJacTKe — [IepeMeCTUTD ee BPYYHYIO 40 HeOOXOAVMOTIO YPOBHSL.

PesyapraTsl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HaAWYNA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIT AVHMEN (4TO COOTBETCTBYET HaAMYNIO/OTCYTCTBUIO 3HAYEHNs IIOpOrosoro nukaa «Ct»
B COOTBETCTBYIOIIel rpadpe B TaDAUIIe Pe3yAbTaTOB).

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

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

Kourpoasnas KonTpoanpyembui Suadenue «Cb» 10 kanasy
TOYKa ITar aHaau3a HEX/VIC/Yellow, FAM/Green
ROX/Orange
OKD Okerpaxuyst AHK - +
K- TILIP - -
K+ TP + +

B caydae HecooTBeTCTBMs KOHTPOABHBIX TOUEK TpeOyeMBIM 3HauyeHMsIM HeOOXOAVMMO IIPOBECTU ITOBTOPHOE
1ccAe0BaHMe Bcex 0OpasIioB HauMHas co cragun skerpakunu AHK.

IV. VaTepnipetuposats peayastaTsl 1111 P-anaansa nccaesyeMsx o0pas3IioB B COOTBETCTBIM C TabamIielt 4.

TaOamma 4. Intepnperanys pe3yabTaToB 00pa3iioB

p 5 3nagenne «Ct» mo xkanHaay
€3yapTar obpasia HEX/VIC/Yellow ROX/Orange FAM/Green
IToaoxureabHBIN + +/— +/—
Ch. trachomatis
HOAO)I'(I/ITFEAI)HI)HK - + +/—
M. genitalium
OTpuriareabHbIN - - +
HeBaanauwbii - - -

«—» 0DO3HavaeT OTCYTCTBME 3Ha9€HMI «Ct», I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHIIO
«+» 0DO3HaYaeT HaAU4e 3HaYEeHVS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I IiepeceKaeT IIOPOTroBYIO AVHNIO
<<+/—>> 3Hayenue «Ct» A4 AAHHOTO KaHaJda He aHaAM3UPYeTCi

PexomeHAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) ImpoaHaamsuposarh oOpasisl 10 Kanaay BosOyaureas (HEX/VIC/Yellow, ROX/Orange), aas
IT0AO0KUTeABHBIX BBIAATh 3aKAIOYeHIe;

0) mpoaHaaM3MpoBaTh oOcTapmmecs oOpasnsl 1o Kadaly BKO (FAM/Green), Aas BaAMAHBIX BBIAATD
3aKAIO4YeHIe;

B) OCTaBIIIMeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMI.

B caysae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIP-mccaesosaHme COOTBETCTBYIOIIETO
oOpas1ia, HaunHas ¢ dTara skerpaxiym HK.
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TPAHCITIOPTUPOBKA I XPAHEHME TECT-CUCTEMBI
TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IIPY TeMIlepaType OKpy>Kalolleli cpeabl, HO He Bbie +37°C

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

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

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucremMa XpaHmUTCA B yHaKOBKe M3IOTOBUTeAs Hpu TemIileparype oT -24 °C go -16 °C. Jomyckaercs

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

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

Cpox roanoctu tect-cucreMsl «AptTect CT/MG» — 12 Mecs11ieB ¢ A4aThl U3TOTOBAEHIISL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMmosxHasa nmpuunHa
Ipo0aeMbl

BapmaHTbI pentennst mpo0aeMbl

Hert curnaaa mo xanaay
FAM/Green

HexoppexkrtHoe Boigeaenne HK
113 00pas31oB

NoBTOpUTH BhlgeaeHne HK

Hcnoas3oBaHme HEIIOAXOASIINIX
PacxoAHBIX MaTepuaAOB

UCII0AB30BaTh MpOOUpPKU Aas moctaHoBKu TILIP,
peKOMeHJ0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkaTopa AndOO aAaNTHPOBaHHBIE AAS

JCII0/b3yeMOTO mpubopa

He TIogBepraTh BO3JelcTsuio Y ®P-o0ayueHMs

OAHOPAa30BLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIIKI)

TP arnéuposaxHme

pasBecty o6pasel] B 5 pas B da0upyioiiemM Oydepe,
IIOBTOPUTD aHAAU3

JCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCII0AB30BaTh COPOEHTHBIN MeTo , BhigeaeHst HK

Het curuaaa B K+

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxo4HBIX MaTepyaA0B

UCII0AB30BaTh IpOOUpPKU 4451 mtoctaHOBKU [1LIP,
peKoMeHJOBaHHBle  (PUPMOI-TIPOM3BOANTEAEM

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

1CII0AB3yeMoro mpubopa

HexkoppexTHoe mnpurorobaeHue
TTIIP-cmecn

npurotosuTh HOBYIO I TIIP-cMech

HexoppekTHble mTapaMeTpsl
aMIIAuQpUKaIn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B
COOTBETCTBUU C Tabau1en 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

MCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHNANCE B
HaAAeXalllMX yCAOBMSIX

Haamume curanaza B K-
o kanaaam FAM/Green
u/man HEX/VIC/Yellow,

ROX/Orange

Haanume curHaaa B
OKD 13 (0) KaHaaam
HEX/VIC/Yellow,
ROX/Orange

Kontamunanst

IMpoBeCTU A€KOHTaMIMHallIOHHbIE ITPOLIEeAYPbI,
JICITIOAb30BaTh HOBLIE Ha60pb1

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

METOANYECKWE YKA3AHNS ITO ITPMUMEHEHIIO
Tecr-cucrems! «AptTect CT/MG»
Komnaexmayus 2

HA3HAYEHME TECT-CCTEMbI
Tecr-cucrema «AptTect CT/MG» npeanasnadena Aas KauecrseHHOro onpegeaenns AHK 6axrepuit Chlamydia
trachomatis u Mycoplasma genitalium MeTOAOM IOAVIMEPA3HOI! IIeITHOV peaKIINN C AeTeKIuell pe3yAbTaToOB B peXKIMe
«peaapHoro BpeMmeHn» (IILIP-PB) B aaGopaTopHOil KAMHMYECKON IIpakTuke. Kommaexramus 2 cogep>Xut
DHAOTEHHBII BHYTPEeHHUI KOHTPOAD A KOHTPOAs 9Tamna 3abopa obpasua u seideaenns AHK.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect CT/MG» sBAsIeTCST BBICOKOUYBCTBUTEABHBIM HaOOpoM Aas BersBaenusa AHK: aummur
AEeTeKIIUMU COCTaBAsIeT 5 TeHOM-DKBUBAA€HTOB BO30yAuTeAs B peaknuu [T1P-PB.

Tecr-cucrema «AptTect CT/MG» coaepxut B csoeM cocrase ¢epment ypanua-AHK-rankosnaasy (YAI) u
AYT®, uro mo3BoasteT nzbdexxkarb KoHTaMyHanyu I1IIP-cMecn mpogykramu mpeamectsyomux [IHP 1 moaydgenns
0>KHOTIOAOXKIUTEABHBIX Pe3yAbTaTOB.

B Ttecr-cucreme «AprtTecr CT/MG» wmucmoab3yercst OBICTPBINT M IIPOCTOMI IIPOTOKOA aMIIAMUKaLy,
MAEHTUYHBIN IIPOTOKOAAM TecT-cucTeM cepun «AptTect», 4TO CyIIeCTBEHHO IIOBHIIIAeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAM30B.

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

Ta6awnma 1. Cocras «AptTect CT/MG»

Kommonenr O0beM, He MeHee
1. ITLIP-peareHT 1,0 ma
2. Ipaitmepsr CT/MG 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

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

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTpPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade FAM/Green,
pesyaprar amnandukanun JAHK BosOyaureaeit permcrpupyercs Ha Kanadax: HEX/VIC/Yellow aas Chlamydia
trachomatis, ROX/Orange aas Mycoplasma genitalium.

MEPBI ITPEAOCTOPO>KHOCTU
IIpun pabote c TecT-cucTtemMoii HeobOXxogumo cobaogaTts Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKue yKa3aHs IIPOU3BOANUTEA.

OBOPYAOBAHMUE I MATEPUAABI
— aMrANQpUKaTOP C JeTEeKIUel Pe3yAbTaTOB B pesKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOIo 00beMa;
— 04HOpa30Bble HAKOHEUYHUKY C PUABTPOM A5l 403aTOPOB IIepEMEHHOIO 0O'beMa;
— 04HOPA30BbIe TOAUITPONIACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3muAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBI XalaT U O4HOPa30Bble IIepUYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMILAEKT CpeACTB 4451 00paboTku pabodero Mecra.

INPOBEAEHVE AHA/IU3A
Boigeaenne AHK n3s kamnmyeckoro martepuada IPOM3BOAUTCA B COOTBETCTBMM C MHCTPYKLIMel (pUPMBI
U3rOTOBUTEAS peareHToB Aas ounctku AHK.
IToaroroska ITIIIP-cmecu
0. Pa3aMOpo3uTh Bee peareHTs! (P HEOOXOAMMOCTH), ITIepeMeIlaTh IIepeBepHyB IIPOOMPKI HECKOABKO pa3 (1Am
IepeMelIyBaHeM Ha BOpTeKce B TeueHUM 2—4 CeKyHA) M COpPOCHMTL Kalamu C IIOMOIIBIO KpaTKOBPEeMeHHOTO
1eHTpUPyTUPOBaHUS.
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I. B xa>kayI0 ITOCTaHOBKY aMIIAM(pVKaLINY IIOMIMO MCCAeAyeMBIX 0Opa3IioB 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 — oO111ee K0AMYeCTBO peakInii aMIANPUKalU C yI€TOM KOHTPOABHBIX 00pa3IioB.

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

II. Mcrioap3yst HAKOHEYHNK C PUABTPOM B IIOATOTOB/AEHHBIE ITPOOMpPKU A400aBuTh 110 10 MK BeigeaenHon AHK
1ccAeAyeMBIX OOpasIioB.

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD: 10 mxa OKD.

I'epmeTyHO 3aKPHITH TPOOMPKYU KPHIIIKaMI. B caydae HaAWdus Iy3pIpbKOB B pacTBOpe 1AM KalleAb Ha CTEeHKaX
IpOOMPOK — YAaAUTH KPaTKOBPEMEHHBIM LIeHTpuU@yruposanmueM. PekoMeHyeTcs IepeMelllaTh COAepXuMoe Iy TeM
2-xkpatHOoro  miepesopaumsaHmsi  [ILIP-mpobmpox ¢  moCTenyommM — OCaXaeHMeM  KpaTKOBpeMeHHBIM
HeHTPUPYTPOBaHVIEM.

IlocTaroBKa peakimy aMILAV(pUKaIIA

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

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

Tabamna 2. IlapameTpnl amnandpukamym®

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

* Aonycraemcs dooasrenue waza 55 °C, 10 Mun 6 HA4AAe NPOMOKOAL AMUAUPUKAYUY OASL COBMECHTHDIX NOCMAHO60K € HADOPAMU,
mpedyouLUMY IMAn Pecepmuposanis.

III. 3amporpamMmupoBaTh OAOXKEHNE TPOOVPOK B amIianudukarope. JorycKaeTcs: BHITOAHITh JaHHBIN ITar
BO BpeMs IIpoBeJeHMs] aMIAUUKaIUM AU 110 ee OKOHYAHMIO, €CAU DTO IO3BOASIET MpOrpaMMHOe obecIiedeHne
npubopa.

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

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

Anaau3s pe3yabTaToOB
L. Ilepea Havaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEl K IpuOopy.
a) 244 npubopos Tnna «Rotor-Gene 3000/6000/0Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Bei6pocos («NTC threshold/T1opo: Dona») — 10%. ITpu HeobXoauMoOCTH ITOPOT
¢ona moxxer 6bITh U3MeHeH B Anara3oHe 0 — 30 %**;

— YCTaHOBUTD 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. ITpu HeoGX0AMMOCTY ITOPOT
MO>KeT OBITh U3MeHeH B agmnariazode 0,02 — 0,2*%;

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

6) aas mpubopos «Bio-Rad CFX96/Opus»*:
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— YCTaHOBUTH 3HaYeHMe IapaMeTpa Ioporosoii AnHun («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
nunkae amrandukanun. ITpu HeobxoamMocT Iopor MoxkeT 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 aMIIAU(PUKATOPOB OTKPBITOrO 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 3a6ucumocmu om YCmaro6AeHHOL 6epCiu NPoPAMMHOZ0 0becrieter s HA36AHUS KOMAHO MOZYM HECKOALKO OMAUUAIMLCSL.

** Heobxodumocmo Koppekmuposki 6b10p0ocos 603HUKAEH 6 CAYHASX CUADHDLX KOAeOAH I PAYOpecleHuU 6 0MOeAbHDLX 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.

Ta6amnma 3. OjeHKa pe3yabTaTOB aHaam3a KOHTPOAbHBIX TOUEK

Kourpoabnas KouTtpoanpyemsiit Suateriue «Cb) 10 KaHany
TOYKa 9Tall aHaam3a HEX/VIC/Yellow, FAM/Green
ROX/Orange
OKD5 Okerpaknyst AHK - +/—-
K- [P - -
K+ TP + +

B caydae HecooTBeTCTBIMsI KOHTPOABHBIX TOYEK TpeOyeMBIM 3HadeHMSIM HeoOXOAMMO IIPOBeCTV IIOBTOPHOE
Mccles0BaHNe BceX 00pa3lioB HauMHasl co ctagum skcrpakunu AHK.

IV. Marepnipetuposats pesyastaThl [11]P-aHaam3a nccaeayeMbIx oOpasiioB B COOTBETCTBUY € TaDAMIIelk 4.

Tabanuma 4. InTepnperanus pe3yabTaToB 00pasIioB

P 5 3unauenne «Ct» mo KkaHaay
esyapTat obpastia HEX/VIC/Yellow ROX/Orange FAM/Green
IToaoxuTe abHDIN + e e
Ch. trachomatis
HOAO)I'(I/IT'EAbelﬁ e + v
M. genitalium
OTpumaTeabHbI - - +
HeBaanauabiin - - -

«—» 0Do3HayvaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxammm He epecekaeT IOPOTOBYIO AUHUAIO
«+» oDo3HavaeT Haamdue 3HadeHust «Ct», rpadpuk amnanduKanym rmepecekaer IOPOroBYIO AUHAIO
«+/—» 3Havenne «Ct» 4451 JAHHOTO KaHaJa He aHAAU3UPYeTCs

PexoMeHAyeMBIl1 aATOPUTM aHaAM3a 0Opa3IioB:

a) InpoaHaamsuposarh oOpasusl 10 KkaHady BosOyauteas (HEX/VIC/Yellow, ROX/Orange), aas
IT0A0KNUTEABHBIX BBIAATh 3aKAIOYeHIIE;

0) mpoaHaamsupoBarh ocrasmmecs: oOpasnsl 1o kKanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAI0ueHIe;

B) OCTaBIIIMeCs] OOPa3LIbl ABAAIOTCS HeBaAUMAHBIMI.

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

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

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

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucremMa XpaHmUTCA B yHaKOBKe M3IOTOBUTeAs Hpu TemIileparype oT -24 °C go -16 °C. Jomyckaercs

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

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

Cpox roanoctu tect-cucreMsl «AptTect CT/MG» — 12 Mecs11ieB ¢ A4aThl U3TOTOBAEHIISL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMmoskHasa mpuunHa
Ipo0aeMbl

BapmuanThl pemens ipo06aeMbl

HeTt curnaaa mo xanaay
FAM/Green

HexoppekTHBIit 3a60p
611010TIYeCKOTO MaTepuaja

IIOBTOPUTL 3a00p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

OBTOPUTH BhldeaeHne HK

Vlctnoaw3oBanue
HENOAXOASIINX PacXOAHBIX
MaTepualoB

JCII0Ab30BaTh NpoOUpKN 4451 nocranosku ITLIP,
peKOMeHAOBaHHbBIE (PUPMOII-IIPOU3BOAUTEAEM
amnandukatopa AMOO aAaITUPOBAHHBIE AAS
JCII0Ab3yeMOTO mpubopa

He TMoABeprath Bo3JeicTsuio Y®-o0aydeHN:

OAHOPAa30BbIN I11aCTUKOBBIN pacxoAHbIN

Martepnaa (IpobUPKY, HAKOHEYHIKI)

TP yarnéuposaxHme

passecTyt 0Opaszel B 5 pa3 B DAI0UPYIOIIeM
Oydepe, HOBTOPUTH aHAAU3

JCII0AB30BaTh HOBBIN OOpasel] MaTepuala

JCIIOAB30BaTh COPOEHTHBIN MeTo , BhigeaeHns HK

Het curnaaa B K+

Vlctnoawn3oBanue
HENOAXOASIIVX PacXOAHBIX
MaTepualoB

JICIIOAB30BaTh IIPOOUPKYU AAst TocTaHOBKM [111P,
peKoMeHAOBaHHbIe (PUPMOI-TIPOM3BOANTEAEM
aMmnandukatopa AubOO ajanTUpPOBaHHLIE AAS
1CTI0Ab3yeMOro npudopa

HexkoppexTHoe mnpurorobaeHue
TTIIP-cmecn

npurotosuTth HOBYIO ITITP-cmech

HexoppekTHble mTapaMeTpsI
aMIIAQpUKaLmn

YCTaHOBUTH IapaMeTpbl aMIIANPUKALIUN B
COOTBETCTBUU C TabAMIIEN 2

HexoppekTHble ycAOBIL
XpaHeHI: HaOOpOB

MCITIOAB30BaTh Ha60pbl, KOTOpbI€ XpaHUANCH B
HaaAe>XauX yCAOBISIX

Haauuwne curamaaa 8 OKD o
kanaaam HEX/VIC/Yellow,
ROX/Orange

Kontamunanst

IpoBeCcTr A€KOHTaMIMHallVIOHHbIE ITPOIEeAYPbI,
MCITIOAB30BaTh HOBLBIE Ha60pr

! boaee 11oAHOe orIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIINU I10 IIPVIMEHEHIO
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MMPUAOXEHUE I
METOAUYECKUE YKA3AHUS 11O ITIPMMEHEHITO
Tect-cuctemsr «<AptTect CT/MG»
Komnaexmayus 3

HA3HAYEHME TECT-CCTEMbI
Tecr-cucrema «AptTect CT/MG» npeanasHadena Aas KadecrseHHOro onpegeaenns AHK 6axrepuit Chlamydia
trachomatis 1 Mycoplasma genitalium MeTOAOM ITOAMMepPa3HOI LIEITHON PeaKIUM C AeTeKIVell pe3yAbTaTOB B peXXuMe
«peaasHoro BpeMeHn» (ITLIP-PB) 6e3 cragun sxcrpaxunu AHK B 21a60paTopHOI KAMHIMYECKOI TPAKTHKE.

XAPAKTEPUCTUKA TECT-CMCTEMBI!

Tect-cucrema «AptTect CT/MG» sABAsIeTCA BBICOKOUYBCTBUTEABHBIM HaOOpoM A4as BbLaBaenyst AHK: amnmur
AeTeKIIUMU COCTaBAsIeT 5 TeHOM-DKBUBAA€HTOB BO30yAuTeAs B peaknyu [T1P-PB.

TecT-cucrema cogep>XuTt B cBoeM coctase pepmeHT ypauua-AHK-rankosnaasy (YAD) u 2¥YT®, aro mossoasieT
n3b6exxaTh KoHTaMuHauuu [11P-cmecn mpogykramu npeamectsyomuyx [P 1 moaydeHns 10>KHOIIOAOXUTEABHBIX
pe3yabTaToB.

B Tect-cucreme «AptTect CT/MG» wmcrmoabsdyercst OBICTPBINI UM IPOCTOMl IIPOTOKOA aMIIAMPUKaLINIY,
MAEHTUYHBIN IIPOTOKOAaM TecCT-cucTeM cepun «AptTect», 4TO CyIIeCTBEHHO ITOBBIIIaeT IIOTOYHOCTD 1a00paTOPHBIX
aHaAU30B.

Kommnaekranusa paccaurana Ha riposedenne 100 peaknuii (tabanma 1).

Ta6amnma 1. Cocras «AptTect CT/MG»

Kommonenr O0beM, He MmeHee
1. IILIP-pearent 1,0 Mma
2. Ilparimepsr CT/MG 1,0 ma
3. T[IKO 0,5 ma
4. OKO 1,0 ma

Aas »rana 3abopa 00pas3loB peKOMeHAyeTCs MCIIOAb3OBaHMe peareHTOB: «TpancnoprtHas cpega»,
«TpancoprHas cpega ¢ MykoauTukom» (mpoussogcrsa OOO «AptbuoTex», Pb).

Pesyaprar amnandukanuy HAOTEHHOIO BHYTPEHHEIO KOHTPOAs perucrpupyercs Ha KaHale FAM/Green,
pesyaprar amnandukanyy AHK BozOyanureaeit perucrpupyercs Ha Kanadax: HEX/VIC/Yellow aas Chlamydia
trachomatis, ROX/Orange aas Mycoplasma genitalium.

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote ¢ Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopaTopHOIL
kayHngecko IIP-auarHocTuky 1 MeTogndeckre yKasaHus IPOU3BOAUTEAS.

OBOPYAOBAHUE I MATEPUAABI
— aMrANQpUKaTOP C AeTeKIUel Pe3yAbTaTOB B peXKIMe «pealbHOTO BpeMeHI»;
— T'IIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITepeMEHHOT0 00BbeMa;
— 04HOpa30Bble HAKOHEYHUKY C PUABTPOM A5l 403aTOPOB ITIepEMEHHOIO 0ObeMa;
— 04HOpa30BbIe ITOANIIPOIAEHOBbIE 3aKPhIBAIOIINeCs ITPpoOUpKU oobeMoM 1,5 — 2,0 Ma;
— OIITUYECKN IIpo3pauHble Tpobupku Aas ITLIP-PB, agantuposaHHbIe 4451 MCIIOAB3YEMOTO aMILANpUKaTOPa;
— IITaTVUBH A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x021041AbHUK OT +2°C 20 +8°C ¢ MOpo3MabHOI KaMepoii ot -24°C g0 -16°C;
— OTJe/ABHBII XaJaT U OAHOPA30BbIe IIepYaTKy;
— €MKOCTb 4451 cOpoca HaKOHEUHKOB;
— KOMILAEKT CPeACTB 4451 00paboTky pabodero Mecra.

IMOATOTOBKA MUCCAEAYEMOI'O MATEPUAAA

Ot6op 00pasoB Ma3KOB, COCKODOB 1 OTAEAsIeMOIrO CAM3UCTBIX 00040YeK YPOTeHMTaAbHOTO TpaKTa
OCYIIIeCTBASIETCS B COOTBeTCTBIU C cymiecTByomumMu THITA, MeToandeckuMu yKa3aHUAMI U UHCTPYKIIUAMMU.

Ilepes otGopoM Ma3KOB He JOITyCKaeTcs IIpOBeJeHNe TUTMEeHNYeCKMUX IpoIedyp, a TakKe oOpabOTKa
MeAUIIMHCKVMI IIperapaTaMIL.

He pexomenayercsa wmcnoabsoBath <«30Hg «lHOHOHa»: ypOreHHMTaabHbBIN», PEKOMEHAOBaHBI K
Mcroab3oBaHnIo «30H4 «OHOHa»: yporeHUTaabHBIV (PAOKMPOBAHHBIN», «30HA «IOHOHa»: IIMTOIETKa».

He aomyckaetcst 3amopaskmusaHue oOpasiios. Ilepes mocranoskoir 11LIP obpasiisl mmepemerriaTte Ha BOpTeKCe,

KpaTKOBPEeMEeHHBIM IIeHTpUQyTpOoBaHIieM 0CasuTh KarlaM CO CTeHOK IIPOOMPOK.
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IMPOBEAEHUE AHAAU3A

IMoaroroska ITIIP-cmecu

0. PaaMopo3uTs Bce peareHTHI (Ipy HEOOXOAVIMOCTH), IlepeMelIaTh IlepeBepHYB IIPOOMPKI HECKOABKO pa3 (AU
IlepeMelllMBaHXeM Ha BOpTeKce B TedeHUM 2-4 ceKyH4) UM COPOCUTH Kalau C IIOMOIIBIO KpaTKOBPEeMeHHOIO
LeHTpUPyTUPOBAHNS.

I. B ka>XAyI0 ITOCTaHOBKY aMIIANpUKaINY IIOMUMO VCCAeAyeMBIX 00pasLioB AOAKHBI BXOAUTD 2 KOHTPOABHBIX
obpasiia: orpunjateAbHsIl KOHTpoAab [P (K-), moaosxureasnsiit koHTpoAas TP (K+).

B npobupxe o6bemom 1,5 — 2 ma npurorosuts «Macrep Muxc»:

10*(N+1) mxa IIIIP-pearenTa + 10*(N+1) MKA rIpaiMepoB
I'ae N — oO111ee K0AMYeCTBO peakInii aMIANPUKalU C yIeTOM KOHTPOABHBIX 00pa3IioB.

ITepemermaTs «Mactep Mukc» myTem 5-T1 KpaTHOTO IlepeBopadiBaHILsI IPOOUPKY (AU IIepeMeIlBaHyeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), 0CaAUTh KpaTKOBPeMeHHBIM IIeHTpuyTrupoBaHmeM 1 BHecTy 10 20 MKA B IPOOVPKHA
Aas nnposeaenns TTLP.

IL. Vicrmoap3yst HAKOHEYHUK C (PUABTPOM B IOATOTOBAEHHBIE MPOOUPKM A00aBuUTh 1o 10 MKA MccaesyeMBIX
0OpasIos.

II1. BHecTr KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mxa ITKO.

I'epmeTnyHO 3aKpHITh MPOOMPKY KPHIIIIKaMU. B caydae HaAmums My3pIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
HpOOMPOK — YAaAUTh KPaTKOBPEMEHHBIM LIeHTpuyrupoBaHeM. PekoMeHIyeTcs ITepeMenaTh ComepKIMoe IIyTeM
2-xkparHOoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyMOmMM  OCOKAEHMEeM  KpPaTKOBPEMEHHBIM
LeHTPpUPyTrupoBaHeM.

IlocTraroBKa peakimy aMILAVpUKaI

I. ITomecTuTh IOATOTOBAEHHEIE A5 Tposeenys [P npobupku B amriandgukarop.

II. B cooTBeTcTBMY C MHCTPYKIMEN K IPUOOPY 3allpOorpaMMUpPOBaTh aMIIAN(UKAaTOp COrAacHoO TadAamie 2.

Tabamna 2. IlapameTpnl amnandpukamym®

Koa-Bo
lar Temneparypa, °C Bpewmst —
Hagaabnas geHaTypans 95 15 Mmun 1
AeHaTypanus 95 5 cex
OT1xur 63 10 cek 5
D AOHTaIINST 67 10 cex
AeHaTypanus 95 5 cex
Orxur/leTekums 1o KaHalam:
FAM/Green, I'?EX/VIC/Yellow, ROX/Orange 63 10 cex 40
DAOHTaIIVSI 67 10 cex

* Aonyckaemca dobasaenue waza 55 °C, 10 Mui 6 HAUAAE NPOMOKOAL AMNAUPUKALUU OASL COBMECHIHDIX NOCMAHO60K C HADOpAMU,
mpedy1ouUMU IMAn pesepmuposarus.

III. 3amporpaMMMpoOBaTh IOA0KEHNE IPOOMPOK B aMILAnduKaTope. JoImycKkaeTcs BBITOAHATH AaHHBII IIIaT BO
BpeMs IIpoBeJeHNS aMIAM(UKaINU MAM 10 ee OKOHYAHMUIO, ecAM BTO II03BOAAeT IpOrpaMMHOe o0DecIleueHIe
npubopa.

IV. JaTp Ha3BaHMe DKCIIEpMMEHTa ¥ COXpaHUTD €T0 Ha AVICKe (B 9ToM aiile OyAyT aBTOMaTHUIECKV COXpaHEeHEI
pe3yabTaThl AaHHOTO BKCIIEPUMEeHTa). 3allyCTUTh aMIIAUpUKaTOp™.

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

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

Anaau3s pe3yabTaToOB
L. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpuOopy.
a) aasa upubopos Tura «Rotor-Gene 3000/6000/Qx»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Beiopocos («NTC threshold/Tlopo: Dona») — 10%. ITpu HeobXoauMOCTH ITOPOT
¢ona moxer 6bITh U3MeHeH B Anaria3oHe 0 — 30 %**;
— YCTaHOBUTH 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY HTOPOT
MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;

— HOpu  HeoOXOAVMOCTU AOIYCKaeTCs aKTMBAIIVsL CBYHKLU/HZ «Dynamic  tube/Junamuu.gpon» m «Slope
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Correct/Koppex. Yicaora».

0) aast npubopos «Bio-Rad CFX96/Opus»*:

— YCTaHOBUTH 3HaYeHMe IapaMeTpa Ioporosoii AnHuu («Single Threshold») — 50. I1pn HeobxoAMMOCTI TOPOT
MO3KeT OBITh M3MEHEeH B Amariazode 25 —250%%;

— HIpu HeoOXOAMMOCTU AOTycKaeTcs: akTuBaumss PpyHKouir «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».
B) 244 upubopos «AT-96/ATupaim/ATaaiT»*:

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

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

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

— YCTaHOBUTH 3HadyeHMe IapameTpa noporosoi anauu 10 %, nmoaydsennoro aas odopasua I1IKO B mocaeanem
nnxae amnanduxanun. ITpu HeoOxoAMMOCTI IOPOT MOXKeT ObITh M3MeHeH B AnanazoHe 5 — 30%™*;

A) A5 OCTaABHBIX aMIIAN(PUKATOPOB OTKPHITOTO TUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii ananu 10 %, moaydennoro aas oopasua IIKO B nmocaeanem
nuxae amnandukanun. ITpu HeodbxoamMocTy IOPOT MOXKeT ObITh M3MeHeH B AnanasoHe 5 — 30%.**

* B 3asucumocmiu om yYcmaHo8AeHHOL 8epCUll NPOZPAMMHO20 0becneteHus HA36AHUS KOMAHO MO2YM HECKOADKO OMAUUAMDbCSL.

Yy P poep Yy
** Heobxo0umocnv KoppeKmuposKu 6b10p0cos 603HUKACT 8 CAYUAAX CUADHDLX KOAeOAHUT PAyopect,eHuU 6 0MOeAbHBIX nPooax.
P Yy yop p

II. Betbpats aAorapudpMmuUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAMPOBATDL
IlepeceveHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukauym. ITpu nepecedennu moporosoit
AVHNY C KpUBOJ aMIIAM(UKaLINY He B AMHEHOM yJacTKe — [IepeMeCTUTD ee BPYYHYIO 40 HeOOXOAVMOTIO YPOBHSL.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HaAWYUA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIT AVHMEN (ITO COOTBETCTBYET HAANINIO/OTCYTCTBUIO 3HaUEeHUs IIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIeli rpade B Tabanlle pe3yAbTaToB).

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

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

Ko o a Ko o . 3nauenne «Ct» mo kaHaay
HTPOAbHASI HTPOAVIPYEMBIN
p poanpy HEX/VIC/Yellow,
TOYKa 9Tarl aHaamsa FAM/Green
ROX/Orange
K- I1LIP - +/—
K+ I1LP + +

B caygae HecooTBeTCTBIA KOHTPOABHEIX ToueK K- 11 K+ HeoOXxoa1Mo mpoBecTyt TIOBTOpPHOE 1CCAeJ0BaHMe Beex
06pa31oB HauMHasI co craguy rmocraHosku ITIP.

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

Tabauma 4. InTepnpeTranus pe3yabTaToB 00pasIiosB

P 5 3unauenne «Ct» mo KkaHaay
esyapTat obpastia HEX/VIC/Yellow ROX/Orange FAM/Green
IToaoxurteabHBIN + v v
Ch. trachomatis
IToaoxureabHBI e + e
M. genitalium
OTtpumaTeabHbI - - +
HeBaanauabiin - - -

«—» 0Do3HavaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxammm He epecekaeT IIOPOTOBYIO AUHUAIO
«+» oDo3HavaeT Haamuue 3HadeHust «Ct», rpadpuk amnanduKkanuy rnepecekaer IOPOroBYIO AUHAIO
«+/—» —3nauenne «Ct» 2151 AQHHOTO KaHaAa He aHAAVBUPYETCs

PexoMeHAyeMBIll aATOPUTM aHaAM3a 00pa3IioB:

a) mpoaHaamsuposarh oOpasusl 10 KkaHaay Bo3Oyaureas (HEX/VIC/Yellow, ROX/Orange), aas
IIOA0>KUTEABHBIX BBIAATh 3aKAIOUEHIIE;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o kKanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAI0UeHIe;

B) OCTaBIIMeCs] 0Opa3LIbl SIBASIOTCS HEBAAUAHBIMIL.

B caydae HeBaamaHOTro oOpasija Tpebyerca mosTopHO Iposectu IIIIP-mccaesosaHMe COOTBETCTBYIOIIETO
obpas1ia, HaunHas1 co craguu rocraHosku 1P nam co cragun 3abopa Marepuada.

Peructpamua MH 8 Pocagpasramsope 3
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TPAHCITIOPTUPOBKA I XPAHEHUE TECT-CUCTEMBI

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

TecT-cucreMa XpaHUTCS B yIIaKOBKe M3TOTOBUTeAs ITpU TeMmIiepaType oT -24°C 40 -16°C. JonyckaeTcs XxpaHeHMe
TecT-cucTeMbl Ipu Temnepatype +2 — +8 °C (40 30 cyToK).

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

Cpox roanoctu tect-cucreMsl «AptTect CT/MG» — 12 MecsI11eB ¢ 4aThI U3TOTOBAEHS.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema Bo3sMmoskHasa mpuunHa BapmaHTbI pentennst mpo0aeMbl
po0aeMbl
Het curnaaa o kanaay HexoppekTHblit 3a60p IIOBTOPUTSH 3a00p
FAM/Green 611010TII9ECKOTO MaTepuasia
McrioanssoBanne UCIIO/AB30BaTh ApYIVE 30HABL A4Sl OTOOpa
HEIIOAXOASIIINIX PaCXOAHBIX Marepuaja
MaTep1aa0B UCIIO/AB30BaTh IIPOOUpPKM A nocraHosku I1LIP,

peKOMeHJ0BaHHBIe  (PUPMON-IIPOU3BOJUTEAEM
amrnandukatopa AnOO ajalTUPOBAHHEIE AAS
MCII0/Ab3yeMOTo mpubopa

He TIoABepraTh BO3AelcTBuio Y®P-obaydyeHm:
OAHOPA30BbII I11aCTUKOBBIN pacxoAHbIN
MaTepuaa (IpoOMpPKY, HAKOHEYHIIKI)

TP yarnéuposaxHme pasBectu obpasel] B 5 pas B da10upyloiieM oydepe,
IIOBTOPUTE aHAAU3

MCII0Ab30BaTh HOBHIN 0Opasel] MaTteprada

nposectu sTan Beidesennst AHK aasa obpasia

Hert curnaaa B K+ Wcnoar3oBanne UCII0AB30BaTh MPOOUpPKN AAst moctaHosku I1LIP,
HEeIIOAXOAAIINX PacXOAHBIX pEKOMeHJ0BaHHBle  (PUPMON-IIPOU3BOJUTEAEM
MaTep1aloB amrandukaropa AnbOO ajalTHUpPOBaHHBIE A

MCII0Ab3yeMOTo mpubopa

HexoppexTHoe npuroTosuTh HOBYIO ITIP-cMmech
npurorosaeHne [TI1P-cmecn

HexoppekTHble mapaMeTpsl | yCTAaHOBUTH ITapaMeTphl aMIANpUKaIINI B

aMTAnpUKaIn COOTBETCTBUM C TabAnIIe 2
HexoppexkrHble ycaoBus MICII0/b30BaTh HAOOPHI, KOTOPBIE XPaHUANCH B
XpaHeHus1 HAOOPOB HaAAEeXKallVX YCAOBMSIX
Haanane curnaaa B K-1mmo KonrammnHarimst IIPOBECTY AeKOHTaMUHAIVIOHHbIE IIPOLIeAYPBL
kaHaaam HEX/VIC/Yellow, JCII0Ab30BaTh HOBbIe HAOOPHI

ROX/Orange

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

METOANYECKWE YKA3AHNS ITO ITPMMEHEHIIO
Tecr-cucrems! «AptTect CT/MG»
Komnaexkmanus 4

HA3HAYEHME TECT-CCTEMbI
Tecr-cucrema «AptTect CT/MG» npeanasHadena Aas KauecrseHHOro onpegeaenns AHK 6axrepuit Chlamydia
trachomatis 1 Mycoplasma genitalium MeTOAOM IOAVIMEPA3HOI! IIeITHOV peaKIINy C AeTeKIuell pe3yAbTaToOB B peXKIIMe
«peaapHoro BpeMenu» (IIIP-PB) B aabGopaTopHoit KamHmMueckoii mnpaktuke. Kommnaekrarmusa 4 sApaserca
BBICOKOUYBCTBUTEABHON M IIO3BOASET AONOAHUTEeAbHO aHaamsuposath PHK Bo3OyauTeas, a Takke MCIIOAB30BaTh
0opImiT 00beM BblA€A€HHBIX HyKAEMHOBBIX K11ca0T (gazee HK).

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect CT/MG» siBAsIeTCS BBICOKOUYBCTBUTEABHBIM HabopoM aast ssusiBaenns JAHK/PHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunm [TIIP-PB.

Tecr-cucrema «AptTect CT/MG» coaepxut B csoeM cocrase ¢epment ypanua-AHK-rankosnaasy (YAI) u
AYT®, uro nmospoasteT nzdexxkarb KoHTaMuHauuy IIIP-cMecn npogykramu npeamectsyiomux ITHP 1 noayyenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B rtecr-cucreme «AprtTect CT/MG» wmcroapdyercs OBICTPBII M IIPOCTOM IIPOTOKOA aMIIAMQUKaLINM,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tab6amma 1. Cocras «AptTect CT/MG»

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. ITparmepsr CT/MG 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

Aas srana skcrpaknyy HK u3 obpasija pexkoMmengyercst ucrnoapzosanne peareHtos: «ApTtAHK Kamunk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK »sxcrpakT».

PesyapraT amnanduxanuy sHAOTEHHOTO BHYTPEeHHEIO KOHTPOAs peructpupyercs Ha KaHaae FAM/Green,
pesyabprar amnandukanum HK BosOyauteaert perucrpupyerca Ha kaHaaax: HEX/VIC/Yellow aas Chlamydia
trachomatis, ROX/Orange aas Mycoplasma genitalium.

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

OBOPYAOBAHMUE I MATEPUAABI
— aMIANQPUKaATOP C AeTeKIMell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— LeHTpuUdYyTra/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOIo 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;
— OTJeABHBII XaAaT U OAHOPa30Bble IepyaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

ITPOBEAEHUE AHA/AN3A
Boigeaenne HK m3 kamHMYeckoro martepmasda IPOU3BOAUTCS B COOTBETCTBUM C MHCTPYKIMeN (pUpMBI
M3TOTOBUTEAS peareHToB AAs1 ouncTku HK.
IToaroroska ITIIIP-cmecu
0. Pasmopo3uTh Bce peareHTH (IIpyM HEOOXOAMMOCTHM), IIepeMeIaTh IepeBepHyB IMPOOMPKM HEeCKOABKO pa3
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(MAM mepeMeIlBaHMEM Ha BOpPTeKCe B TedeHMM 2—4 CeKyHJ) M cOpOCUTH KaIlAlM C IOMOIIBIO KPaTKOBPEMEHHOTO
1eHTpUyTUPOBaHUS.

I. B Kkaxayl0 HOCTaHOBKY aMHOAM(UKAIINM IIOMUMO MCCA€AyeMBIX OOpaslloB JOAXKHBI BXOAUTH 3
KOHTPOABHBIX 0Opasia: orpunareapHsii KoHTpoas [IHP (K-), moaoxwmreasHsrii konrpoap IIHP (K+),
OTpHUIIaTeABHBIN KOHTPOAb 9KcTpakuyu (OKD).

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

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

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

II. Jicmoap3yst HAKOHEUHNUK C (PUABTPOM B IIOATOTOBAEHHBIE TPOOVPKM A406aBuTh 110 30 MKa BeigeaeHHBIX HK
nccaelyeMbIX 0OpasIioB.

III. BHecTu KOHTpPOABHEIE OOpa3IIBI:

1) K-:30 mxa OKO;

2) K+:30 mka ITIKG;

3) OKD: 30 mxa OKD.

I'epmeTnyHO 3aKpHITh MPOOMPKY KPHIIIIKaMU. B caydyae HaAmums My3sIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
HpOOMPOK — YAaAUTh KPaTKOBPEMEHHBIM LIeHTpudyruposanneM. PekoMeHIyeTcs IepeMeniaTh COmepKMoe IIyTeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyMOIMMM  OCKAEHMEeM  KpPaTKOBPEMEHHBIM
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.

TaGamniia 2. IlapameTpnl aMnanpukanm

Koa-so
lar Temneparypa, °C Bpewmst K AOB
OOpaTHas TPaHCKPWIIIINS 55 10 Mmun 1
Hauvaabnas geHarypans 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OTxur 63 10 cex 5
D AOHTaAIINST 67 10 cex
JeHaTyparpist 95 5 cex
OTxur/ AeTekys 1o KaHaAaMm:
FAM/Green, HEX/VIC/Yellow, ROX/Orange 63 10 cex 40
DAOHTaIIVSI 67 10 cex

III. 3amporpamMmmupoBaTh OAOXKEHNE POOVPOK B amrianudukarope. JormycKaercs: BHITOAHITh AaHHBIN ITar
BO BpeMs IIpOBeAeHMs aMIIAMpUKAIIUY AU 10 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 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.

Anaau3s pe3yabTaTOB

L. Ilepea Hagaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOJIKM B COOTBETCTBUY C MHCTPYKIIMEN K IIproOopy.

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

— yCTaHOBUTH 3HaueHNe napaMerpa Bei6pocos («NTC threshold/TIopo: @ona») — 10%. ITpu HeobXoauMoOCTH ITOPOT
¢ona mo>xet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;

— YCTaHOBUTH 3Ha4YeHMe apaMeTrpa noporosoit aunHum (« Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY TOPOT
MOKeT ObITh M3MeHeH B aAnariasone 0,02 — 0,2*%;

- IIpM HeOOXOAMMOCTU JOIIycKaercsl axrtmsaumsi yHKuuit «Dynamic  tube/ldunamuu.gon» u  «Slope
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Correct/Koppex. Yicaora».

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

— YCTaHOBMTL 3HadeHMe IapameTpa roporosoii anaun («Single Threshold») — 50. I1pu Heob6xoAMMOCTHI HTOPOT
MO3KeT OBITh M3MEHEeH B Amariazode 25 —250%%;

— IIpu HeoOXOAMMOCTU AoITycKaeTcsa akrusauvs pyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».
B) A4 ipubopos «AT-96/ATupaiim/AT aavT»*:

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

— YCTaHOBUTH 3HadyeHMe IlapaMeTpa noporosoii anHun 10 %, nmoaydennoro aas obpasia ITKO B nocaesnem
nuxae amnanduxanun. ITpu HeodbxoauMocTy 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 amnanduxanun. ITpu HeoOxoAMMOCTH IOPOT MOXKeT ObITH M3MeHeH B AnanazoHe 5 — 30%™*;

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

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

* B 3a61cUMOCIIU 011 YCIAHOGACHHOTL 6ePCUL NPOZPAMMHO020 00echeter s HA36AHUL KOMAHO MOZYH HECKOALKO OMAUUAMDCSL.

** Heobxodumocmv KOppekmuposku 6o10p0ocos 603HUKAL 6 CAYHUAX CUADHBIX KoAOAHUE PAYOpecteHlull 6 0mMIeAbHbIX npodax.

II. Betbpars AorapudpMmuyUecKylo IIKaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepecevyeHle IIOPOTrOBOI AMHNUY B AMHEITHOI YacTy pocTa KpMBON aMrandpukauym. ITpu nepecedennu moporosoit
AVHNY C KPUBOJ aMIIAM(UKaLINY He B AMHEHOM yJacTKe — [IepeMeCTUTD ee BPYYHYIO 40 HEOOXOAVMOIO YPOBHSL.

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

IIL. Yaocroseputncsa, uyro IILIP-uccaegoBanme BaAuMAHO: KOHTPOABHBIE TOUKM — aHAAM3a  AOAYKHBI
COOTBETCTBOBATh 3HaUY€HUAM, ITPUBEAEHHBIM B TabAu1ie 3.

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaaVi3a KOHTPOAbBHBIX TOY€K

Kourpoabnas Kourpoanpyemsii Snaverme «Ct» o xkanaay
TOYKa 9TaIl aHaau3a HEX/VIC/Yellow, FAM/Green
ROX/Orange
OKD Bxcrpaxuns HK - +/—
K- ITLIP - -
K+ TILIP + +

B cayyae HecooTBeTCTBMSI KOHTPOABHBIX TOUeK TpeOyeMBIM 3HaueHMsIM HeoOXOAMMO IPOBECTU ITOBTOPHOE
1ccAe0BaHNe Bcex 00pa3IioB HauMHasI co craauny skerpaxnnu AHK.

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

TaOamma 4. InTepnperanys pe3yabTaToB 00pa3iioB

p 5 3nagenne «Ct» mo xkanHaay
esyspTat obpasnia HEX/VIC/Yellow ROX/Orange FAM/Green
I[MoaoxureabHBI + e v
Ch. trachomatis
HOAO)I.(I/IT?AI)HI)IIZ e + e
M. genitalium
OTpuriaTeabHbIV - - +
HeBaanaubiit - - -

«—» 0bozHauaeT orcyTcTBue 3HaueHns «Ct», rpadpuk aMIanduKanm He mepecekaeT IOPOTOBYIO AVHIIO
«+» obo3HavaeT Haanuue 3Hadenust «Ct», rpadpuk amnanduKkanyuy rmepecekaer IOPOroBYIO AUHAIO
«+/—» 3HaueHne «Ct» 415 AaHHOTO KaHaJa He aHaAU3UPYeTCs

PexomeHAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3MpoBaTh oOOpasnsl 1o KaHady BosOyauteas (HEX/VIC/Yellow, ROX/Orange), aas
II0OA0>KUTEABHBIX BEIAATh 3aKAIOUEeHNE;

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

B) OCTaBIITMEC OOPa3IIbI ABASIOTC HeBaAMAHBIMIA
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B cayuyae nesaamanoro oOpasua TpeOyercs mosropHo mposectu ITLIP-mccaegoBanme cOOTBETCTBYIOIIETO

oOpas1ia, HaunHas ¢ dTara skerpaxiyy HK.

TPAHCITIOPTUPOBKA M1 XPAHEHUE TECT-CUCTEMBI
TpaHcropTpoBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IPU TeMIlepaType OKpy>Kalolleli cpeAbl, HO He Bbie +37°C

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

TpaHCIIOpTa B YCAOBMIIX, O6eCH€‘II/IBaIOH_U/IX COXpaHHOCTb, B COOTBETCTBUI C IIpaBudaMIl IIEPEBO3KIM TIPY30B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

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

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

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

Cpox roanoctu tect-cucreMsl «AptTect CT/MG» — 12 Mecs11ieB ¢ A4aThl MI3TOTOBAEHIIL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3MoskHasA mpuyanHa
Ipo0aeMBbl

BapmanTbl permennst mpo0aeMbl

Het curnaaa o xanaay
FAM/Green

Hexoppexrhslit 3a60p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTS 3ab0p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

IOBTOPUTS BhlgeaeHue HK

Hcnmoas3oBaHme HEIIOAXOASIINIX
PacxoAHBIX MaTepuaAOB

JICITIOAB30BaTh HpO6I/IpKI/I AAS ITOCTaHOBKI

TI1IP, peKOMeHAOBaHHbIe Pupmoit-
nponsBoAuTeseM  aMmnaudukatopa  Anbo
aJanTHPOBaHHLIE AAST MCIIOAb3YeMOTO
npudopa

He IIoABepraTh Bo3AeiicTBuiO Y®P-00aydeHMs

OJAHOPA30BBIM  IIAACTUKOBBIVI ~ PACXOAHBIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP narnéuposaHme

passecTy oOpasel] B 5 pa3 B DAI0UPYIOLIEM
Oydepe, moBTOpUTE aHAAU3

MCII0/b30BaTh HOBBII 0Opasel] MaTepuasia

MCII0Ab30BaTh COPOEHTHBIN MeTO/ BhlAe AeHU
HK

Het curaaaa B K+

Vcnnoap3oBaHue HETTIOAXOASIIITUIX
pacxogHbIX MaTep1aaoB

JICIIOABb30BaTh HpO6I/IpKI/I AAsl  IIOCTaHOBKU

I11P, PpeKOMeHOBaHHbIE Jupmori-
Ipou3BoAuTeZeM  aMmaudukatopa  AubdO
aJalTUPOBAHHbIE A5 UCII0AB3YEMOTO
npudopa

HexoppekTHOe mpUroTOBAEHME
TTIIP-cmecn

OpuUroToBUTh HOBYIO ITIIP-cMmech

HekoppekTHble mmapamMeTpsl
aMnanduKanun

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B
COOTBETCTBUM C TabAmIen 2

HekoppekTHrle ycaA0BMs
XpaHeHI: HaOOpOB

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

Haauuwne curamaaa 8 OKD o
kanmaaam HEX/VIC/Yellow,
ROX/Orange

Kouramunars

OPOBECTU A€KOHTaMMHALIMIOHHEIE IIPOLIeAyPhI;
MCII0AB30BaTh HOBbIEe HAOOPEI

1 boaee 1104AHOe OIMICaHVE XapaKTepUCTUKHM TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO
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ITPNAOKXEHME E

METOAUYECKUE YKA3AHMS 1O ITPMMEHEHUIO
Tecr-cucrems! «AptTect CT/MG»
Komnaexmayusa 11

HA3HAUYEHMUE TECT-CUCTEMBI

Tecr-cucrema «AptTect CT/MG» npeanasnadena Aas KauecrseHHOro onpegeaenns AHK 6axrepuit Chlamydia
trachomatis u Mycoplasma genitalium MeTOAOM IOAVIMEPA3HOI! IIeITHOV peaKIINN C AeTeKIuell pe3yAbTaToOB B peXKIMe
«peaapHoro spemenn» (ITILP-PB) B aabopaTopHOi KAMHMYECKO! IpakTuke. B cocras kommaekranum 11 Bxoaut
DK30T€HHBIIT BHYTpeHHUIT KOHTpOAbHBIT oOpasel; (BKO) a4:1 korTpoas adpPexTusnocTn sTana seigesennsa AHK, a
TaK>ke pacxoAHbIN MaTtepuaa aas ITHP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect CT/MG» siBAsieTCsl BBICOKOUYBCTBUTEABHBIM HaOOpoM Aas BeisiBAenuss AHK: aumut
AeTEeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB Bo30OyAnTeAs B peakunu [11IP-PB.

Tecr-cucrema «AptTect CT/MG» coaepxut B csoeM cocrase ¢epment ypanua-AHK-rankosnaasy (YAI) u
AYT®, uro nosBoasteT n3dexxars KoHTaMyHaym [TLIP-cmecn mpogykramn npegmecrsyiomux [THP u noaydenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B rtecr-cucreme «AprTect CT/MG» wncroapsdyercs OBICTPBII M IIPOCTOM IIPOTOKOA aMIIAMQUKALNL,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIlecTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaJAU30B.

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

Tab6amma 1. Cocras «AptTect CT/MG»

Komnaexrt aas TP (gacts 1 13 2)
KomMmmnonenr O0ObeM, He MeHee
1. TILIP-pearent 1,0 ma
2. IIpaitmepst CT/MG 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma
5. BKO 1,0 ma

Komnaexr naacrtuka (qactp 2 u3 2)
Pacxoaurniit matepuaa aas I[P ‘ 1 KOMILAEKT

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

Pesyaprar ammanmdukanym sk3oreHHoro BKO perucrpupyerca Ha xaHasde FAM/Green, pesyasrar
amnanduxanun AHK Boszbyanurteaeit permcrpupyercs Ha KaHaaax: HEX/VIC/Yellow aas Chlamydia trachomatis,
ROX/Orange aas Mycoplasma genitalium.

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

OBOPYAOBAHMUE I MATEPUAABI
— aMIANQPUKATOP C AeTeKIUell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— LeHTpuUdYyTra/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOpa30BbIe HAKOHEYHMKU C PUABTPOM A5 403aTOPOB ITlepeMeHHOT0 00beMa;
— 04HOPA30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILIP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTUBHI 4151 TPOOMPOK U1 HAKOHEUHIIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3MAbHOI Kamepoii oT -24°C a0 -16°C;
— OTJeABHBII XaAaT U OAHOPa30Bble IepyaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIIKOB;
— KOMIIA€eKT CpeACTB 445 00pabOTKM pabouero Mecra.

ITPOBEAEHUE AHA/AN3A
Boigeaenne AHK n3 xamHmueckoro matepnada npoussoautcs copmectHo ¢ BKO (10 Mxa Ha BblgeaeHUe) B
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COOTBETCTBUM C MHCTPYKLMEN GUPMBI-U3IOTOBUTEAS peareHTOB A5 ounctku HK.

IMoaroroska ITIIP-cmecu

0. PasaMOpoO3KTH BCe peareHTHI (IIpU HeOOXOAUMOCTH), IIepeMeIaTh IepeBepHyB MIPOOMPKI HECKOABKO pa3 (1A
IlepeMellIBaHeM Ha BOPTEeKce B TedyeHMe 2-4 CeKyHJ) UM COPOCUTH KaIlAM C IIOMOIIBIO KpaTKOBPEMEHHOTO
LeHTpUPyTUPOBAHNS.

L. B xa>KayI0 ITOCTaHOBKY aMIAM(pUKaIIIY IIOMIMO JMCCAeAyeMbIX 00pas3IioB 40AKHbBI BXOAUTD 3 KOHTPOABHBIX
obpasia: orpunareasHsrii KouTpoas [1LP (K-), moaoxmnreasnsiit koutpoas TP (K+), oTpuiiaTeAbHBINI KOHTPOAD
sxcrpakum (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Macrep Mukc»:
10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB

I'ze N — o011ee KoAM9IeCTBO peakLINii aMIIANPUKALINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememats «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHms IPOOUPKH (AN IIepeMellBaHeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), OCaAUTh KpaTKOBpeMeHHBIM LIeHTpuPyTrupoBaHreM 1 BHecTy 10 20 MKA B ITPOOVPKHA
Aas nnposeaenns TTLP.

II. Vcrioaw3yst HAKOHEYHUK C PUABTPOM B IOATOTOBAEHHEIE ITPOOMpPKHU 400aBUTH 1O 10 MKa BhigeaenHon AHK
mccaesyeMBIX 0OpasIioB.

II1. BHecTr KOHTpOABHBIE OOPa3IIhL:

1) K-:10 mxa OKO;

2) K+:10 mka ITIKGO;

3) OKD®: 10 mxa OKD.

I'epmeTnyHO 3aKpHITh MPOOMPKU KPHIIIIKaMU. B caydyae HaAmums My3sIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
IpOOMPOK — YAaAUTH KPaTKOBpeMeHHBIM LIeHTpudyrnposaHueM. PekoMen yeTcs IiepeMelnIaTh COAepKIMoe IIyTeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAymoOImMM  OCOKAEHMEeM  KpPaTKOBPeMEHHBIM
LHeHTPpUPYTMpOBaHVIEM.

IlocTaroBKa peakimy aMIAV(pUKaIiA

I. ITomecTuTh IOATOTOBAEHHEIE A5 Tposeens [P npobupku B amriandukarop.

II. B cooTBeTcTBMM ¢ MHCTPYKIIME K MpuOOpy 3alIporpaMMIpoBaTh aMIAN(pUKaTOp coraacHo Tabanire 2.

Ta0amnia 2. IlapameTpn amnandpukamym®

Koa-so
lar Temneparypa, °C Bpemst —
HagaabHnas geHaTypanis 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OTxur 63 10 cex 5
D AOHTaAIINST 67 10 cex
AeHaTypanus 95 5 cex
O1xur/ AeTekys 1o KaHaAaMm:
FAM/Green, HEX/VIC/Yellow, ROX/Orange 63 10 cex 40
D AOHTaAIINSI 67 10 cex

* Aonycxaemces dobasrenue waza 55 °C, 10 Mut 6 Hauare npomoKoAd AMIAUPUKAUUU OAS COBMECTIHDIX HOCMANHO060K € HAOOpAMU,
mpedyouUMU IMan pesepmuposanis.

III. 3amporpaMMMpoBaTh IIOA0KEHNE IPOOMPOK B aMIIAnduKaTope. JormyckaeTcs BHITOAHATD AaHHBII II1aT BO
BpeMs IIpOBeAeHMsI aMIIAMQPUKaINU MAM II0 ee OKOHYAHMIO, €CAM DTO II03BOAseT IIPOrpaMMHOe oOecIiedeHIe
npubopa.

IV. JaTp Ha3zBaHMe DKCIIEPUMEHTY U COXpaHUTh €T0 Ha AVICKe (B DToM (aiile OyAyT aBTOMaTUIECK) COXPaHEHBI
pe3yabTaThl AaHHOTO BKCIIEPUMeHTa). 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 ycmaHoGUms napamentpol
«Min Reading/Munum. Cuznar» — 5F1 u «Max Reading/Mawcum. Cuzrar» — 10FL.

Anaau3s pe3yabTaToOB
L. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpuOopy.
a) aas npubopos tura «Rotor-Gene 3000/6000/Qx»*:

— yCTaHOBUTH 3HaueHNe IapaMerpa Beiopocos («NTC threshold/Tlopo: @ona») — 10%. ITpu HeobXoauMocTH mopor
¢ona moxxet OBITH M3MeHeH B AnanazoHe 0 — 30 %**;
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— YCTaHOBUTD 3Ha4YeHMe apaMerpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. ITpu HeoGX0AMMOCTY ITOPOT
MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;

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

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

— YCTaHOBUTD 3HaYeHMe ITapaMeTpa Ioporosoii AnHuu («Single Threshold») — 50. I1pn Heob6x0AMMOCTI TOpPOT
MOKeT OBITh M3MEHEH B Amaria3oHe 25 —250%%;

— HIpu HeoOXOAMMOCTU AOTycKaeTcs: akTuBaumss PpyHKouir «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».
B) 245 mpu6opos «AT-96/ATnpaiim/AT AaiiT»*:

— 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 3HaUeHMe IapaMeTpa noporosoit Anaun 10 %, nmoaydenHoro aas odopasua I1IKO B mmocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI TIOPOT MOXKeT OBITH U3MeHEH B AMana3oHe 5 — 30%*;
A) AASI OCTaABHBIX aMIIAN(PUKATOPOB OTKPLITOTO TUIIA:

— YCTaHOBUTH 3HaUeHMe IapaMeTpa noporosoit Anann 10 %, nmoaydennoro Aas obpasua I[TKO B nocaeanem
nkae amnandukanum. IIpu HeodxoauMOCTH IIOPOr MOXKeT OBITh M3MEHEeH B guariazoHe 5 — 30%.
IT @ 6 5—30%.**
* B 3asucumocmu om YCcmaHosAeHHOLL 6epCull NpozpamMMmHoz0 obecnewet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.
** Heobxodumocmbv KOppexmuposKu 6o10p0cos 603HUKALT 6 CAYUAAX CUADHBIX KOAeOAHUTI PAyopecteHy UL 6 0mIeAbHVIX 1PoOax.

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

PesyapraTsl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAaHMM HAaAWYVS/OTCYTCTBUS IlepecedeHus KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIL AVHMEN (YTO COOTBETCTBYET HAAMIMIO/OTCYTCTBUIO 3HAYEHNS IIOPOrosoro nukaa «Ct»
B COOTBETCTBYIOIIel Trpadpe B TaDANIIe Pe3yAbTaTOB).
TTIIP-nccaeaoBanme
COOTBETCTBOBATh 3HAUY€HIAM, IIPMBeAeHHBIM B TabamIie 3.

III. YaocTtoBepurbes, 4TO BaAMAHO: KOHTPOAbHbIE TOYKM aHaaAmusda AOAKHBI

Ta6auma 3. OnieHKka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KonTpoabnast Kourpoanpyembii Suavernie «Cb 110 karaay
TOYKaA ITarr aHaam3a HEX/VIC/Yellow, FAM/Green
ROX/Orange
OKD Bkerpaxuyst AHK - +
K- TILIP - -
K+ TP + +

B cly4ae HeCOOTBETCTBMS KOHTPOABHBIX TOYEK Tp86yeMbIM 3HaYEeHNAM H806XO,Z|,I/IMO IIpOBECTI IIOBTOPHOE

1ccAe0BaHMe Bcex 0OpaslloB HauMHast co ctagum skerpaxiym AHK.

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

Tab6anuma 4. InTepnperanus pe3yabTaToB 00pasIioB

P 5 3unauenne «Ct» mo KkaHaay
esyapTar obpasta HEX/VIC/Yellow ROX/Orange FAM/Green
IloaoxnreabHbBIA + +/— +/—
Ch. trachomatis
HOAO)I'(MT.eAbeIﬁ - + +/—
M. genitalium
OTpurtareabHbIN - - +
HeBaanaupiin - - _

«—» 0DO3HavaeT oTcyTcTBMe 3HaueHs1 «Ct», rpadpuk aMnandukann He repecekaeT IIOPOTOBYIO AVHIIO

«+» 00O3HaYaeT HaAU4Ie 3HaYEeHVS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I IiepeceKkaeT IIOPOTrOBYIO AVHIIO

<<+/—>> 3Hauyenue «Ct» A4 AQHHOTO KaHaJda He aHaAU3UPYeTCi

PexomeHnAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IHPoOaHaAM3UPOBATH

oOpaslpl IO

IIOAOKUTEADBHBIX BbIAAaTh 3aKAIOYEHIIE,

0) mpoaHaaMsMpoBaTh ocTapmmecs: oOpasnsl 1o Kanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAATD
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3aKAIOYEeHIE;
B) OCTaBIITMeCs] OOpa3LIbl SABASIOTCS HEBAAVAHBIMIAL.
B cayuae HeBaamgHOro oOpasma TpeOyerca mosTropHO Iposectu IIIIP-mccaegoBaHMe COOTBETCTBYIOIIETO
obpasiia, HauMHas ¢ 3Tana sKcrpakuny HK.

TPAHCIIOPTNPOBKA 1 XPAHEHUE TECT-CUCTEMBI

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

Ilpn moaydyeHuy pasyKOMIIAEKTOBLIBAETCA B COOTBETCTBMI C YKa3aHHBIMM TeMIIepaTypHBIMU peXMMaMU
xpaHenms. I1LIP gacTe TecT-cucTeMBl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAS! IpuU TeMIepartype ot -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TecT-CCTeMBbl Ipu TeMmnepaType +2 — +8 °C (g0 30 cytok). Pacxoansni matepuaa aasa ITLP
XpaHUTCs IpU KOMHATHOM TeMIlepaType.

JoryckaeTrcst 3aMOpO3Ka/OTTarBaHIe KOMIIOHEHTOB TecT-cucTeMsl 40 10 pas.

Cpox roanoctu tect-cucreMsl «AptTect CT/MG» — 12 Mecs11ieB ¢ A4aThl MI3TOTOBAEHIISL.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE 1 METOABI X YCTPAHEHW ST

IIpoGaema Bosmoxxnas npmnyanHa BapmaHTbI penteHNst Ipo0aeMbl
Ipo0aeMBbl

Her curnaaano kanaay | Hekoppextnoe Brigesenne HK | mosroputs Beigeaenue HK
FAM/Green 113 00pa31oB

Vcroab30BaHMe HETTOAXOAAIIUX | MCIIOAB30BaTh MPOOUPKU Aas 1moctaHOBKU [1LIP,
PacXoAHBIX MaTepuaA0B peKoMeHJ0BaHHbIE  (PUPMON-TIPOU3BOAUTEAEM
amrnanduxkaTopa AndOO aAalTUPOBaHHBIE AAS
MCII0AB3yeMOro IIpubdopa

He TIogBepraTh BO3JelcTBuio Y ®P-00ayueHMs
OAHOPa30BLIN I1AaCTUKOBBIN pacxoaHbIN
MaTepuaA (IpoOMpPKY, HAKOHEYHIIKI)

TP arnéuposaHme pasBecty obpasel] B 5 pas B da0upyiolieM oydepe,
IIOBTOPUTD aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCII0AB30BaTh COPOEHTHBIN MeTo , BhigeaeHst HK

Het curnaaa B K+ Vcroab3oBaHme HEITOAXOASIIMX | UCIIOAB30BaTh MpoOUpKU Aas moctaHoBku TTLIP,
pacXxo4HBIX MaTep1al0B peKOMeHJ0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM
amriandukaropa AnbO asalTUPOBAHHBIE AAS
MCII0Ab3yeMOTo mpubopa

HexoppekTHOe mpuUroTOBAE€HME | HPUrOTOBUTH HOBYIO ITIIP-cMmech

TTIP-cmecn
HexoppekTHile mmapaMeTpsI YCTaHOBUTH ITapaMeTphl aMIIAu]UKaIum B
amnanguKaIum COOTBETCTBUU C TabAMIIein 2
HexoppexrHbie yca0BL UCII0AB30BaTh HAOOPHI, KOTOPbIE XPAHMANCD B
XpaHeHMsI HaOOpOB HaAAeXKalllUX yCAOBUIAX
Haamune curnaaa s K- | Konramunanmst IIPOBECTH AeKOHTaMMHaLVIOHHbIE ITPOLieAyphl;
no xanaaam FAM/Green UCII0AB30BaTh HOBbIe HAOOPEI
u/man HEX/VIC/Yellow,
ROX/Orange

Haanmume curHaaa B
OKD 13 (0) KaHaaam
HEX/VIC/Yellow,
ROX/Orange

1 boaee 1oAHOe oricaHe XapaKTepUCTUK TeCT-CICTEMBI ITPpeACTaBA€HO B MHCTPYKLINMM ITO ITPVMIMEHEHNIO
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ITPNAOKEHME 2K

METOAUYECKUE YKA3AHMS 1O ITPMMEHEHUIO
Tecr-cucrems! «AptTect CT/MG»
Komnaexmayusa 12

HA3HAYEHME TECT-CCTEMbI
Tecr-cucrema «AptTect CT/MG» npeanasnadena Aas KauecrseHHOro onpegeaenns AHK 6axrepuit Chlamydia
trachomatis u Mycoplasma genitalium MeTOAOM IOAVIMEPA3HOI! IIeITHOV peaKIINN C AeTeKIuell pe3yAbTaToOB B peXKIMe
«peaapHoro BpemeHm» (IILIP-PB) B aaGopatopHoi kamHmudyeckoyt mnpaktuke. Kommaekranus 12 coaep>xut
DHAOTEHHBII BHYTPEHHUII KOHTPOADb A5 KOHTPOAs 9Tana 3abopa obpasuia u seidesenns AHK, a Taxke pacxoaHbIN
Matepuaa aas ITLP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect CT/MG» siBAsieTCsl BBICOKOUYBCTBUTEABHBIM HaOOpoM Aas BeisiBAenuss AHK: aumut
AeTEeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB Bo30OyAnTeas B peaknunu IT1IP-PB.

Tecr-cucrema «AptTect CT/MG» coaepxut B csoeM cocrase ¢epment ypanua-AHK-rankosnaasy (YAI) u
AYT®, uro nosBoaser nsdexxats KoHTamMuHalym I1LIP-cmecn mpoaykramn npegmectsyiomux TP u noaydenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Ttecr-cucreme «AprtTecr CT/MG» wmucrmoabdyercst OBICTPBINT M IIPOCTOMI IIPOTOKOA aMIIAMUKaLy,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tab6amma 1. Cocras «AptTect CT/MG»

Kommnizaexr aas I'NHP (vacts 1 u3 2)

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. ITparmepsr CT/MG 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

KomnaexT nmaactuka (qactp 2 u3 2)

Pacxogupiit matepuaa aas I[P ‘ 1 KOMILAeKT

Aas srana skcrpakiun AHK ms oOpasiia pekomeHAyeTcs ncroab3osaHne peareHToBs: «ApTAHK Kannnk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK skcTpakT».

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade FAM/Green,
pesyaprar amnandukanun AHK Bosbyanreaent perucrpupyercsa Ha KaHaaax: HEX/VIC/Yellow aas Chlamydia
trachomatis, ROX/Orange aas Mycoplasma genitalium.

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B obaactm aabopaTopHOIL
kayHngecko IIP-auarHocTuky 1 MeToandeckne yKasaHus IPOU3BOAUTEAS.

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

INPOBEAEHME AHA/IU3A
Boigeaenne AHK 13 xamHmueckoro mMarepmada IIPOM3BOAMUTCS B COOTBETCTBUM C MHCTPYKIUel (PpUPMEI
U3TOTOBUTEAS peareHToB AAas ounctku AHK.

Peructpamua MH 8 Pocagpasramsope
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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 CCAeAyeMBIX 00pa3IioB 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 IIpOOMpPKNU
Aas nposegenns TTLIP.

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

III. BHecT KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITIKG;

3) OKD®: 10 mxa OKD®.

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

IlocTraroBKa peakimy aMILAVpUKaII

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

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

Ta6amnia 2. IlapameTpn! amnandukanym®

o Koa-so
Ilar Temneparypa, °C Bpems IKAOB
Hagaabnas aenarypanmys 95 15 muu 1
AeHaTypanus 95 5 cex
OT1xur 63 10 cex 5
D aA0OHTaAIST 67 10 cex
AeHaTypanus 95 5 cex
OTxur/leTexIisi 1o KaHaJaMm: 63 10 cex 40
FAM/Green, HEX/VIC/Yellow, ROX/Orange
D aA0OHTaAIST 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. /atp HasBaHNe DKCIIEpMMEHTa I COXPaHMUTh €TO Ha AVicKe (B 9ToM aiile OyAyT aBTOMaTHUIECKU COXPaHEHEI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop”.

* Aaa npubopos «Rotor-Gene» neped sanyckom eviopamv $ynkuyuto: «Perform Calibration Before 1st Acquisition/Perform
Optimization Before 1st Acquisition/Bommoanums onmumusayuto npu 1-m waze demexyuu». JAs 060Ux KAHAAOE YCMAHOSUIb NAPAMEMPbL
«Min Reading/Munum. Cuzrar» —5F u «Max Reading/Maxcum. Cuznar» — 10FL

Anaau3s pe3yabTaTOB
L. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpHOopy.
a) Aas mpubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Beiopocos («NTC threshold/Tlopo: @ona») — 10%. ITpu HeoOXoauMOCTH 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*%;

Peructpamua MH 8 Pocagpasramsope 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»*:

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

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

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

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

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

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

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

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

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

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

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

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

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

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaaVi3a KOHTPOAbBHBIX TOY€K

Kourpoabnas KouTpoanpyemsbrit Snavenye «Cb 1o kanaay
TOYKa 9TaIl aHaAM3a HEX/VIC/Yellow, FAM/Green
ROX/Orange
OKD Bkerpaxunsa AHK - +/—
K- [P - -
K+ TILIP + +

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

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIioB

p 5 3nagenne «Ct» mo xkaHaay
esyspTat obpasnia HEX/VIC/Yellow ROX/Orange FAM/Green
IToaoxureabHBIV + e e
Ch. trachomatis
HOAO)I.(I/IT?AI)HI)IIZ e + e
M. genitalium
OTtpumaTeabHbI - - +
HeBaanauabiin - - -

«—» 0Do3HavaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxanmm He epecekaeT IOPOTOBYIO AUHUAIO
«+» oDo3HavaeT Haanuue 3HadeHust «Ct», rpadpuk amnanduKanym rnepecekaer IOPOroBYIO AUHAIO
«+/—» 3Havenne «Ct» 4451 JAHHOTO KaHaJa He aHAAU3UPYeTCs

PexoMeHAyeMBIl1 aATOPUTM aHaAM3a 0Opa3IioB:

a) IpoaHaAmM3upoBaTh oOpasnsl 1o KaHady BosOyauteas (HEX/VIC/Yellow, ROX/Orange), aas
II0A0>KUTEABHBIX BEIAATh 3aKAIOUeHIE;

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

B) OCTaBIIMeCs 0Opa3IIbl ABASIOTCS HEBAaAUAHBIMIUL.
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B cayuae HeBaamgHoro oOpasma TpeOyerca mosTropHO Iposectu IIIIP-mccaegoBaHMe COOTBETCTBYIOIIETO
oOpas1ia, HaumMHas ¢ dTara skerpaxiym HK.

TPAHCITOPTUPOBKA U XPAHEHUE TECT-CUCTEMBI

TpaHcrmopTpoBKa TeCT-CICTeMBI OCYIIIeCTBAsIEeTCs IIPU TeMIlepaType OKpy>Kalollieli cpeabl, HO He Bbie +37°C
(a0 5 cyTok) mam mpu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTcsa TpaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOPTa B YCAOBM:X, OOecreuMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IHpaBMAaMU IIePeBO3KU TIPY3O0B,
AeVICTBYIOIIVIMY Ha AaHHOM BliJe 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 matepmnaa aas ITHP

XpaHUTCs IPpY KOMHATHOM TeMIlepaType.

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

Cpok roanocru tect-cucreMsl «AptTect CT/MG» — 12 MecsiLieB ¢ 4aThl U3TOTOBAEHII.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPY1 PABOTE M METOABI UXYCTPAHEHUSI

IIpoGaema

Bo3sMosxHasa npudnHa
npo0aeMbl

BapmanTnl perennst npo0aeMbl

Her curnaaa o ka"aay
FAM)/Green

Hexoppexkrhrlit 3a60p
011010T1YeCKOT0 MaTepuasla

IIOBTOPUTS 3ab0p

Hexoppexrtnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrioab3oBaHue HEIIOAXOASIIIIUIX
pacxo4HBIX MaTepyaA0B

JICIIOAb30BaTh HpO6I/IpKI/I AAsl IIOCTaHOBKI

I11P, peKOMeHOBaHHbIE $upmori-
npoussoaureseM  amranuxkaropa  aAmudo
aJarTUpOBaHHbBIE AAS UCIIO/b3yeMOTO
npudopa

He IoJsepraTh Bo3JeiicTBuio Y®P-00aydeHM:

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaA (IIpoOMpPKY, HAKOHEYHIKMN)

TP arnéuposaxHme

passectu o6paszel] B 5 pas B DAI0UPYIOIEM
Oydepe, HOBTOPUTH aHAAN3

VICTIOAb30BaTh HOBBIN 06pa3eu Martepunaaa

MCIIOAB30BaTh COPOEHTHEIN METOZ BBIAEA€HISI
HK

Het curaaaa B K+

Vcnnoap3oBaHue HETTIOAXOASIIITUIX

JICIIOABb30BaTh HpO6I/IpKI/I AAsl IIOCTaHOBKI

PpacxoAHBIX MaTepPUAAO0B T11pP, PeKOMeH0BaHHbIe Jupwmori-
npoussoauteseM — amranduxkaropa  anudo
aJalTUpOBaHHbBIE AT UCTI0AB3YEMOTO
npudopa

HexkoppexTHoe mnpurorobieHue
TTIIP-cmecn

IpuroToBuTh HOBYIO ITIP-cMmecs

HekoppekTHble mmapamMeTps
aMnanduKanun

YCTaHOBUTH ITapaMeTphl aMIIAu]UKaIUN B
COOTBETCTBUU C TabAmIIein 2

HekoppekTHsle ycA0BIL
XpaHeHIs1 HaOOpOB

UCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHUANCE B
HajAe>KallluX YCAOBIIX

Haauuwne curamaaa 8 OKD o
kanmaaam HEX/VIC/Yellow,
ROX/Orange

Konramunars

IMpoBeCTU A€KOHTaMIUHaIlVMIOHHbIE ITPOLIEAYPbI,
JICIIOAb30BaTh HOBLIE Ha60pr

! boaee 11oAHOe orMIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO
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INPUAOXEHME 3
METOAUYECKUE YKA3AHMS ITO ITPMMEHEHUIO
Tect-cuctemsr «<AptTect CT/MG»
Komnaexmayusa 13

HA3HAYEHMWE TECT-CMCTEMbI
Tecr-cucrema «AptTect CT/MG» npeanasHadena Aas KadecrseHHOro onpegeaenns AHK 6axrepuit Chlamydia
trachomatis 1 Mycoplasma genitalium MeTOAOM ITOAMMepPa3HOI LIEITHON PeaKIUM C AeTeKIVell pe3yAbTaTOB B peXXuMe
«peaasHoro spemenn» (I[1LIP-PB) 6e3 cragun sxcrpakuun AHK B 2a0opaTopHOI KAMHIYECKON ITpaKTuKe. B cocras
KoMILAeKTauuy 13 BXogUT pacxoaHbllt Mmatepuaa aas ITIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect CT/MG» siBAsIeTCA BBICOKOUYBCTBUTEABHBIM HaOOpoM Aas BbuiBaenns AHK: aumwur
AeTeKLINU COCTaBAsIeT 5 TEHOM-5KBIBaA€HTOB BO30OyAnTeAs B peaknunu IT1IP-PB.

TecT-cucrema cogep>XuTt B cBoeM coctase pepmeHT ypauua-AHK-rankosnaasy (YAD) u 2¥YT®, aro mossoasieT
nsoesxars KontammHauyu [IIP-cmecu ipogykramu nmpeatectsytomiux P 1 moAydeHns A05KHOIIOA0KUTEABHBIX
pe3yabTaToB.

B Ttect-cucreme «AprtTecr CT/MG» wmcrmoabsdyercst OBICTPBINI UM IPOCTOM IIPOTOKOA aMILAM(PUKaIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIIecTBeHHO MOBhIITaeT IIOTOYHOCTH 1ab0paTOPHEIX
AHAAM30B.

Kommnaekranusa paccautada Ha rmposedenne 100 peaknnii (tabanma 1).

Tab6amma 1. Cocras «AptTect CT/MG»
Komnaexrt aas TP (gacts 1 u3 2)

Kommonenr O0beM, He MmeHee
1. IIIT1P-peareHT 1,0 ma
2. ITpaimepsr CT/MG 1,0 ma
3. I1IKO 0,5 ma
4. OKO 1,0 ma

Kommaext naactuxa (4acTs 2 n3 2)

Pacxoaurbiit marepuaa aas I[P ‘ 1 xoMIIA€KT

Aas srama 3abopa 00paslloB peKOMeHAYeTCsS MCII0Ab30BaHMe peareHTOB: «TpaHCIOpTHas cpeja»,
«TpancropTtHast cpeda ¢ MyKoAUTUKOM» (mpomssogctsa OO0 «AptbuoTex», PB).

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTpPEHHETO KOHTPOAs perucrpupyercs Ha KaHaae FAM/Green,
pesyaprar amnandukauym AHK BosOyanteaeit permcrpmpyercs Ha KaHaaax: HEX/VIC/Yellow aaa Chlamydia
trachomatis, ROX/Orange aas Mycoplasma genitalium.

MEPBI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopaTopHOIL
kayHngeckou IIP-auarHocTuky 1 MeToAndeckye yKasaHus IpOU3BOAUTEAS.

OBOPYAOBAHMUE I MATEPUA AbI
— aMrANQpUKaTOP C AeTeKIUel Pe3yAbTaTOB B peXKIMe «pealbHOTO BpeMeHI»;
— T'IIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— HabOp 403aTOPOB ITepeMeHHOTO 00beMa;
— 04HOPa30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0O'beMa;
— 0AHOpPa30BbIe MOANUIIPOIIAEHOBbIE 3aKPBIBAOIIeCs ITpobupku oovemoM 1,5 — 2,0 m4;
— ONTUYECKN IIpo3pauHble Tpodupku Aas IILIP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x024041AbHUK 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.

IMOATOTOBKA MUCCAEAYEMOI'O MATEPUAAA
Ot6op 00pas3oB Ma3KOB, COCKODOOB 1 OTAEAsIeMOIrO CAM3UCTBIX 000J0YeK YpPOTeHMTaAbHOTO TpaKTa
OCYIIIeCTBASIETCA B COOTBeTCTBIU C cymiectsyommmu THITA, MeToanyecknMu peKOMeHAQIIMSIMU U MHCTPYKIIASMIU.
Ilepea orOopoM Ma3KOB He AOIYCKaeTCs IIpOBeJeHMe TMITIEHMYECKUX IIpolLledyp, a Takke oOpaborka
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MeAUITMHCKMMU MperapaTaMu.

He pekomenayercs wmcnoabsoBath <«30Hg «lOHOHa»: ypOreHHMTaabHbBIN», PeKOMEHAOBaHBI K
MCI10ab30BaHMIO «30Hg «lOHOHAa»: yporeHUTaabHbIN (PAOKMPOBaHHBIN», «30HA «lOHOHa»: IIMTOIETKa».

He aomyckaetcst 3amopaskmusanne oopasnos. Ilepea nocranoskorii TP o6pasifer mepemeriaTe Ha BOPTEKCe,
KpaTKOBPEeMEeHHBIM IIeHTpU(YTMpOBaHIeM 0CasuTh KarlaM CO CTeHOK IIPOOMPOK.

IMPOBEAEHUE AHAAN3A

IMoaroroska ITIIP-cmecu

0. Pasmopo3uTs Bce peareHTHI (IIpy HEOOXOAMMOCTH), IlepeMellaTh IlepeBepHyB IPOOVPKI HECKOABKO pas3 (1An
IlepeMelllBaHKeM Ha BOpTeKce B TedeHUM 2-4 ceKyH4) UM COPOCUTH Kalau C IIOMOIIBIO KpaTKOBpeMeHHOIO
LeHTpUPyTUPOBAHNS.

I. B ka>XAyI0 ITOCTaHOBKY aMIIANpUKaINY IIOMUMO VCCAeAyeMBIX 00pasLioB AOAKHBI BXOAUTD 2 KOHTPOABHBIX
obpasiia: orpunjateAbHsIl KOHTpoAab [P (K-), moaosxureasnsiit koHTpoAas TP (K+).

B npobupxe o6bemom 1,5 — 2 ma npurorosuts «Macrep Muxc»:

10*(N+1) mxa IIIIP-pearenTa + 10*(N+1) MKA rIpaiMepoB
I'ae N — oO111ee K0AMYeCTBO peakInii aMIANPUKalU C yIeTOM KOHTPOABHBIX 00pa3IioB.

INepememaTs «MacTtep Mukc» myTeM 5-Tu KpaTHOTO IlepeBopauMBaHusA IpoOUPKHU (MAY lepeMellBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ,), 0CaAUTh KpaTKOBPeMeHHBIM IIeHTpuyImpoBaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKHU
Aas nposeaenus TTLIP.

II. Vicrioap3ysl HaKOHEYHUK C (PUABTPOM B IIOATOTOBAEHHBIE IIpOOMPKU A00aBuTh 110 10 MKA MccaeAyeMBIX
06pasIos.

II1. BHecTr KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mxa ITKO.

I'epmeTnyHO 3aKpHITh MPOOMPKY KPHIIIIKaMU. B caydae HaAmums My3pIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
HpOOMPOK — YAaAUTh KPaTKOBPEMEHHBIM LIeHTpuyrupoBaHeM. PekoMeHIyeTcs IepeMenIaTh ComepKMoe IIyTeM
2-xkparHOoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyMOmMM  OCOKAEHMEeM  KpPaTKOBPEMEHHBIM
LHeHTPUPYTMpOBaHVIEM.

IlocTaroBKa peakimm aMIAVQpUKaIIA

I. ITomecTuTh IOATOTOBAEHHBIE A5 Tposeens [P nmpobupku B amriandukarop.

II. B cooTBeTcTBMY C MHCTPYKIMEN K IPUOOPY 3alIpOrpaMMUpPOBaTh aMIIAN(UKATOp COrAacHoO TadAmIe 2.

Ta0amnia 2. IlapameTpn amnandpukamym®

Koa-Bo
lar Temmneparypa, °C Bpems ———
Hagaabnas geHaTypans 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OTxuUr 63 10 cekx 5
DAOHTAIIVISL 67 10 cex
AeHaTypanus 95 5 cex
Orxur/leTekums 1o KaHalaM:
FAM/Green, I?EX/VIC/Yellow, ROX/Orange 63 10 cex 40
DaoHTrams 67 10 cex

* Aonyckaemcest dobasrenue waza 55 °C, 10 Mun 6 HAUAAE NPOMOKOA AMHAUPUKAUUY OASL COBMECHIHDLX NOCHAHO60K € HADOPAMIUL,
mMpedy1ouUMU IMAn pesepmuposarus.

III. 3amporpaMMMpoOBaTh IIOA0KEHNE IPOOMPOK B aMIIAnduKaTope. JoImycKkaeTcs BHITOAHATD AaHHBII II1aT BO
BpeMs IIpOBeAeHMsI aMIIAMQPUKalIMM MAM II0 ee OKOHYAHMIO, €CAM DTO II03BOAseT IIPOrpaMMHOe OOecIieyeHNe
npubopa.

IV. JaTp Ha3BaHMe DKCIIEpMMEHTa ¥ COXpaHUTD €T0 Ha AVICKe (B 9ToM aiile OyAyT aBTOMaTHUIECKV COXpaHEeHEI
pe3yabTaThl AaHHOTO BKCIIEPUMEeHTa). 3allyCTUTh aMIIAUpUKaTOp™.

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

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

Anaaus pe3yabTaToB

L. Ilepea Havaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUU C MHCTPYKIIMEN K IIpUOOpYy.

2
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a) aasa npudopos Tuia «Rotor-Gene 3000/6000/Qx»*:

— yCTaHOBUTH 3HaueHNe napaMeTpa BeiOpocos («NTC threshold/Tlopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona moxer OBITH M3MeHeH B AnanazoHe 0 — 30 %**;

— YCTaHOBUTH 3HauUeHIe ITapaMeTpa noporosoit Auanu (« Threshold/ITopoz») — 0,02. ITpu HeoO6x0AMMOCTH TTIOPOT
MOKeT OBITh M3MeHeH B anarasone 0,02 — 0,2*%;

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

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

— 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 Curve fit».

B) Aas upubopos «AT-96/ATupaiim/ATaavT»*:

— ycra"HoBuUTh «MeToa» — «Ilopozosutii (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%.**
I) Aasa upubopos tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3Ha4eHMe IapameTrpa roporosoil anunum 10 %, nmoaydennoro gas oopasna [TKO B mocaeanem
unkae amnandukanun. ITpu Heo6xoAMMOCTH IIOPOT MOXKeT OBITH U3MeHEH B AMana3oHe 5 — 30%*;

A) AAS OCTaAbHBIX aMIIAN(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 gnanasoHe 5 — 30%.**

* B 3a61cUMOCIIU 011 YCMAHOGACHHOTL 6ePCUL NPOZPAMMH020 00echeters HA36AHUL KOMAH) MOZYH HECKOALKO OMAUUAMDCSL.

** Heobxodumocmv KOppexmuposku 6o10p0cos 603HUKAL 6 CAYHUALX CUADHBIX KoAOAHUE PAYOpecteH Ul 6 0mMIeAbHbIX npodax.

II. BetOpats aorapudpMmuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepecevyeHe IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoM aMrandukanym. 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
¢ ayopecnieHIIUM ¢ TOPOroBOI AMHMET (UTO COOTBETCTBYET HAAMYMIO/OTCYTCTBUIO 3HAUEHNS IIOPOroBoro nykaa «Ct»
B COOTBETCTBYIOIIEN rpadpe B TaDANLIE PE3YyAbTATOB).

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

TaOanma 3. OnleHKa pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOYEK

KourpoabHas KoHaTpoanpyemsii Snaenme «Cb» 110 kanaay
P poAvpy HEX/VIC/Yellow,
TOUYKA 9Tal aHaam3a FAM/Green
ROX/Orange
K- TILIP - +/—-
K+ [P + +

B cayuae HecooTBeTCTBISI KOHTPOABHBIX ToueK K- 1 K+ Heo6xoa1Mo mposecTyt TOBTOPHOE MCCAe0BaHe BCex
06pa31oB HauMHasI CO cTaauy mocraHosku ITITP.
IV. Vntepnipetuposats pesyabraTsl I11IP-anaansa nccaesyeMuix oOpas1ioB B COOTBETCTBIM C TabAMIIelt 4.

Tabanma 4. InTepnpeTranus pe3yabTaToB 00pasIios

P 5 3nauenne «Ct» mo Kkanaay
esyapTat 0bpasua HEX/VIC/Yellow ROX/Orange FAM/Green
IloaoxnreabHbBII + +/— +/—
Ch. trachomatis
HOAO)I'(MT.eAbeIﬁ - + +/—
M. genitalium
OTtpmiiaTeabHBIN - - +
HeBaanaupii - - _

«—» 0DO3HavaeT oTcyTcTBre 3HaueHs1 «Ct», rpadpuk aMrandukann He repecekaeT IIOPOTOBYIO AVHIIO
«+» 0Do3HavaeT Haanune 3HaueHys1 «Ct», rpadpuk aMAnguKanuy rrepecekaer IOPOroByI0 AMHIIO
«+/—» —3nauenne «Ct» 2151 AAHHOTO KaHaAa He aHAAVBIPYETCs

PexoMeHAyeMBliT aATOPUTM aHaAu3a 00pasIoB:
a) ImpoaHaam3uposarh oOpasnsl 10 KaHady BosOyauteas (HEX/VIC/Yellow, ROX/Orange), aas
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MOAOXKUTEABHBIX BBIAATh 3aKAIOUEHMe;

0) mpoaHaamsupoparh ocrasmuecs: oOpasnsl 1o kanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAI0YeHMNe;

B) OCTaBIIIMecs: 0OpaslIbl ABASIOTCS HeBaAMAHBIMIA.

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

TPAHCITIOPTUPOBKA M XPAHEHME TECT-CMCTEMbI

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

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 XpaHeHIe TeCT-CUCTeMBbl ITpu Temnepatype +2 — +8 °C (a0 30 cytok). Pacxoansiit Mmatepmnaa aas ITHP
XpaHUTCs IpU KOMHATHOM TeMIlepaType.

Joryckaercst 3aMOpO3Ka/OTTayBaHIe KOMIIOHEHTOB TecT-crucTreMsl 40 10 pas.

Cpox roanoctu tect-cucreMsl «AptTecr CT/MG» — 12 MecsI1ieB ¢ 4aThI U3TOTOBAEHSI.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE T METOABI X YCTPAHEHW S

IIpoGaema Bosmoxnas npnyanHa BapmaHTbI penteHNst Ipo6aeMbl
Ipo0aeMbl

Her curnaaanmo xanaay | HexoppekTHblit 3a00p IIOBTOPUTH 3a00p

FAM/Green O1oA0TMYecKoro MaTepuada

Hcnoar3oBanne HEIIoAXOoAJAMMX | MCIIOAB30BaTh  ApyIue 30HAbI  AAA 0T60pa
pacXxoaHbIX MaTepP11al0B MaTepnaada

UCII0AB30BaTh pOOUpKN A4 nocraHosku I1LIP,
pexoMeHJOBaHHBIE  (PUPMON-IIPOU3BOANUTEAEM
amrnandukatopa AnOO ajalTUPOBAHHEIE AAS
JCII0B3yeMOTO mpubopa

He To4Beprath BoO3AelcTsuio YP-00aydeHms
OAHOPAa30BLIN I1AaCTUKOBBIN pacxoAHbIN
MaTepuaa (IpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme pasBecty obpasel] B 5 pas B da0upyIolemM oydepe,
IIOBTOPUTE aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

nposectu sTan sigeaenns AHK aas obpasiia

Het curnaaa B K+ Vcroab3oBaHme HEITOAXOASIINX | MCTIOAB30BaTh MPOOUPKM AAsl mtoctaHosKu ITIP,
pacxo4HBIX MaTepualoB peKOMeHJ0BaHHBle  (PUPMON-IIPOU3BOJUTEAEM
amrnanduxkatopa AnOO ajalTUPOBAHHEIE AAS
MCII0B3yeMOTO mpubopa

HexoppekTHOe IpuroTosaeHue | Ipurorosuts HOBYIO IIIIP-cmecn

ITLIP-cmecn
HexoppexkTHble ImapaMeTpe YCTaHOBUTH ITapaMeTphl aMIIAU(UKALIUK B
aMIrAnpuUKannmn COOTBETCTBUN C TaDANIIEN 2
HexkoppekTHble ycA0BUsA UCII0/b30BaTh HAOOPEI, KOTOPBIE XPAaHUANCD B
XpaHeH1s1 HAOOPOB HaAAeXXallluX YCAOBMSIX
Haamawne curnaaa B K- KonramuHanms IIPOBECTH JeKOHTaMIHAI[VIOHHEIE ITPOLIeAyPbl
o KaHalaM JCII0Ab30BaTh HOBbIe HAOOPHI
HEX/VIC/Yellow,
ROX/Orange

1 boaee 11oAHOe oricaHe XapaKTepUCTUKU TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO
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ITPUAOKEHME U

METOANYECKUME YKA3AHWS I10 IIPMMEHEHUIO
Tecr-cucrems! «AptTect CT/MG»
Komnaexmavusn 14

HA3HAYEHME TECT-CMICTEMBI
Tecr-cucrema «AptTect CT/MG» npeanasHadena Aas KauecrseHHOro onpegeaenns AHK 6axrepuit Chlamydia
trachomatis 1 Mycoplasma genitalium MeTOAOM IOAVIMEPA3HOI! IIeITHOV peaKIINy C AeTeKIuell pe3yAbTaToOB B peXKIIMe
«peaapHoro BpemeHn» (IILIP-PB) B aaboparopHoil KAMHMYecKkoi mpakrtuke. Kommaexramus 14 sBasercs
BBICOKOUYBCTBUTEABHON M IIO3BOASET AONOAHUTEeAbHO aHaamsuposath PHK Bo3OyauTeas, a Takke MCIIOAB30BaTh
Ooapmmii 00beM BBIAEAEHHBIX HYKAEMHOBBIX KucaoT (gazee HK). B coctaB gaHHON KOMIIAEKTaIlMM BXOAUT
pacxogusiii Mmatepuaa aas ILIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect CT/MG» sBAsieTcsl BBICOKOUYBCTBUTEABHBIM HaOopoM Aas BeiaBaenus JHK/PHK:
AVIMUT AeTeKIIUN COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunu [T1IP-PB.

Tecr-cucrema «AptTect CT/MG» cogepxut B cBoeM coctase QpepmeHT yparua-AHK-raukosnaasy (YAD) u
AYT®, uro nmospoasteT nzdexxkarb KoHTaMuHauuy IIIP-cMecn npogykramu npeamectsyomux ITHP u noayyenns
ZAO>XKHOITOAOXKUTEABHBIX Pe3yAbTaTOB.

B tecr-cucreme «AprtTect CT/MG» wmcroapdyercs OBICTPBII M IIPOCTOM IIPOTOKOA aMIIAMQUKaLINM,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAU30B.

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

Tab6amma 1. Cocras «AptTect CT/MG»

Komnaexrt aas TP (gacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. ITLIP-peareHT 1,0 ma
2. IIpaitmepst CT/MG 1,0 Mma
3. TIKO 0,5 ma
4. OKO 1,0 ma

Kommnaexrt aast TP (wacts 2 13 2)

Pacxoaurniit matepuaa aas I[P | 1 KOMIIAEKT

Aasa stana skcrpakuun HK n3 obpasia pexomeHAyeTcs ucroab3obaHue peareHToB: «ApTAHK Kamumnx»,
«AptHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK »sxcrpakT».

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade FAM/Green,
pesyabprar amnandukanum HK BosOyauteaert perucrpupyerca Ha kaHaaax: HEX/VIC/Yellow aas Chlamydia
trachomatis, ROX/Orange aas Mycoplasma genitalium.

MEPHI ITPEAOCTOPOKHOCTHA
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B obaactm aabopatopHOIi
kayHngeckou IIP-auarHocTuky 1 MeToandeckye yKasaHus IPOU3BOAUTEAS.

OBOPYAOBAHMUE I MATEPUAABI
— aMrANQpUKaTOP C JeTeKIUel Pe3yAbTaTOB B peXKIMe «pealbHOIO BpeMeH!»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPa30Bble HAKOHEUYHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 0AHOpPa30BbIe MOANUIIPOIIAEHOBbIE 3aKPBIBAOIIeCs ITpobupku oovemoM 1,5 — 2,0 m4;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILIP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3MAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBI XalaT U O4HOPa30Bble TTepYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTku pabodero mecra.
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INPOBEAEHVE AHA/N3A

Brigeaenne HK 1n3 xamHmdeckoro mMarepmada IPOM3BOAUTCA B COOTBETCTBUM C MHCTPYKIMeN (UPMBI
U3TOTOBUTEAS peareHToB A4 ounctky HK.

IMoaroroska ITIIP-cmecu

0. Pasmopo3uTs Bce peareHTHI (IIpu HeOOXOAMMOCTH), IlepeMellaTh IepeBepHyB IMpOOMpPKM HECKOABKO pas
(Mam mepeMernMBaHNEM Ha BOpPTeKce B TedeHUM 2—4 ceKyHA) U cOpPOCUTDH KaIllAU C IIOMOIIBIO KPaTKOBPEMEHHOTO
LIeHTPUPYTUPOBAHISL.

I. B KXaxaylo IIOCTaHOBKY aMIIAM(UKaIMU IIOMMMO MCCAeAyeMBIX 0oOpaslioB JOAXKHBI BXOAUTH 3
KOHTPOABHBIX OOpasla: orpunateapHsiii kKoHTpoab [IIHP (K-), moaosxureapnsit koHTpoap [IHP (K+),
OTpULIaTeABHBIN KOHTPOAb dKcTpakiym (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 — oO11ee K0AMYeCTBO peakInii aMIIANPUKaIU C yI€TOM KOHTPOABHBIX 00pa3IioB.

ITepemeraTs «Macrep Mukc» 1myTem 5-T1 KpaTHOTO IlepeBopadMBaHIsI IPOOUPKY (AU IIepeMeIlBaHyeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ,), 0CaAUTh KpaTKOBPeMeHHBIM IIeHTpuPyImposaHmeM 1 BHecTH 110 20 MKA B IIpOOMPKHU
Aast nposeaenus TTLIP.

II. JVcrioap3ys HAKOHEYHUK C pUABTPOM B IIOATOTOBAEHHbIE ITPOOUPKY A400aBUTh 110 30 MK4 BbhIAeaeHHbIX HK
mccaesyeMBIX 0OpasIjoB.

III. BHecTu KOHTPOABHBIE OOpa3IIBI:

1) K-:30 mxa OKO;

2) K+:30 mxa IIKG;

3) OKD: 30 mxa OKD.

I'epmeTnyHO 3aKpbHITh MPOOMPKY KPHIIIIKaMU. B caydae HaAmums My3pIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
HpOOUPOK — YAaAUTb KPaTKOBPEMEHHBIM LIeHTpuyruposBaHyeM. PekoMeHIyeTcs ITepeMelIaTh ComepKMoe IIyTeM
2-xkparHOoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyMOIMMM  OCOKAEHMEeM  KpPaTKOBPEMEHHBIM
LeHTPpUPYTMpOBaHVIEM.

IlocTaroBKa peakimy aMIAVQpUKaIA

I. Tlomectuts noarorosaeHnsle Aas nposeAenus TP mpobupkn B amniandukaTop.

II. B cooTBeTcTBUM C MHCTPYKLIMEN K IPpUOOPY 3alIporpaMMIpPOBaTh aMIIAN(PUKATOP COrAacHo Tabanie 2.

Ta0amnita 2. IlapaMeTpnl aMnanpuKamm

Koa-Bo
HIar Temmeparypa, °C Bpems IIKA0B
OOpaTHas TpaHCKPWIIIINS 55 10 Mmun 1
Hagaabnas aenarypanmys 95 15 muu 1
AeHaTypanus 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
JeHaTyparps 95 5 cex
Orxur/ leTeKkims 1o KaHaaaMm:
FAM/Green, HEX/VIC/Yellow, ROX/Orange 63 10 cex 40
DAOHTaISI 67 10 cex

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

IV. Jatp HasBaHMe DKCIIEpPUMEHTA U COXPAHUTH €T0 Ha AVICKe (B TOM (aiize OyAyT aBTOMaTUIeCKV 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 YCMAHOGUMND NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.

Anaans pe3yabTaToB
I. Ilepes HawaaoM aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKU B COOTBETCTBII C MHCTPYKITUEN K Ipuoopy.
a) aas npubopos tuna «Rotor-Gene 3000/6000/Qx»*:

— yCTaHOBUTH 3HaueHNe napaMeTpa BeiOpocos («NTC threshold/Tlopo: @ora») —10%. ITpu HeoGXoauMocTy mopor
2
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¢ona moxxer OBITH M3MeHeH B AnanazoHe 0 — 30 %**;

— YCTaHOBUTD 3Ha4YeHMe apaMerpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. ITpu HeoGX0AMMOCTY ITOPOT
MOKeT OBITh M3MeHeH B anarasone 0,02 — 0,2*%;

- IpuM HEOOXOAMMOCTM AOIIyCKAaeTCs aKTuBauus QPYHKIUI
Correct/Koppex. Yicaora».

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

— YCTaHOBUTD 3HAYeHMe IapaMeTpa Ioporosoii AnHuu («Single Threshold») — 50. I1pn Heob6x0AMMOCTHI TOPOT
MO3KeT OBITh M3MEHEeH B Amariazode 25 —250%%;

«Dynamic  tube/Junamuu.gor» wm  «Slope

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

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

— YCTaHOBUTH 3HadyeHMe IapaMeTpa noporosoii anHun 10 %, nmoaydennoro aas obpasia ITKO B nocaesnem
nuxae amnandukanun. 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 oopasua [IKO B mocaegnem
nykae amrandukanun. Ipy Heo6XoaMMOCTI TOPOT MOXKET OBITh U3MEHeH B AnarasoHe 5 — 30%™%;

A) AAS OCTaAbHBIX aMIIAM(PUKATOPOB OTKPLITOTO THUIIA:

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

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

** Heobxodumocmbv KOppexmuposKi 6o10pocos 603HUKALT 6 CAYUAAX CUADHBIX KOACOAHUTI PAYOopect,eH UL 6 OMOeAbHLIX npodax.

II. BetOpats aAorapudpMmuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepecevyeHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukauym. ITpu nepecedennu moporosoit
AVHNY C KPUBOJ aMIIAM(UKaLINY He B AMHEHOM yJacTKe — IIepeMeCTUTD ee BPYYHYIO 40 HEOOXOAVMOTIO YPOBHSL.

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

IIL. Yaocrosepurncsa, uyro IILIP-uccaegoBanme BaaAuMAHO: KOHTPOABbHBIE  TOYKU

aHaAmM3a AOA>KHBI

COOTBETCTBOBATh 3HAYEHI M, IIPUBEAECHHBIM B Ta6/lI/H_[€ 3.

Ta0anma 3. O1leHKa pe3yabTaTOB aHaAM3a KOHTPOAbHBIX TOYEK

KonTpoabnast KonTpoanpyembii Suaverine «Cb 110 kanaay
TOYKa 9Tall aHaAM3a HEX/VIC/Yellow, FAM/Green
ROX/Orange
OKD Okerpaxyst HK - +/—-
K- [L1P - -
K+ TILIP + +

B caydae HecooTBeTCTBMSI KOHTPOJABHBIX TOUeK TpeOyeMBIM 3HaueHMSIM HeoOXOAMMO ITpOBECTU IOBTOpPHOE
1CcCAe0BaHIe Bcex 0OpasIioB HauMHas co cragun skcrpaxiym AHK.

IV. VaTepnipetnposats peayasraTsl I11]P-anaansa nccaesyeMsx o0pas3IioB B COOTBETCTBIM C TabamIielt 4.

TaOamma 4. InTepnperanys pe3yabTaToB 00pa3siioB

p 5 3nauenne «Ct» 1o KaHaay
esyabrar obpastia HEX/VIC/Yellow ROX/Orange FAM/Green
IToaoxxureabHBIN + e e
Ch. trachomatis
HOAO)I'(I/IT?AI)HI)IIZ e + e
M. genitalium
OTpunareabHbI - - +
HeBaanaubiii - - -

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

«+» 00O3HaYaeT HaAu4e 3HaYEeHVIST «Ct», I‘pa(l)I/IK aMl'I/lI/ICl)I/IKaLII/II/I IiepeceKaeT IIOPOTrOBYIO AVHIIO

<<+/—>> 3gauenne «Ct» A5l AaHHOTO KaHa/Za He aHa/lI/I3I/IpyeTCSI
PexomeHnAyeMBlIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) NIPOaHAaAU3UPOBATH

oOpasiel 1O

II0AOXKUTEAbHBIX BbIAaTh 3aKAIOYEHIE,
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0) mpoaHaaMsMpoBaTh ocTapmmecs: oOpasnsl 1o Kanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAATD

3aKAIOUEHIE;

B) OCTaBIIIMeCsI OOPa3LBI SBASIOTCS HEBAAVAHBIMIAL.

B cayuae HeBaamgHoro oOpasma TpeOyercsa mosropHO Iposectu IIIIP-mccaegoBaHMe COOTBETCTBYIOIIETO
obpas1ia, HaunHas ¢ dTamna skerpaxkiyy HK.

TPAHCIIOPTUPOBKA 1 XPAHEHME TECT-CUCTEMBI
TpancnopTupoBKa TecT-CUCTeMBI OCYIIeCTBASETCS IPYU TeMIlepaType OKpY>KaloIleil cpeasl, HO He Bbime +37°C
(a0 5 cyTok) man npu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TpaHCIOPTUPOBKA AIOOBIM BUAOM
TPaHCIOpTa B YCAOBMAX, OOeCHeuMBaIOIIMX COXPAHHOCTb, B COOTBETCTBUM C IIpaBUAaMI II€PEBO3KU IPY30B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

HPI/I Imoay4eHnmn pasyKOMIIAEKTOBBIBAETCI B COOTBETCTBUIN C YKAa3aHHBIMU TeMIIEpAaTyPHBIMU PeXIMMaMIL

xpaneHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype ot -24 °C go -16 °C,

AOITyCKaeTcsl XpaHeHNe TeCT-CUCTeMBl IIpu Temnepatype +2 — +8 °C (a0 30 cyTok). Pacxoansit matepnaa aas TP

XpaHUTCs IPU KOMHATHOM TeMIlepaType.

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

Cpok roanocru tect-cucreMsl «AptTect CT/MG» — 12 MecsiLies ¢ 4aThl U3TOTOBAEHII.

YACTO BCTPEUAEMBIE ITPOBAEMBI ITP1 PABOTE T METOABI X YCTPAHEHW S

IIpoGaema

Bosmoxnas npmnyanHa
npo0aeMbl

BapI/IaHTbI penreHnst HpO6AEMbI

Het curnaaa o kanaay
FAM/Green

HexoppekTHsIit 3a60p
611010TIIeCKOTO MaTepraja

IIOBTOPUTS 3ab0p

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxo4HBIX MaTepyaAoB

UCIIOAB30BaTh MPOOUpPKNU A4s1 moctaHoBku [111P,
peKoMeHJOBaHHBIe  (PUPMOI-TIPOM3BOANTEAEM

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

1CrI0Ab3yemMoro nmpubopa

He TIoABepraTh BoO3JelcTBUIO YP-00ayueHMs

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaA (IIpoOMpPKY, HAKOHEYHIKMN)

I'NIP arnéuposaxHme

passecTn oOpasel] B 5 pas B sal0upyioniem oydepe,
IIOBTOPUTE aHAAU3

VICTIOAb30BaTh HOBBIN 06pa3eu Martepnaaa

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhigeaeHrst HK

Het curnaaa B K+

Vcnnoap3oBaHue HETTOAXOASIIITUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MPOOUpPKNU 451 moctaHoBku [111P,
peKoMeHJOBaHHBIE  (PUPMOI-IIPOU3BOANTEAEM

amrnanduxkatopa AndOO aAaNTUpPOBaHHBIE AAS

JCII0/b3yeMOTO mpubopa

HexoppekTHOe mpuUroTOBAEHMe
TITIP-cmecn

npurotosuTh HOBYIO I TIIP-cMech

HexoppekTHble mapaMeTpEI
aMrAnduKanuu

YCTaHOBUTH MapaMeTphl aMIIANPUKaLINI B
COOTBETCTBUM C TabauIie 2

HekoppekTHrle ycA0BMs
XpaHeHI: HaOOpOB

JCIIOAb30BaTh Ha60pI)I, KOTOpbI€ XpaHNANCH B
HaAAe>XalgnX YCAOBIMIX

Haanmume cmurHasza B | Konramusars [IPOBECTU A€KOHTaMUHAIVIOHHbIE TIPOIIeAypbl;
OKD mo kaHaaam JICIIOAB30BaTh HOBbIE HAOOPHI
HEX/VIC/Yellow,

ROX/Orange

! boaee 110AHOe OrMICaHE XapaKTepUCTUKU TeCT-CUCTEMBI IIPeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHUNIO
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MHCTPYKU NS 10 IIPUMEHEHNIO
Tect-cucrtemnl «AptTect Tpermonema»

HA3HAYEHME TECT-CICTEMbBI
Tecr-cucrema «AptTect Tperonema» nIpeaHasHadeHa A5 OlIpejeAeHNs TeHeTUIeCKOTO MaTepuaia OaKTepui
Treponema pallidum MeTOAOM IOAMMEpPAa3HOIN LIEITHONM peakIuu C JeTeKIell pPe3yAbTaToOB B PeXUMe «peaabHOTO
BpeMeHn» (I1LIP-PB) B 2abopaTopHOI KAMHIIECKOT ITPaKTHUKE.

XAPAKTEPUCTUKA TECT-CMCTEMBI

Tecr-cucrema «AptTect Tpemnonema» sBAsS€TCS BBICOKOUYBCTBUTEABHBIM HAOOPOM A4S BBIIBAEHUS
HyKAenHOBbIX KucaoT (HK). Aumut getexunm cocrapasiet 5 reHoM-3KkBuBaAeHTOB (I'D) Bo3byauTeas B peakuym [TIP-
PB. Pacuernniit mpegea obHapyxeHM:s TecT-cuctemsl (ID/ma) B 3aBucmMoctu or obbema obOpasiia, B3ATOTO Ha
BBIA€A€HIE, I OT 0ObeMa dA1ouun npeAcrasaeH B [IpuaosxxeHun A MHCTPYKIMN.

Tecr-cucrema crmocoOHa BBIABAATL BhigedeHHbsle HK  marorena He3aBMCMMO OT MCXOAHOTO —THIIA
011010TMYeCKOTO (KAMHIYECKOIO) MaTepuaa.

UyscTBuTeabHOCTh TecT-ccteMbl «AptTect Tpemonema» cocrasaser 100% (B cOOTBETCTBMM C IIaHEABIO
CTaHJAPTHEIX 00pasuos mpeanpuatus). Tect-cucrema «AptTect TpenmoHema» BBIIBASET BCE M3BECTHBIE IITAMMBI
BO30yAuTeAs, B TOM 4ncAe Decli1a3sMUAHBIE.

Crretmuunocts Tect-cucteMbl «AptTect Tpemonema» cocrasaser 100% (B COOTBETCTBMM C IIaHEABIO
CTaHJapTHBIX oOOpasuos mnpeanpusatusd). Tecr-cucrema «AptTect Tpemonema» IIpoaHaAM3MpOBaHa Ha
crienpUIHOCTD KO BCeM OpraHmu3MaM AoMeHoB Bacteria, Archaea, Eukarya (Eukaryota), Haaapcrsa Viruses, B TOM 4ncae
(HO He mMCKAIOYas APYIMX) HamboJee 4YacTo BCTpedaeMbIM: Homo sapiens, Gardnerella vaginalis, Lactobacillus spp.,
Escherichia coli, Streptococcus aureus, Streptococcus pyogenes, Chlamydia trachomatis, Neisseria gonorrhoeae, Candida albicans,
Ureaplasma wurealiticum, Ureaplasma parvum, Mycoplasma genitalium, Mycoplasma hominis, Trichomonas vaginalis,
Toxoplasma gondii, HSV 1, HSV 2, CMV, EBV, HHV-6, HPV 6, HPV 11, HPV 16, HPV 18, HPV 31, HPV 33, HPV 35,
HPV 39, HPV 44, HPV 45, HPV 51, HPV 52, HPV 56, HPV 58, HPV 59, HPV 66, HPV 68.

Tect-cucrema «AptTect Tperronema» coaep>Xut B csoeM cocrase ¢pepmeHT ypanna-AHK-rankosnaasy (YAI)
u a4YT®, aTo ro3soaser n3bexxars KoHTamMuHayu IIP-cmecn mpoaykxramu npegmectsyiomux TP 1 moayyenns
0KHOITOAOXKUTEABHBIX Pe3yAbTaToOB.

B Tect-cucreme «AptTect TpemoneMa» MCIIOAB3YyeTCs OBICTPBINT UM IIPOCTON IPOTOKOA aMIAMpUKaLy,
UAEHTUYHBI HIPOTOKOAaM TecT-cucteM cepun «AptTect», Kortopeii mospoaser 3a 70 — 90 MMHYT IOAy4UTb
AOCTOBEpHBIe pe3yAbTaThl MCCAeAOBAaHNMSA C MUHMMAABHBIMM PUCKaMM OMIMOKM OIlepaTopa, YTO CYII[eCTBEHHO
TMOBBIIIIaeT IIOTOYHOCTh 1a00PaTOPHBIX aHAAM3OB.

Aas pellleHUs] pa3HOOOpas3HBIX 3adad, CTOAMIMX Ilepes IO/Ab3OBaTeleM, TeCT-CUCTeMBl MUCIIOAHSIOTCA B
PasAMYHBIX KOMIIAEKTallMAX: AAd KaueCTBeHHOTO ompeseaeHus c sks3oreHHeIM BKO (kommaektanum 1, 11), aas
KaueCTBEHHOTO orrpeAeleHnst ¢ sHAoreHHbIM BKO (kommaekranuu 2, 12), aas1 onnpedeaeHust Oe3 cTaguy SKCTPAKIINN
AHK (xomniaekranum 3, 13), 445 BBICOKOUYBCTBUTEABHOIO OllpeedeHus (KoMmIiaekranuu 4, 14), sonoaHuTeabHO
YKOMIILAeKTOBaHHbIe pacXodHbIM MaTepuaaoM Aas TP (xommnaexrarum 11, 12, 13, 14). Bece peareHTHI TecT-cucTeM
pacdacosansl B mpobupku 1,5-2 M4, npurogHsle Aas 1eHTpuUQyruposaHus. TecT-cHCTEMBI cogepyKaT ITOAHBIN
KOMILA€eKT FOTOBBIX K JICIIOAB30BaHMIO peareHToB A5 nposeaeny LI P-nccaeaosannii. Kommaexramum rect-crcreM
paccunransl Ha mposedenne 100 peaknmii (Tabanma 1).

Ta6anna 1. Komnaekranun «AptTect Tpenmonema»

Kommaexraris Cocras
Kommaexranms 1 — II1IP-pearent — 1,0 m4;
— IIparimepst TP - 1,0 m4;
- ITKO - 0,5 ma;
- OKO -1,0 mz;
- BKO -1,0 ma.
Kommnaexraris 2 — [1IP-pearent — 1,0 m4;
— ITpanmepn TP — 1,0 m4a;
- ITIKO - 0,5 ma;
- OKO-1,0 ma.
Kommnaexrarms 3 — [I1IP-pearent — 1,0 m4;
— ITpanmepn TP — 1,0 m4a;
- ITKO - 0,5 ma;
- OKO-1,0 ma.
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Kommnaexrars 4 — I1IP-pearent — 1,0 m4;

— ITpanmepn TP — 1,0 m4a;

- ITIKO - 0,5 ma;

- OKO-1,0 ma.
Kommaexrams 11 — I1IP-pearent — 1,0 m24;

— ITpaimepn: TP — 1,0 m4a;

- ITIKO - 0,5 ma;

- OKO -1,0 mz;

- BKO -1,0 mz;

— Pacxoanpit matepuaa aAas [P — 1 koMnaexT.
Komrmiaexranms 12 — ITIP-pearent — 1,0 Mm4;

— IIpaiimepst TP - 1,0 m4;

—ITIKO - 0,5 ma;

- OKO -1,0 mz;

— Pacxogubinit matepuaa gas NP — 1 xoMI1aexT.
Komrmaexranms 13 — I1IP-pearent — 1,0 m24;

— ITpanmepn TP — 1,0 ma;

- TIKO - 0,5 ma;

- OKO-1,0 mz;

— Pacxogubiit matepuaa gas NP — 1 koMI1aeKT.
Kommaexranms 14 — I1IP-pearent — 1,0 Mm24;

— Ilpaiimepsr TP - 1,0 ma;

- TIKO -0,5 ma;

- OKO -1,0 ma;

— Pacxoanpit matepuaa aas TP — 1 koMmaexT.

Aasa srana skcrpakuun HK u3 obpasna pexomeHayercs ucroab3opaHue peareHTos: «ApTtAHK Kamumnx»,
«ApTtHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK skcTpakT».

PesyapraT ammandukanuy BHYTPEHHEIO KOHTpPOAs perucrpupyercs Ha kanale FAM/Green, pesyabrat
amranduxkanym HK Bo3Oyaureas perncrpupyercs Ha kaHaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpn pabote c TecT-cucTteMoii HeobOXxogumo cobaogats Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToguvecKue yKa3aHIs IIPOU3BOANUTEAS.

OLOPYAOBAHMWE 1 MATEPUA DI

— aM1AnupUKaTOp C A€TEKLMENl Pe3yAbTaTOB B PeXIIMe «pealbHOrO BpeMeHn». TecT-crucreMa COBMECTIIMA €O
BCceMM aMIAnQuKaTopaMy OTKPHITOTO Tuia B ToM umucae: 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'IIP-60kc;

- 1leHTpUyTa/BOPTEKC;

— HaboOp A03aTOPOB ITepeMeHHOTO 0ObeMa;

— 04HOpa30BbIe HAKOHEYHMKU C PUABTPOM A5 403aTOPOB ITlepeMeHHOT0 00beMa;

— 04HOPA30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupku oobemom 1,5 — 2,0 ma;

— OIITUYECKN Mpo3padHble Tpobupku aas ITP-PB, aganTtuposaHHbIe 4451 MCIIOAb3yeMOIo aMIIAMUKaTOpa;

— ITaTUBHI A5 IIPOOMPOK 11 HAKOHEYHMKOB;

— x04041AbHUK OT +2°C 20 +8°C ¢ MOpo3mabHOI KaMmepoii ot -24°C g0 -16°C;

— OTJeABHBII XaAaT U OAHOPa30Bble IepyaTKI;

— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;

— KOMIIA€eKT CpeACTB 445 00pabOTKM pabouero Mecra.
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ITPOBEAEHVE AHAAWN3A

,;'ZZ ApTtbunoTlex

AHaanM3 TPOBOAUTCA B COOTBETCTBUM € MeToguyeckuMm yKasaHUAMM K KaXJ0M KOMILAeKTaljuuy,
YTBEP>XKAEHHBIMI B yCTAHOBAEHHOM IOPsIAKe, COrAacHO IIepedHIO:

ITpnaosxxenne
KomMmmnaexranms 1;
ITpuaoxxenue
KomMmmnaexrars 2;
ITpnaosxxenne
Kommiaexranms 3;
ITpuaoxxenue
KomMmmnaexrarus 4;
ITpnaosxxenne
Komnaexrams 11;
ITpnaosxxenne
KomMmmnaexramms 12;
ITpnaoxenne
Kommaexrars 13;
ITpnaoxxenne
Kommnaekranms 14.

b - Meroanyeckne
B - Meroanyeckne
I' - Merognueckue
A - Mertoaudeckue
E - Meroanyeckne
XK - Merognueckue
3 -

MeTtoanueckue

M - Meroanyeckne

yKazaHusd II0 IIpUMMeHeHMIO TecT-cucteMbl «AptTect

yKa3aHIs

yKazaHU:

yKa3aHMs

yKa3aHU:A

yYKa3aHUsI

yKazaHMs

YKa3aH!:

I10

110

110

I10

I10

110

I10

IIpUMEHEHUIO

HNPUMEHEeHNIO

IIpMMEHEHUIO

IPUMEHEHNIO

HNPUMEHEeHNIO

IIpUMEHEeHUIO

HPUMEHeHNIO

TeCT-CICTEMBI

TeCT-CICTEeMBbI

TeCT-CICTEMBI

TeCT-CIICTEeMBbI

TeCT-CICTEeMBbI

TeCT-CICTEMBI

TeCT-CI1ICTeMBbI

TPAHCITIOPTUPOBKA M XPAHEHME TECT-CMMCTEMbI

TpancnopTnpoBKa TeCT-cuCcTeMBI OCYIIIeCTBAAETCS IIPU TeMIlepaType OKpy>KaloIllell cpeAbl, HO He Bpime +37°C
(a0 5 cyrok) mam mpu Temmepatype +2 — +8 °C (a0 30 cyTok). JomyckaeTcsa TpaHCIOPTUPOBKa AIOOBIM BMAOM
TpaHCIIOpPTa B YCAOBMX, OOecreuMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IpaBMAaMU IIepeBO3KU TIPY3O0B,
AeVICTBYIOIIMMM Ha AaHHOM BlJe TpaHCIIopTa.

«AptTect
«AptTect
«AptTect
«AptTect
«AptTect
«AptTect

«AptTect

Tpernonema»
Tpenonema»
Tperonema»
Tpenonema»
Tpernonema»
Tperonema»
Tpenonema»

Tpernonema»

IIpu moaydyeHMM pa3yKOMIIAEKTOBLIBA€TCA B COOTBETCTBMM C YKa3aHHBIMIU TeMIIepaTypHBIMU peXXMMaMU
xpaHeHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! puU TeMmepatype oT -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TecT-CcTeMbI Ipu TeMnepatype +2 — +8 °C (g0 30 cytok). Pacxoansnit matepuaa aasa ITLIP
XpaHUTCs TPy KOMHATHO TeMIlepaType.

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

Cpoxk roaHocty TecT-cucteMsl «ApTTect TpenoHema» — 12 Mecs11ieB ¢ ATl UBTOTOBAEHUS.
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YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOAbBI UX YCTPAHEHMS

IIpoGaema

Bo3sMosxHasa mpuunHa
po0aeMbl

BapmaHTbI pentennst mpo0aeMbl

Hert curnaaa mo xanaay
FAM/Green

HexoppekTHBIit 3a60p
611010TIYeCKOTO MaTepraja

IIOBTOPUTSE 3a00p

HexoppexktHoe Boigeaenne HK
113 00pas31oB

NoBTOpUTH BhlgeaeHne HK

Vcrioap3oBanue HEIIOAXOASIITUX
pacxoaHbIX MaTepuaaoB

UCII0AB30BaTh NpOOUpPKNU A4as noctaHosku ITLIP,
peKOMeHJ0BaHHBle  (PUPMOII-IIPOU3BOAUTEAEM

aMIIA I/ICl)I/IKaTOpa AnbOo ajanTpoOBaHHbIE A1

MCII0AB3yeMOTo ITprbopa

He TIIogBeprath BO3JeNCTBUIO Y P-00ayueHM

OAHOPA30BbII I11aCTUKOBBIN pacxoAHbIN

MaTepuaA (IpoOMpPKY, HAKOHEIHIKI)

TP arnéuposaxHme

passecTn obpasers B 5 pa3 B saoupyiomem oydepe,
IIOBTOPUTH aHAAU3

MCII0AB30BaTh HOBBIN 0Opasel; MaTteprada

UCII0AB30BaTh COPOEHTHBIN MeTO  BhieaeHrst HK

Het curuaaa B K+

Vcnnoap3oBaHme HETIOAXOASIIITUIX
pacxoAHBIX MaTepyaAoB

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

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

MCII0AB3yeMOro IIpubdopa

HexoppexTHoe mnpurorobaeHue
TTIIP-cmecn

npuroTosuTh HOBYIO ITIIP-cMmech

HexoppekTHble TTapaMeTpsI
aMIAnQpUKaLn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINN B
COOTBETCTBUU C Tabaum1en 2

HekoppekTHble ycA0BIS
XpaHeHIs1 HaOOpoB

JCIIOAb30BaTh Ha60pr, KOTOpbl€ XpaHNANICH B
HaAAe>XalnX YCAOBIIIX

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

Haanume
OKD 10
HEX/VIC/Yellow

CUr"Haaa B
KaHaay

Kontamunanst

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

Tect-ccrema mpeaHasHaueHa A4 HMPOQECCHOHAABHOTO IIPUMMEHEHUA U AOAKHA MCIOAL30BAThCSI TOABKO
MPOIIEAITNM OOyJIeHIe TIEPCOHAAOM.

Muadopmarnms, ykazaHHas B MHCTPYKIINM K TECT-CICTEME, PacIIpOCTPaHsIETCs Ha BCe KOMILAEKTallN, eCAV THOe
He OTMeYeHO B MHAUBUAYaABHOM TIIOpsAKe. AeraapHas mHpOpMaums IO mpouesype mposedenus IILP B
3aBMCUMOCTM OT KOMIIAEKTallUM M3AeAUs UM THUIIa UCIOAb3yeMOTO OOOpyAOBaHMS M3A0XKeHa B MeToamdecKux
yKa3aHUAX 110 MPUMeHeHMIO Ka’kA0M KOMIIAeKTallUI TeCT-CUCTEMBI.

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

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

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

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

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

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

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

PacuetHnsiii npeaea obHapy>keHms TecT-cucteMsl (I'D/M4) B 3aBUCHMOCTY OT 06beMa oOpasIia, B3sITOrO Ha BEIAEAeHIe,

1 OT OObeMa DAIOLIUN

O6pem Oopem PacueTHas PacueTHast 9yBCTBUTEABHOCTD
obpas1ia, DAIOLIAN, 9yBCTBUTEABHOCTD, AAs1 KoMIiaekTanuii 4 n 14,

MKA MKA 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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INPUAOKXEHME b

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cuctemnl «AptTect Tpermonema»
Komnaexmayus 1

HA3HAUYEHMWE TECT-CUMCTEMbI
Tect-cucrema «AptTect Tpenonema» mnpesHasHaueHa AAs1 KadecTBeHHOro omnpegeaenns AHK 6Gaxrepuii
Treponema pallidum MeTOAOM IIOAMMEpPa3HON IIEITHOV peaKIUM C AeTeKIuell pe3yAbTaToOB B PeXNMe «peaabHOTO
spemenn» (I1LIP-PB) B aabGopaTopHOiT KAMHMYECKON IpakTuke. B cocras xommaexkTanum 1 BXOAUT DK3O0T€HHBIN
BHYTpPEeHHMUI KOHTPOABHBIN oOpaselt (BKO) g4 xourpoas sdpdexrnsHocTu srana seidesenns AHK.

XAPAKTEPUCTUKA TECT-CMCTEMBI!

Tect-cucrema «AptTect TpenmoHema» sABAseTCS BHICOKOUYBCTBUTEABHBIM HaOOpoMm aast BeisBAeHms /AHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunm [TIIP-PB.

Tecr-cucrema «AptTect Tpennonema» cogep>kut B ceoeM coctase ¢pepmenT ypauna-AHK-ranxosmnaasy (YAI)
u AYT®, uto nossoasieT nzdexxars KoHTaMuHauuu I1LIP-cmecn npogykramu npeamecrsyiomuyx TP n noayuyenns
0KHOITOA0XKUTEAbHBIX Pe3yAbTaToOB.

B Tect-cucreme «AptTect Tpemonema» MCIIOAb3yeTcss OBICTPBIN M IPOCTONM ITPOTOKOA aMIAMUKaIINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

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

Tab6amnma 1. Coctas «ApTTect TpernoHema»

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

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

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

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

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

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

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

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

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

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

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

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-: 10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD®: 10 mxa OKD.

I'epMeTmaHO 3aKpBHITH HPOOUPKY KPHIIIKaMU. B caydae HaAmams my3sIpbKOB B pacTBOpe 1AM KalleAb Ha CTeHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CoffepKMoe IIyTeM
2-xkpatHOro  miepesopaumBaHusi  [ILIP-mpobmpox ¢  mHOCIeNyOIMM  OCaXIeHWeM  KpaTKOBpPeMeHHbIM
HeHTPUPYTPOBaHVIEM.

IlocTaroBKa peakimy aMIAVQpUKaIA

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

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

Ta6amna 2. IlapameTpn! amnandukanym®

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

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

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

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

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

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

Anaans pe3yabTaToB
I. Ilepea Hawaa0oM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K Ipuoopy.
a) 244 npubopos trnna «Rotor-Gene 3000/6000/0Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Be10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeobXoauMocTy mopor
¢ona moxer 6bITh 3MeHeH B Anana3oHe 0 — 30 %**;

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

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

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

Peructpamua MH 8 Pocagpasramsope
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— YCTaHOBUTH 3HaYeHMe IlapaMeTpa Ioporosoi anuuu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TOPOT
MOKeT OBITh M3MEHEeH B Amarasode 25 —250%%;

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

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

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

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

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

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

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

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

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

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

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

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

Tabana 3. O1ieHKka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

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

B caydae HecooTBeTCTBMs KOHTPOABHBIX TOUEK TpeOyeMBIM 3HaueHMsIM HeOOXOAVMMO IIPOBECTU ITOBTOPHOE
mccleoBaHMe Bcex 0Opas3IloB HauMHasA co ctaguu skerpakuun AHK.

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIios

3uagenne «Ct» mo xkanaay

PesyabpTaT 0Opasiia

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

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

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3UpoOBaTh oOpasisl 10 KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 445 10A0XUTEABHBIX BBIAATD
3aKAIOYEHNe;

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

B) OCTaBIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUMAHBIMI.

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

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

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

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

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

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

Joryckaercst 3aMOpO3Ka/OTTarBaHe KOMIIOHEHTOB TecT-cructeMsl 40 10 pas.

Cpok rognoctu tect-cucreMsl «AptTect Tperonema» — 12 Mecsi1ieB ¢ AaTbl U3TOTOBAEHMSI.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMmosxHasa nmpuunHa
po0aeMbl

BapmaHTbI pentennst mpo0aeMbl

Hert curnaaa mo xanaay
FAM/Green

HexoppexktHoe Boigeaenne HK
113 00pa31oB

NoBTOpUTH BhlgeaeHne HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh IpOOUpPKN 445 moctaHOBKU [1LIP,
peKoMeHJ0BaHHBIe  (PUPMOII-IIPOM3BOAUTEAEM

amrnanduxkatopa AndOO aAalTUPOBaHHBIE AAS

JICII0/b3yeMOTo mpubopa

He TIogBepraTh BO3JelcTsuio Y ®P-o0ayueHMs

OAHOPa30BLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

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

JCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCII0AB30BaTh COPOEHTHBIN MeTo , BhigeaeHst HK

Het curaaaa B K+

Vcrioab3oBaHue HEIIOAXOASIIIIUIX
pacxo4HBIX MaTepyaA0B

UCII0AB30BaTh MpOOUpPKU Aas moctaHoBku TILIP,
peKOMeHJ0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

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

UCII0Ab3yeMoro mpubopa

HexkoppexTHoe mnpurorobaeHue
TTIIP-cmecn

IpuroToBUTh HOBYIO ITIP-cMmecs

HexoppekTHble mtapaMeTpsl
aMIIAuQpUKaLn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B
COOTBETCTBUU C Tabau1en 2

HexkoppekrHble ycaoBust
XpaHeHUsI HA0OPOB

MCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHUANCD B
HaAAeXalllX yCAOBMSIX

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

Haanume
OKD 1o
HEX/VIC/Yellow

CUTHaza B
KaHaay

Kontamunanst

IMpoBeCTU A€KOHTaMIMHallIOHHbIE ITPOLIEeAYPbI,
JICIIOABb30BaTh HOBEBIE Ha6opm

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

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cuctemnl «AptTect Tpermonema»
Komnaexmayus 2

HA3HAYEHME TECT-CCTEMbI
Tect-cucrema «AptTect Tpenonema» mnpesHasHaueHa AAs1 KadecTBeHHOro omnpegeaenns AHK 6Gaxrepuii
Treponema pallidum MeTOAOM IIOAMMEpPa3HON IIEITHOV peaKIUM C AeTeKIuell pe3yAbTaToOB B PeXNMe «peaabHOTO
ppemenn» (IILIP-PB) B aabGopaTopHOi KAMHMYECKOV Ipaktuke. Kommaekranus 2 COAEpP>KUT BDHAOTEHHBIN
BHYTpPEHHUI KOHTPOAD 4151 KOHTPOAs dTala 3abopa obpasna u seideaenns AHK.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AprTect TpenoneMa» sIBASETCSI BHICOKOUYBCTBUTEABHBIM HaOOpoM aas BbLasAeHms AHK:
AVIMUT AeTeKIUU COCTaBAseT 5 TeHOM-9KBIBa€HTOB BO30yAuTeAs B peaknyu [TP-PB.

Tecr-cucrema «AptTect Tpennonema» cogep>kut B ceoeM coctase ¢pepmenT ypauna-AHK-ranxosmnaasy (YAI)
u AYT®, uro mossoasteT nzdexxkars KoHTaMuHannu I11IP-cMecu mpogykramu npeamectsyomuyx TP 1 moaygenms
0KHOITOA0XKUTEAbHBIX Pe3yAbTaToOB.

B Tect-cucreme «AptTect TpemoneMa» MCIIOAB3YyeTCs OBICTPBIN M IPOCTONM IIPOTOKOA aMILAM(PUKALINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAM30B.

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

Tab6amnma 1. Coctas «ApTTect TpernoHema»

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

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

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

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

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

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

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

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

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

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

IIL. BHecTy KOHTpOABbHBIE OOPa3IIbL:

1) K-:10 mxa OKG;

2) K+:10 mka IIKG;

3) OKD®: 10 mxa OKD.

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

IlocTaroBKa peakimy aMIAVQpUKaIA

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

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

Ta6amna 2. IlapameTpn! amnandukanym®

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

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

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

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

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

Anaau3s pe3yabTaTOB
L. Ilepea Hagaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOJIKM B COOTBETCTBUM C MHCTPYKIINEN K IprOopy.
a) Aas mpubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Bei6pocos («NTC threshold/TIopo: @ona») — 10%. ITpu HeobXoauMoOCTH ITOPOT
¢ona moxxer 6bITh M3MeHeH B Anara3oHe 0 — 30 %**;
— YCTaHOBUTH 3Ha4YeHMe apaMeTpa rnoporosoit auHuu («Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY ITOPOT

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

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

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

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

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

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

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

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

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anann 10 %, nmoaydennoro Aas odopasua I[TKO B mocaeanem
nkae amnandukanun. IIpu HeodxoauMoCTy IIOPOr MO>KeT OBITh M3MEHEeH B gnuariazone 5 — 30%.
IT ® 6 5 —30%.**
* B sasucumocmuy om YcmanosAeH Ol 6epCull IpozpamMMHOz0 obecnevet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.
** Heobxodumocmv KOppexmuposKu 6o10p0co6 603HUKAL 6 CAYUAAX CUADHBIX KOAOAHUT PAYOpecteH Ul 6 0MIeAbHBIX npodax.

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

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

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

Ta6amnma 3. OrjeHKa pe3yabTaTOB aHaam3a KOHTPOAbHBIX TOUEK

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

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

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

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIiosB

3unauenne «Ct» mo KkaHaay

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

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

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3UpoBaTh o0Opasnsl 1o KaHaay Bo3Oyaurteas (HEX/VIC/Yellow), 4451 mOAOXUTEABHBIX BBIAATH
3aKAI0ueHHe;

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

B) OCTaBIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUMAHBIMI.

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

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

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

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

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

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

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

Cpok rognoctu tect-cucreMsl «AptTect Tperonema» — 12 Mecsi1ieB ¢ AaTbl U3TOTOBAEHMSI.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpmuyanHa
Ipo0aeMbl

BapmanTsI perensi ipo0aeMbl

Het curnaaa o kanaay
FAM/Green

HexoppexTHsIii 3a00p
H1oaornyecKkoro MmaTepmuaa

IOBTOPUTE 3a00p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

HOBTOpUTS BhigeaeHne HK

Vlctnoan3oBanue
HENOAXOASIINX PacXOAHBIX
MaTepualoB

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

He IIoABepraTh BO3JelcTBMIO Y®P-00aydeHms

OAHOPa30BbIN I1AaCTUKOBBIV pacxoaHbIN

Marepnaa (IpoObUpPKY, HAKOHEYHIIKIL)

TP narnéuposaHme

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

JICII0Ab30BaTh HOBBIIT 0Opasel] MaTtepuasla

JCIIOAB30BaTh COPOEHTHBIN MeTo , BhigeaeHns HK

Het curaaaa B K+

Ncnoawr3oBanne
HETIOAXOASIIIVIX PAaCXOAHBIX
MaTepualos

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

HexkoppexTHoe mnpurorobieHue
TTIIP-cmecn

HpurotoBuTh HOBYIO ITIIP-cMmech

HexoppekTHble mtapaMeTpsl
aMIIAQpUKaLmn

YCTaHOBUTH IapaMeTpbl aMIIAMPUKALIUNA B
COOTBETCTBUU C TabAMIIEN 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

JCII0Ab30BaTh HAOOPHI, KOTOPBIe XPaHUANCH B
HaAAeKallliX yCAOBUIX

Haanume curaaaa 8 OKD o
kanaay HEX/VIC/Yellow

Kontamunanst

IpoBeCcTr A€KOHTaMIMHallVIOHHbIE ITPOIEeAYPbI,
MCITIOAB30BaTh HOBLBIE Ha60pr

! boaee 11oAHOe oruIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO
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IIPUAOXEHME T
METOAUYECKUNE YKA3AHMS 11O ITPMMEHEHIIO
Tect-cucrtemnl «AptTect Tpertonema»
Komnaexmanus 3

HA3HAYEHME TECT-CMCTEMBI
Tecr-cucrema «AptTect Tpenonema» mnpegHasHaueHa AAs1 KadecTseHHOTro onpedeaenus JAHK Gaxrtepnii
Treponema pallidum MeTOAOM IIOAUMEpPa3HON IIEITHOV peaKIUM C AeTeKIuell Pe3yAbTaToOB B PeXIMe «peaabHOTO
BpeMenn» (I1LIP-PB) Ge3 cragun skcrpakunu AHK B 1ab60paTOpHON KAMHUIECKOI TPaKTHUKe.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect Tpernonema» sBAseTCS BBICOKOUYBCTBUTEABHBIM HabopoM aas Berstsaenms /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 rtect-cucreme «AptTecr TpernoHema» mMCIIOAB3yeTcsl OBICTPBIN M HPOCTON IMPOTOKOA aMIIAM(PUKALIU,
MAEHTUYHBIN IIPOTOKOAAM TecT-cucTeM cepun «AptTect», 4TO CyIIeCcTBEHHO IOBHIIIaeT IIOTOYHOCTh 1ab0paTOPHBIX
AHAAMU30B.

Kommnaekranusa paccautada Ha mposedenne 100 peaknnii (tabanma 1).

TaOGauma 1. Cocras «AptTect Tpenonema»

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

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

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

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

OBOPYAOBAHMWE "1 MATEPVA /1Bl
— aMIANQPUKaATOP C AeTeKIUell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOIo 00beMa;
— 04HOPa30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB ITIepEMEHHOIO 0ObeMa;
— 04HOpAa30BbIe TOANIIPONMAEHOBbIE 3aKphIBAIOIINecs IIpoOupKy oobeMoM 1,5 — 2,0 ma;
— OITHYECKN IIpo3pauHble Tpoonpku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTUBHI A5 IIPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3mAbHOI Kamepoii oT -24°C a0 -16°C;
— OTJeAbHBIN XalaT U OAHOpa30BLle IepyaTKl;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMILAEKT CPeACTB 4451 00paboTky pabodero Mecra.

IMOATOTOBKA MCCAEAYEMOTI'O MATEPUAAA

Otbop o00pa31ioB Ma3KOB, COCKOOOB 1 OTJAeAsSeMOIO CAMBUCTBIX 000404YeK YpPOTeHNUTa/AbHOTO TpaKTa
OCYyIIeCTBASETC B COOTBeTCTBMU C cymecTByomumMy THITA, MeToanmueckuMy yKa3aHUAMI U UHCTPYKIIUAMM.

Ilepea orGopomM Ma3KoB He JOIyCKaeTCsA IIpOBeJeHMe TMITIeHMYeCKUX IIpolledyp, a Takke oOpaboTka
MeAUITMHCKMMU MperiapaTaMu.

He pexomenayercss wmcnoab3oBath «30Ha «lHOHOHa»: yporeHHMTaabHBIN», PeKOMEHAOBaHBI K
Mcroab3oBaHnIo «30H4 «OHOHa»: yporeHUTaabHBIN (PAOKMPOBAHHBIN», «30HA «lOHOHa»: IIMTOIETKa».

He aomyckaercs samopaskuBaHue obpasios. Ilepes mocranoskort I1HP o6pasusl nepemeriate Ha BOpTeKCe,
KpaTKOBPEeMEHHBIM IIeHTpU]YTUpOBaHIEM OCaAUTh KaIllAM CO CTEHOK IIPOOVPOK.

Peructpamua MH 8 Pocagpasramsope 1
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IIPOBEAEHVIE AHAII3A

IToaroroska ITILIP-cmecu

0. Pasamopo3uTs Bce peareHTHI (IIpy HEOOXOAVMOCTH), IlepeMellaTh IIepeBepHYB IPOOPKI HECKOABKO pa3 (1An
IlepeMeIlIBaHIIeM Ha BOpPTeKCe B TeueHuM 2—4 CeKyHA) M COpPOCHMTH Kamayu C IIOMOIIBIO KpaTKOBPEeMEHHOTO
LIeHTPUPYTUPOBAHISL.

I. B xa’kay10 ITOCTaHOBKY aMILAM(pUKALINY IIOMUMO UCCAeAyeMBIX 00pa3IioB 40AKHEI 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 Ha4are npomoxKoAd AMHAUGUKAUUU AL COBMECHTHDIX NOCMAHO060K ¢ HAOOpAMU,
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 HeobXoauMocTy mopor
¢ona mosxer 6bITh U3MeHeH B Anaria3oHe 0 — 30 %**;

— YCTaHOBUTD 3HaueHe napaMerpa roporosoit Avauu (« Threshold/ITopoz») — 0,02. [Tpu HeoGxo4MMOCTH ITOPOT
MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;
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— IHOpu HeoOXOAUMOCTU AOIyCKaeTcs aktmBarust ¢QyHKunin  «Dynamic  tube/unamuu.gon» wm  «Slope
Correct/Koppex. Yicaora».

0) aas mpubopos «Bio-Rad CFX96/Opus/Connect»*:

— YCTaHOBUTD 3HaYeHMe IapaMeTpa Ioporosoii AnHuu («Single Threshold») — 50. I1pn Heob6xoAMMOCTI TOpOT
MOKeT OBITh M3MEHEeH B Amaria3oHe 25 —250%%;

— HIpu HeoOXOAUMOCTU AOTycKaeTcs: akTuBaumss PpyHKuuir «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».
B) 444 upuoopos «AT-96/ATuparm/ATaaiT»*:

— yCTaHOBUTH «MeToa» — «[Topozosviil (Ct)»;

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit AnHun 10 %, nmoaydennoro aas obpasua ITKO B nmocaesnem
nnkae amnandukanun. ITpu HeobxoamMocT Iopor Mo>keT ObITh M3MEHeH B gnanasoHe 5 — 30%.**

r) aas ipubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HadyeHMe IapameTpa roporosoii ananm 10 %, moayuennoro gas obopasua [IKO B mocaegnem
nnxae amnanduxanun. ITpu HeoOGxoAMMOCTH IOPOT MOXKeT ObITH M3MeHeH B AnanazoHe 5 — 30%™*;
4) A5 OCTaAbHBIX aMIIAMPUKATOPOB OTKPLITOTO THUIIA:

— YCTaHOBUTH 3HaveHMe IapaMeTpa noporosoit Anann 10 %, noaydennoro Aas obpasua I[TKO B nocaeanem
nnkae amnandukanun. ITpu HeobxoanMocT Iopor Mo>KeT ObITh M3MeHEH B gnanasoHe 5 — 30%.**

* B 3asucumocmuy om YcmaHosAeHHOLL 6epCull NpozpamMMHoz0 obecnewet s HA36aHUs KOMAH) MOZYH HECKOADKO OMAUUAMbCSL.

** Heobxodumocmbv KOppexmuposKu 6o10p0cos 603HUKALT 6 CAYUAAX CUADHBIX 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 roaHocty TecT-cucteMel «ApTTect TpermoHema» — 12 Mecs11eB € 4aTHI M3TOTOBAEHNSL.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

Bo3sMosxHasa mpuunHa
po0aeMbl

BapmaHTbI penteHnst mpo0aeMbl

Her curnaaa o kaHaay
FAM/Green

HexoppexTHsIii 3a00p
O1oa0TIYeCcKOro MaTepuasia

IIOBTOPUTSE 3a00p

Hcnoar3oBaHme HEIIOAXOASIINIX
PacxoAHBIX MaTepuaAOB

UCIIOAB30BaTh  ApyIue 30HABL A4 0T60pa

MaTepnaada

UCII0AB30BaTh IpOOUpKN A4 nocraHosku I1LIP,
pexoMeHAOBaHHBIe  (PUPMON-IIPOU3BOANUTEAEM

amrnandukaTopa AnOO ajalTUPOBAHHEIE A5

JICII0b3yeMOTO mpubopa

He TogBeprath Bo3JelicTsuio YP-o0aydeHms

OAHOPAa30BLIN I1AaCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMpPKY, HAKOHEYHIIKI)

TP narnéuposaHme

pasBecty o6pasel] B 5 pas B da10upyIoliemM Oydepe,
IIOBTOPUTE aHAAU3

MCII0/b30BaTh HOBBII 0Opasel] MaTtepuasla

nposecty sTan sigeaenus AHK aas obpasiia

Het curaaaa B K+

Vcrioas3oBaHme HEITOAXOASIIITUX
pacxoAHBIX MaTepuaaoB

UCII0AB30BaTh MPOOUpPKN AAst moctaHosku I1LIP,
pEKOMeHJ0BaHHBIe  (PUPMON-IIPOU3BOJUTEAEM

amnandukaTopa AnOO ajanTHpPOBaHHBIE A

JCII0B3yeMOTO mpubopa

HexoppexTHOe IpUIroTOBAEeHIe
T[TIP-cmecn

OpuroToBUTh HOBYIO ITIIP-cMech

HexoppexTHble mapamMeTpbl
aMIrAnpUKanumn

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAM1IeNn 2

HexkoppekTHble ycA0BUA
XpaHeHMs1 HAOOPOB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIX

Haamune curaaaa B K-
IO KaHaay
HEX/VIC/Yellow

KonramuHais

IIPOBECTU AeKOHTaMMHAIVIOHHbIE TPOoLeAyphl
JICIIOAb30BaTh HOBBIE HaOOPHI

1 boaee moaHOe omycaHe XapaKTepUCTUKHM TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru




TY BY 192743351.018-2022 uzm. 1

ITPUAOKEHME A

METOAUYECKUNE YKA3AHMS ITO ITPMMEHEHUTIO
Tect-cuctemnl «AptTect Tpermonema»
Komnaexkmanus 4

HA3HAUYEHMWE TECT-CUMCTEMbI
Tect-cucrema «AptTect Tpenonema» mnpesHasHaueHa AAs1 KadecTBeHHOro omnpegeaenns AHK 6Gaxrepuii
Treponema pallidum MeTOAOM IIOAMMEpPa3HON IIEITHOV peaKIUM C AeTeKIuell pe3yAbTaToOB B PeXNMe «peaabHOTO
spemenn» (I[1LIP-PB) B 2abopaTopHOI KAMHMYECKOI ITpakTuke. KoMrraexranus 4 sABAseTCsl BBICOKOUYBCTBUTEABHON
U TI03BOASIET AOIOAHMUTEABHO aHaAu3uposaTh PHK Bo3Oyamreas, a TaxKe mMCIIOAb30BaTh OOABIINIT OOBEM
BblA€/A€eHHBIX HyKAeMHOBLIX K1caoT (aaaee HK).

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect Tpemonema» sBASIETCS BBICOKOUYBCTBUTEABHBIM HAOOPOM A4S BBISBAEHILT
AHK/PHK: auMut getekuum cocrasAsieT 5 reHOM-9KBUBAAE€HTOB BO30yAnTes B peakuyu [111P-PB.

Tecr-cucrema «AptTect Tpennonema» cogep>kut B cBoeM coctase ¢pepmenT ypauna-AHK-rankosmnaasy (YAI)
u AYT®, yto nossoasieT nzdexars KoHTaMuHaunu I1LIP-cMecu mpogykramu npeamectsyiomuyx TP 1 noayuenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToOB.

B Tect-ccreme «AptTect Tpemonema» MCIIOAb3yeTcss OBICTPBIN M IPOCTONM IIPOTOKOA aMIAMUKaIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

Kommnaekranus tecT-cucteMsl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tab6amnma 1. Coctas «ApTTect TpernoHema»

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaiimepsr TP 1,0 ma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

Aas srana skcrpaknyy HK u3 oOpasia pexoMmenayercst mcrnoasszosanne peareHtos: «ApTAHK Kanmmk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK »sxcrpakT».

PesyapraT amnandukanuy 9HAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha KanHale FAM/Green,
pesyabpraTt amnandukanymu HK Bo3dyaureas perucrpupyercs Ha kanaae HEX/VIC/Yellow.

MEPHI ITPEAOCTOPOKHOCTU
Ilpn pabote c Tecr-cucreMoit HeoOxogumo cobaodate Tekymue THITIA B ob6aactm aabopaTopHOIi
kayHngeckou IIIP-auarHocTuky 1 MeTognmdeckne yKasaHus IpOU3BOAUTEAS.

OBOPYAOBAHUE I MATEPUAABI
— aMrANQpUKaTOP C AeTeKIUel Pe3yAbTaTOB B peXKMMe «pealbHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOIo 00beMa;
— 04HOpa30Bble HAKOHEUHUKY C PUABTPOM AsI 403aTOPOB ITIepEMEHHOIO 0ObeMa;
— 0AHOpPa30BbIe MOANUIIPOIIAEHOBbIE 3aKPBIBAOIIeCs ITpobupku oovemoM 1,5 — 2,0 m4;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3muAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBIV XalaT U O4HOPa30Bble ITepUYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMILAEKT CpeACTB 4451 00paboTky pabodero Mecra.

ITPOBEAEHVE AHAAN3A
Brigeaenne HK m3 kamHMYeckoro martepmasda IPOU3BOAUTCS B COOTBETCTBUM C MHCTPYKIMeN (pUpMBI
U3TOTOBUTEAS peareHToB AAs ouncTky HK.
IToaroroska ITIIIP-cmecu
0. Pasmopo3uTh Bce peareHTH (IIpyM HEOOXOAMMOCTHM), IepeMeIaTh IepeBepHyB MPOOMPKU HEeCKOABKO pa3
(MaAm mepeMemMBaHNMEM Ha BOpPTeKCe B TedeHMU 2—4 CeKyHA) M COPOCUTH KaIlAM C IIOMOIIIBIO KPaTKOBPeMEHHOTO
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LeHTPUPYTUPOBAHISL.

I. B Kaxaylo IIOCTaHOBKY aMmAMpuUKalyMy IIOMUMO McCAelyeMBIX 00pas3lioB AOAKHBI BXOAUTH 3
KOHTPOABHBIX OOpaslla: oTpunaTteabHsrt koHTpoab [P (K-), moaoxwmreapHeni koHTpoap [IHP (K+),
OTpUILIaTeABHBIN KOHTPOAb dKcTpakiym (OKD).

B npoGupke o6vemoM 1,5 — 2 Mma nnpurorosuts «Mactep Muke»:

10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB
I'ae N — oO111ee K0AMYeCTBO peakInii aMIIANQPUKalU C yI€TOM KOHTPOABHBIX 00pa3IioB.

ITepemerats «Mactep Mukc» 1myTem 5-T1 KpaTHOTO IlepeBopadrBaHILsI IPOOUPKY (AU IIepeMeIlBaHyeM Ha
BOpPTeKcCe B TeueHUM 2—4 CeKyHJ), OCaAUTh KpaTKOBpeMeHHBIM IIeHTpuyTruposaHmeM 1 BHecTy 10 20 MKA B TPOOVPKHA
Aas nnposeaenns TTLP.

II. Jicroap3yst HAKOHEUHNUK C (PUABTPOM B IIOATOTOBAEHHBIE TPOOUPKM A406aBuTh 110 30 MK4 BeigeaeHHBIX HK
1ccAeayeMBIX OOpasIioB.

III. BHecTy KOHTPOABHEIE OOpa3IIBI:

1) K-:30 mxa OKG;

2) K+:30 mka IIKG;

3) OKD: 30 mxa OKD.

I'epmeTnyHO 3aKpbBITh MPOOMPKY KPHIIIIKaMH. B caydyae HaAmums My3pIpbKOB B pacTBOpe MAM KarleAb Ha CTeHKax
IpOOMPOK — YAaAUTH KPaTKOBpeMeHHBIM LIeHTpudyrnposaHueM. PekoMen yeTcs IiepeMelIaTh COfepKnMoe IIyTeM
2-xkparHoro  mepepopaumBaHms  [IIIP-mpobupok ¢  MHOCTIeAyM oMM  OCOKAEHMEM  KpPaTKOBpPeMEeHHBIM
LHeHTPpUPYTMpOBaHVIEM.

IlocTaroBKa peakimy aMILAVQpUKaIA

I. Tlomecturs moarorosaeHnsle Aas nposeAenus TP mpobupkn B amMnanduxaTop.

II. B cooTBeTcTBMM C MHCTPYKITHeN K IpUOOpPY 3allporpaMMUpPOBaTh aMIIAM(UKATOP COTAacHO Tabanie 2.

TaOamnia 2. IlapameTpnl aMnanpuKamm

Koa-Bo
IIar Temneparypa, °C Bpewmst —
OOpaTHas TpPaHCKPWIIIIVS 55 10 mun 1
HagaabHnas aenarypanmysi 95 15 muu 1
JeHaTyparps 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
JeHaTyparps 95 5 cex
OTxur/leTex1ms 1o KaHaJaMm:
FAM/(ﬂ'een, HEX/VIC/Yellow 63 10 cex 40
DA0OHTAIST 67 10 cex

III. 3amporpammmupoBaTh OAOXKeEHNE IPOONPOK B amriandukarope. JorycKaeTcs: BHITOAHITh JaHHBIN ITar
BO BpeMs IIpoBeJeHMs] aMIAUUKaIUU AU IO ee OKOHYAHMIO, €CAU DTO IO3BOASIET IMpOrpaMMHOe obecIiedeHne
npubopa.

IV. Aatb HasBaHNe DKCIIEpMMEHTa I COXPaHMUTh €TO Ha AvicKe (B 9ToM aiiae OyAyT aBTOMaTHUIeCK! COXPaHEeHEI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3aIlyCTUTh aMIIAupUKaTop”.

* Aas npubopos «Rotor-Gene» neped sanyckom evibpamv Pynxyuto: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Boinonumo onmumusayuto npu 1-m waze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMD NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.

Anaans pe3yabTaToB

I. ITepea Hawaa0oM aHaAM3a HEOOXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K IIpuoopy.

a) 244 npubopos Trnna «Rotor-Gene 3000/6000/0Q»*:

— 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 HeoOxoAMMOCTHU TTIOPOT
MOKeT ObITh M3MeHeH B aAnariasone 0,02 — 0,2*%;

- IIpM HeOOXOAMMOCTM JOMyCKaeTcsl akTtmsaums yHKoui «Dynamic  tube/ldunamuu.gon» m  «Slope
Correct/Koppex. Yicaora».
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0) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:
— YCTaHOBUTH 3HaYeHMe IapaMeTpa Ioporosoii AnHuu («Single Threshold») — 50. I1pn HeobxoAMMOCTI TOPOT
MO3KeT OBITh M3MEHEeH B Amariazode 25 —250%%;

— HIpu HeoOXOAMMOCTU AOTycKaeTcs: akTuBaumss PpyHKouir «Apply Fluorescence Drift Correction» u «Baseline
Subtracted Curve fit».
B) A44 upuoopos «AT-96/ATupaiim/ATaaiT»*:

— yCTaHOBUTH «MeToa» — «[Topozosviil (Ct)»;

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit AnHnu 10 %, moaydennoro aas obpasua ITKO B nmocaesnem
nuxae amnandukanun. ITpu HeodbxoamMocTy IOpOr MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

r) aas ipubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3Ha4yeHMe Iapamerpa rnoporosoii anmanuu 10 %, moaydenHoro aas obopasua IIKO B mocaeanem
nnxae amnandukanun. ITpu HeoOxoAMMOCTH IOPOT MOXKeT ObITh M3MeHeH B AnanazoHe 5 — 30%™*;

A) A5 OCTaABHBIX aMIIANPUKATOPOB OTKPHITOTO TUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii ananu 10 %, moaydennoro aas oopasua ITIKO B nmocaeanem
nnxae amnandukanun. ITpu HeodbxoanMocCTy IOPOT MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

* B 3asucumocmu om yCTTl(ZHOBAE’HHOI;l éepcui npozpammHozo obecneveHus HA36AHUS KOMAHO MOzYm HECKOALKO OMAUHAITTLCA.

** Heobxodumocmbv KOppexmuposKu 6o10p0cos 603HUKALT 6 CAYUAAX CUADHBIX KOAeOAHUTI PAyopecteHy UL 6 0mIeAbHVIX 1PoOax.

II. Betbpats aorapmdpMmuecKyio IIKaly AAsl OTpa’keH!sA pe3yAbTaToB M BU3YalbHO IPOKOHTPOAMPOBATDL
IlepecedeHle TIOPOTOBON AVHUN B AVHEHO YacTu pocTa Kpusoli amnandukanun. [Tpu nepecedeHnn moporosoit
AVHNY C KPUBOJ aMIIAM(PUKaLINY He B AMHEHOM yJacTKe — [IepeMeCTUTD ee BPYYHYIO A0 HeOOXOAVMOIO YPOBHSL.

PesyapraThl aHaAmu3a WHTEPIPETUPYIOTCS Ha OCHOBAHMM HAAWYUA/OTCYTCTBUS IlepecedeHMs KpPUBOIL
¢ayopecrieHIIIN € IOPOrOBOIT AVHMEN (4TO COOTBETCTBYET HAAUYNIO/OTCYTCTBUIO 3HAYEHNS IIOpOrosoro nukaa «Ct»
B COOTBETCTBYIOIIeli rpade B Tabanlle pe3yAbTaToB).

IIL. Yaocrosepurncsa, uyro IILIP-uccaegoBanme BaAuMAHO: KOHTPOABHBIE TOUKM — aHAAM3a  AOAYKHBI
COOTBETCTBOBATh 3HAUEHISIM, IIPUBEAEHHBIM B TabAuIe 3.

Taﬁamua 3. OI_IeHKa pe3yabTaTOB aHaa¥i3a KOHTPOABHBIX TOY€K

KonTpoabnast Kourpoanpyembii 3navenne «Ct» mo Kkanaay
TOYKa ITAIl aHaAM3a HEX/VIC/Yellow FAM/Green
OKD BOkerpaxyst HK - +/—
K- [P - -
K+ TP + +

B caydae HecooTBeTCTBMsI KOHTPOABHBIX TOYEK TpeOyeMBIM 3Ha4eHIVSAM HeOoOXOAMMO IIPOBECTU IOBTOpPHOE
1ccAe0BaHNe Bcex 00pa3ioB HauMHasI co craaum skerpaxkunu AHK.

IV. VaTepnipetuposats peayastaTsl 1111 P-anaansa nccaesyeMsix o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOanma 4. InTepnperanus pe3yabTaToB 00pa3iioB

3unauenne «Ct» mo KkaHaay

Pesyaprar oGpasua HEX/VIC/Yellow FAM/Green
IToaoXuTE ABHBINI + -
OTpurtareabHbIN - *
HeBaanaubiii - —

«—» 0DO3HavaeT OTCYTCTBME 3Ha9€HMI «Ct», I‘pa(l)I/IK aMH/lI/I(l)I/IKaI_II/II/I He I1epeceKaeT IIOPOTOBYIO AVHNIO
«+» 0DO3HaYaeT HaAU4IIe 3HAYEeHVIS «Ct», I‘pa(l)I/IK aMl'IAI/ICl)I/IKaI.II/II/I TiepeceKaeT IIOPOTroBYIO AVHIIO
<<+/—>> 3Hayenue «Ct» A4 AAHHOTO KaHaJda He aHaAM3UPYeTCi

PexomeHAyeMBIiT aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3UpoBaTh o0Opasnsl 1o KaHaay Bo3Oyaurteas (HEX/VIC/Yellow), 4451 m0OA0OXUTEABHBIX BBIAAThH
3aKAIO4YeHIe;

0) mpoaHaaM3MpoBaTh oOcTapmMecs oOpasnsl 1o kKaHaly BKO (FAM/Green), aas BaAMAHBIX BBIAATh
3aKAIO4YeHMe;

B) OCTaBIIIeCs 00pasIIbl ABASIOTCA HeBaAMAHBIMMU.

B caysae mesaamanoro obOpasija Tpebyerca mosTopHO mposectu IIIP-mccaesoBaHme COOTBETCTBYIOIIETO
oOpas1ia, HaumMHas ¢ 9Tamna skerpaxiyy HK.
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TPAHCITIOPTUPOBKA I XPAHEHUE TECT-CUCTEMBI
TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IIPY TeMIlepaType OKpy>KaloIleli cpeabl, HO He Bbie +37°C

(a0 5 cyTok) mam npu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TpaHCIOPTUPOBKA AIOOBIM BUAOM

TpaHCIIOpTa B YCAOBMIIX, O6eCH€‘II/IBaIOH_U/IX COXpaHHOCTb, B COOTBETCTBUI C IIpaBldaMIl IIEPEBO3KU TIPY30B,

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

TecT-cucreMa XpaHmUTCA B yHaKOBKe M3IOTOBUTeAs Hpu TemIiepatype oT -24 °C go -16 °C. Jomyckaertcs

XpaHeHIe TecT-CUCTeMBHI ITpu Temieparype +2 — +8 °C (20 30 cyToK).

Joryckaercst 3aMOpO3Ka/oTTarBaHIe KOMIIOHEHTOB TecT-crucreMsl 40 10 pas.

Cpok rognoctu tect-cucreMsl «AptTect Tperonema» — 12 Mecsi1ieB ¢ AaTbl U3TOTOBAEHMSI.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpmuyanHa
Ipo0aeMbl

BapmuaHTbl permenust mpo0aeMbl

Het curnaaa o kanaay
FAM/Green

HexoppexTHsIii 3a00p
H1oaornyecKkoro MmaTepmuaa

IIOBTOPUTSE 3a00p

HexkoppexkrtHoe Boigeaenne HK
113 00pas31oB

IOBTOPUTS BhlgeaeHue HK

Hcnmoar3oBaHme HEIIoAXOASIINX
PacxoaHBIX MaTepuaAOB

VICITIOAB30BaTh HpO6I/IpKI/I AASd  ITOCTaHOBKI

TP, peKOMeHAOBaHHbIe Pupmoit-
nponssoAuTeseM  aMmnandukatopa  Aubo
aJanTHPOBaHHLIE AAST MCII0Ab3YeMOTO
npudopa

He IIoABepraTh Bo3AeiicTBuiO Y®P-00aydeHMs

OJAHOPA30BBIM  IIAACTUKOBBIVI ~ PACXOAHBIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP narnéuposaHme

passecTy oOpasel] B 5 pa3 B 5AI0UPYIOIIEM
Oydepe, MOBTOpUTE aHAAN3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasla

UCII0Ab30BaTh COPOEHTHBIN MeTO/ BhlAe AeHU
HK

Het curaaaa B K+

Vcnnoap3oBaHre HETTIOAXOASIIITUIX
pacxogHbIX MaTep1aaoB

JICIIOAb30BaTh HpO6I/IpKI/I AAs1 TTOCTaHOBKI

TI1IP, peKoMeH 0BaHHbIe Pupmoit-
Ipou3BoAUTeZeM  aMmaudukatopa  AubdO
aJanTMpOBaHHEBIe AAs MCII0Ab3yeMOTO
npudopa

HexoppekTHOe mpUroTOBAEHNE
TTIIP-cmecn

npurotosuTh HOBYIO I TIIP-cMech

HexkoppexTHble mapameTphl
aMrAnduKauuu

YCTaHOBUTH ITapaMeTphbl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAMLIeNn 2

HekoppekTHsle ycA0BIsI
XpaHeHIs1 HaOOpPoB

JCIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIIX

Haanumne curamaaa 8 OKD o
kanaay HEX/VIC/Yellow

Kouramunars

OPOBECTU A€KOHTaMMHALIMIOHHEIE IIPOLeAyPhL;
MCII0AB30BaTh HOBbIEe HAOOPEI

! boaee 11oAHOe oruIcaHe XapaKTepUCTUKI TECT-CUCTEMBI ITPEACTAaBA€HO B MHCTPYKI MU 110 ITPVIMEHEHIUIO
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ITPNAOKXEHME E

METOAMYECKWE YKA3AHNSI I1O ITIPUMEHEHWIO
Tect-cucrtemnl «AptTect Tpernonema»

Komnaexmayusa 11

HA3HAUYEHMWE TECT-CUMCTEMbI

Tect-cucrema «AptTect Tpenonema» mnpesHasHaueHa AAs1 KadecTBeHHOro omnpegeaenns AHK 6Gaxrepuii
Treponema pallidum MeTOAOM IIOAUMEpPa3HON IIEITHOV peaKIUM C AeTeKIuell pe3yAbTaToOB B PeXMMe «peaabHOTO
speMenn» (ITLP-PB) B aabopaTopHOiT KAMHMYECKOM IlpakTuke. B cocraB komnaextaumu 11 BXOAUT DK30TeHHBIN
BHYTpeHHMII KOHTpoAbHBIN oOpasen; (BKO) aas xourpoas sddexrusnoctu srama soidesenns AHK, a taxke
pacxoaHbilt MmaTepuaa aAas TTHP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect TpenoHema» sABAseTCS BHICOKOUYBCTBUTEABHBIM HaOOpoM aast BeisBAeHms /JAHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakuym ITIIP-PB.

Tecr-cucrema «AptTect Tpennonema» coaep>knt B cBoeM coctase ¢pepmenT ypauna-AHK-ranxosmnaasy (YAI)
u AYT®, uto nossoasieT nzdexxars KontaMuHauyu I1LIP-cMecn npogykramu npeamectsyiomux TP n noayuenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Tect-cucreme «AptTect Tpemonema» MCIIOAb3yeTcss OBICTPBIN M IPOCTONM ITPOTOKOA aMIIAMUKaIINI,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIlecTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

Kommnaekranus TecT-cucreMbl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tab6amnma 1. Coctas «ApTTect TpernoHema»

Komnaexrt aas TP (gacts 1 13 2)
KomMmmnonenr O0ObeM, He MeHee
1. TILIP-pearent 1,0 ma
2. ITpaitmepsr TP 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma
5. BKO 1,0 ma

Komnaexr naacrtuka (qactp 2 u3 2)
Pacxoaurniit matepuaa aas I[P ‘ 1 KOMILAEKT

Aas srana skerpaxiym AHK 13 obpasma pekomenayercs ucnoab3osanne peareHTos: «ApTAHK Kannmk»,
«ApTtHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK skcTpakT».

Pesyaprar ammandukanum sk3orenHoro BKO perucrpupyercsi nHa kanHale FAM/Green, pesyabraT
amranduxanym AHK Bo3Oyaureas perucrpupyercs Ha kanase HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpun pabote c TecT-cucTteMoli HeobOXxogumo cobaogats Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T P-auarHocTuky 1 MeToguvecKye yKa3aHs IIPOU3BOANUTEA.

OBOPYAOBAHUE I MATEPUAABI
— aMrANQpUKaTOP C JeTeKIUel Pe3yAbTaTOB B pe>KMMe «pealbHOTO BpeMeHI»;
— ITIIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPA30Bble HAKOHEYHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 04HOPA30BbIe TOAUITPONIACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3yeMOTO aMIIANpUKaTOpa;
— IITaTVUBH A5 IPOOMPOK ¥ HAKOHEYHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3MAbHOI Kamepoii oT -24°C a0 -16°C;
— OTAeABHBIV XalaT U OJHOPa30Bble TTepYaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

ITPOBEAEHUE AHA/AN3A
Boigeaenne AHK ns xamHmueckoro marepnada npoussoautcs copmectHo ¢ BKO (10 Mxa Ha BblgeaeHue) B
COOTBETCTBUM C MHCTPYKLMEN GpUPMBI-U3IOTOBUTEAS peareHTOB A5 ounctku HK.
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IMoaroroska ITILIP-cmecu

0. PaaMopo3uTh BCe peareHTH! (IIpM HEOOXOAUMOCTH), IIepeMelllaTh IIepeBePHYB IIPOOUPKI HECKOABKO pa3 (1An
IepeMeIBaHeM Ha BOpTeKce B TedyeHme 2-4 CeKyH4) UM COpPOCHMTH KaladM C IIOMOIIBIO KpaTKOBPEeMEHHOTO
LeHTpUPyTUPOBAHNSL.

I. B xa>xay10 ITocTaHOBKY aMIIAM(pVKaLNY IIOMIMO UCCAeAyeMBIX 00pa3IioB 40AKHBI BXOAUTH 3 KOHTPOABHBIX
obpasia: orpunareaspHsri KouTpoas [ILP (K-), moaoxmnreasnsiit koutpoas TP (K+), oTpuiiaTeAbHBIN KOHTPOAD
skcrpakum (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Macrep Mukc»:

10*(N+1) mxa ITITP-pearenTa + 10*(N+1) MKa mpaviMepoB
I'ze N — o011ee KoAM9IeCTBO peakLINii aMIIANPUKALIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememaTts «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (AN IIepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPeMEHHBIM IIeHTpu(yruposaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKHU
Aas nposegenns TTLIP.

II. crioap3yst HAKOHEYHNK € PUABTPOM B IIOATOTOBAEHHBIE TPOOMpPKM A406aBuTh 110 10 MKa BEIgeaenHo AHK
nccaelyeMbIX 0OpasIioB.

III. BHecT KOHTpOABHBIE OOPa3IIbL:

1) K-:10 mxa OKO;

2) K+:10 mxa ITIKG;

3) OKDB: 10 mxa OKB;

I'epMeTmdaHO 3aKpBITH HPOOUPKY KPHIIIKaMU. B caydae HaAmams my3sIpbKOB B pacTBOpe 1AM KalleAb Ha CTeHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKuMoe IIyTeM
2-xpatHOoro  mepeopaumBaHms  [1LIP-mpoOupox ¢  mHocienyrommM — ocaXiaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrUpoBaHEeM.

IlocTraroBKa peakimy aMILAVpUKaII

I. ITomecTuTh MOATOTOBAEHHBIE A5 TpoBeeHms I ILIP mpobupku B amnandukarop.

II. B cooTBeTcTBMM C MHCTPYKIMET K IpUOOPY 3alIporpaMMIpPOBaTh aMIIAM(UKAaTOpP COrAacHo TadAam1ie 2.

Ta6amna 2. IlapameTpn! amnandukanym®

o Koa-Bo
lar Temmeparypa, °C Bpems IKAOB
Hagaabnas aenarypanmys 95 15 muu 1
AeHaTypanus 95 5 cex
OT1xur 63 10 cex 5
DAOHTaISI 67 10 cex
AeHaTypanus 95 5 cex
Orxur/ leTeKkims 1o KaHaam:
FAM/Green, HEX/VIC/Yellow 63 10 cex 40
DAOHTaISI 67 10 cex

* donyckaemca dobasaeriue wiaza 55 °C, 10 Mui 6 HAUAAE NPOMOKOAD AMUAUPUKAUULU OASL COBMECTIHDIX NOCHAHO60K C HAOOpAMU,
mpedyouUMU IMan pesepmuposarus.

III. 3amporpaMMMpoBaTh IIOA0KEHNE IPOOMPOK B aMIIAnduKaTope. JoImyckaeTcs BHITOAHATD AaHHBII II1aT BO
BpeMs IIpOBeAeHMsI aMIAN(PUKaINI MAM II0 ee OKOHYAaHMIO, €CAM DTO II03BOAseT IIporpaMMHOe oOecIriedeHIe
puodopa.

IV. Jats Ha3BaHIe BKCIIEPUMEHTY U COXPaHUTh €T0 Ha AMCKe (B 9ToM ¢aiile OyayT aBTOMaTUIeCKM COXPaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop™.

* Aas npubopos «Rotor-Gene» mneped sanycxom evibpamv @yrwyuto: «Perform Calibration Before 15t Acquisition/Perform

Optimization Before 15t Acquisition/Boimoanumo onmumusayuto npu 1-m waze demexuyuu». JAs 000UX KAHANOE YCMAHOGUMND NAPAMENTPLL
«Min Reading/Munum. Cuzrar» —5Fl u «Max Reading/Maxcum. Cuzrar» — 10FIL.

Anaau3s pe3yabTaToOB
I. TTepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOIIKU B COOTBETCTBUM C MHCTPYKIIMEN K IpUbopy.
a) aas npubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMeTpa Bu10pocos («NTC threshold/TIopo: @ora») —10%. ITpu HeoGXoauMocTy mopor
¢ona mosxer 6bITh M3MeHeH B Anaria3oHe 0 — 30 %**;

— YCTaHOBUTH 3HauUeHIe ITapaMeTpa roporosoit Auanu (« Threshold/ITopoz») — 0,02. ITpu HeoO6x0AMMOCTH TTOPOT
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MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;

- IIpM HeOOXOAMMOCTM AOIyCKaeTcsl akTtmsaums yHKoui «Dynamic  tube/ldunamuu.gon» m  «Slope
Correct/Koppex. Yicaora».

0) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:

— YCTaHOBMTL 3HadeHMe IapameTpa moporosoii anaun («Single Threshold») — 50. I1pyu Heob6xoAMMOCTI HTOPOT
MOKeT OBITh M3MEHEH B Amaria3oHe 25 —250%%;

— IIpu HeoOXOAMMOCTU AoIlycKaeTcsa aktusauvs GpyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».

B) aas upubopos «AT-96/ATupaiim/ATaaiim»*:

— ycra"HoBuUTh «MeTtoa» — «Ilopozosutii (Ct)»;

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit AnHuu 10 %, moaydennoro aas obpasua ITKO B nocaesnem
unkae amnandukanun. ITpu HeobxoAmMocT Iopor Mo>keT OBITh M3MEHeH B gnanasoHe 5 — 30%.**
r) aas npubopos Turna «QuantStudio 3/5»*:

— YCTaHOBUTH 3Ha4eHMe IapaMeTpa noporosoit Anaun 10 %, nmoaydenHoro aas odpasua I1IKO B mmocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHU IOPOT MOXKeT OBITh 3MeHEH B AMana3oHe 5 — 30%*;
A) AAS OCTaABHBIX aMIIAN(PUKATOPOB OTKPLITOTO TUIIA:

— YCTaHOBUTH 3HaUeHMe IapaMeTpa noporosoit Anann 10 %, noaydennoro Aas obpasua I[TKO B nocaeanem
nnxae amnandukarun. I[Tpu HeobxoanMocT IOpor Mo>KeT ObITh UI3MEHEH B gnana3oHe 5 — 30%.**

* B 3a6UCUMOCTIY O YCIMAHOBAEHHOTL 6EPCUL NPOZPAMMHO20 06ecneueH s HA36AHUS KOMAHO MOZYM HECKOALKO OMAUHAINDCSL.

** He00x00UMOCHb KOPPEKMUPOSKY 6bl0POCO8 G03HUKACHT 8 CAYUASX CUADHVLX KOACOAH U PAYOpecterul 8 OMIeAbHbLX nPoax.

II. BetOpats aAorapudpMuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IIPOKOHTPOAMPOBATDL
IlepecedeHlte TIOPOTOBON AVHUM B AMHEVHO YacTu pocTa Kpusoll amrandukanym. IIpn mepeceueHnn moporosoit
AVHWM C KPUBOJ aMIIAM(pUKaIIMY He B AMHEHOM yJacTKe — [IepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

PesyapraThl aHaAM3a WMHTEPIPETMPYIOTCI Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs] KpUBOII
¢ ayopecnieHIINM ¢ TOPOTOBOI AVHMET (UTO COOTBETCTBYET HAAMYUIO/OTCYTCTBUIO 3HAYEHIIS ITIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIel rpadpe B TaDANIIe Pe3yAbTaTOB).

III. Yaocrosepurncss, uro IILIP-mccaejgoBaHmMe BaAMAHO: KOHTPOABHBIE TOYKM aHaAM3a  AOAXKHDI
COOTBETCTBOBATh 3HaUYEHUAM, ITPUBEAEHHBIM B Tabautie 3.

Tabana 3. O1ieHKa pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KonrpoabHas KonuTpoanpyembiit 3navyenmne «Ct» mo kaHaay
TOYKa DTAIl aHAAM3a HEX/VIC/Yellow FAM/Green
OKD Oxcrpakums AHK - +
K- TILIP - -
K+ TILIP + +

B caydae HecoOoTBeTCTBMSI KOHTPOABHBIX TOYEK TpeOyeMBIM 3HaueHMSIM HeoOXOAUMO IPOBECTU ITIOBTOPHOE
1ccAeo0BaHMe Bcex 0OpaslioB HauMHast co ctaguu skerpaxiymu AHK.

IV. Vntepnipetuposats peayabraTsl I11IP-anaansa nccaesyeMuix oOpas1ioB B COOTBETCTBIM C TabAMIIelt 4.

Tabauma 4. InTepnperanus pe3yabTaToB 00pasIios

3uagenne «Ct» mo xkanaay

PesyabpTaT 0Opasia

HEX/VIC/Yellow FAM/Green
IMoAOXUTe AbHBI + +/—
OTpunareabHbI - +
HeBaanaubiit - -

«—» 0Do3HayvaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxanmm He IepecekaeT IIOPOTOBYIO AUHUAIO
«+» oDo3HavaeT Haanuue 3HadeHust «Ct», rpadpuk amMnanduKanuy rnepecekaer IOPOroByIO AUHAIO
«+/—» 3Havenne «Ct» 4451 JAHHOTO KaHaJa He aHAAU3UPYeTCs

PexomeHnayeMblit aATOPUTM aHaAM3a OOPa3IIOB:

a) IpoaHaAM3MpOBaTh 00pasisl 1o KaHaay Bo3Oyaureas (HEX/VIC/Yellow), 4451 m0A0XMUTeABHEIX BBIAATD
3aKAIOYeHNIe;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o kKanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAIOYeHNIe;

B) OCTaBIIIMeCs] OOPa3LIbI ABAAIOTCS HeBaAUAHBIMI.

B cayuae nepaamgHoro oOpasma TpeOyerca mosropHo mposectu IIIIP-mccaejoBaHme COOTBETCTBYIOIIETO
oOpas1ja, HaumMHas ¢ 9Tana skerpaxiyy HK.
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TPAHCITIOPTMPOBKA M XPAHEHME TECT-CUCTEMBI
TpancriopTupoBKa TecT-CUCTEMBI OCYIIIeCTBAAETC IIpU TeMIlepaType OKpy>KaroIeli cpeAbl, HO He Bhime +37°C
(a0 5 cyTok) man mpu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TPaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBMAX, ODeCHeuuBaIOIINX COXPAHHOCTb, B COOTBETCTBUM C IIpaBMAaMl II€PeBO3KU IPY30B,

AeVICTBYIOIIMMI Ha AaHHOM BUJe TpaHCIIopTa.

HPI/I Imoay4eHnmn pasyKOMIIAEKTOBBIBAETCI B COOTBETCTBUIM C YKAa3aHHBIMU TeMIIEpAaTyPHBIMU PeXIMMaMIL

xpaneHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype ot -24 °C go -16 °C,

AOITyCKaeTcsl XpaHeHIe TecT-CCTeMbl Ipu TeMnepaTtype +2 — +8 °C (g0 30 cyTok). Pacxoansnit matepuaa aasa ITLP

XpaHUTCs IPY KOMHATHOM TeMIlepaType.

ZJoIyckaeTcs: 3aMOpO3Ka/OTTanuBaHye KOMIIOHEHTOB TecT-cicTeMsl 40 10 pas.

Cpoxk roaHoctn Tect-cucteMsl «ApTTect Tperorema» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHII.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
Ipo0aeMBbl

BapmanTbl pemenust mpo0aeMbl

Het curHaaa o xaHaay
FAM/Green

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh POOUpPKN A4 moctaHoBKU [1LIP,
peKoMeHJOBaHHBle  (PUPMOII-TIPOM3BOANTEAEM

aMH/H/ICl)I/IKaTOpa anbo ajalTpoOBaHHbIE AL

MCII0AB3yeMOro IIpubdopa

He TIogBepraTh BO3JelcTBuio Y ®P-00ayueHMs

OAHOPAa30BbLIN I1AaCTUKOBBIN pacxoaHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHNKMN)

TP narnéuposaHme

pasBectu o6pasel] B 5 pas B da0upyioliemM oydepe,
IIOBTOPWTD aHAAU3

MCII0/1b30BaTh HOBBII 0Opasel] MaTtepuasia

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhieAeHrst HK

Het curaaaa B K+

Vcrioab3oBaHme HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MpOOUpPKU A4s moctaHoBKu TILIP,
peKOMeHJO0BaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

MCII0Ab3yeMOTo mpubopa

HexoppekTHOe mpUroTOBAEHME
TIIP-cmecn

IpuroToBUTh HOBYIO ITIP-cMmecs

HexkoppexTHble mapameTphl
aMrAnuKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUN B
COOTBETCTBUM C TabAMIIeN 2

HexkoppekrHble ycaoBus
XpaHeHUsI HA0OPOB

MCII0/Ab30BaTh HAOOPEI, KOTOPBIE XPaHUANCE B
HaAAeXalllMX yCAOBMSIX

Haamumne curaaaa B K-
o kaHaaam FAM/Green
n/manm HEX/VIC/Yellow

Haanume
OKD 10
HEX/VIC/Yellow

CUrHaaa B
KaHaay

Kontamunanmst

IPOBECTU AeKOHTaMMHAalIIOHHbIE TPOLeAyPhlL;
MCII0AB30BaTh HOBBIE HAOOPEI

1 boaee moAHOe omycaHe XapaKTepUCTUK TeCT-CICTEMBI ITPpeACTaBA€HO B MHCTPYKLINMM ITO ITPVMMEHEHIIO
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ITPNAOXEHME X

METOAMYECKWE YKA3AHNSI I1O ITIPUMEHEHWIO
Tect-cucrtemnl «AptTect Tpernonema»
Komnaexmayusa 12

HA3HAYEHME TECT-CCTEMbI
Tect-cucrema «AptTect Tpenonema» mnpesHasHaueHa AAs1 KadecTBeHHOro omnpegeaenns AHK 6Gaxrepuii
Treponema pallidum MeTOAOM IIOAUMEpPa3HON IIEITHOV peaKIUM C AeTeKIuell pe3yAbTaToOB B PeXMMe «peaabHOTO
spemenn» (IILIP-PB) B aabGopaTtopHoil kamHmdeckoit mpaktuke. Kommaexkranums 12 cogep>XUT ®HAOTEHHBIN
BHYTpPEeHHUI KOHTPOAb A5 KOHTPOAsI 9Tara 3abopa oOpasiia u seideaenns AHK, a Takxe pacxoaHsll MaTepmaa AAs
ITLIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tect-cucrema «AptTect TpenoHema» sABAseTCS BHICOKOUYBCTBUTEABHBIM HaOOpoM aast BeisBAeHms /JAHK:
AVIMUT AeTeKIIUY COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakuyu [TIIP-PB.

Tecr-cucrema «AptTect Tpennonema» coaep>knt B cBoeM coctase ¢pepmenT ypauna-AHK-ranxosmnaasy (YAI)
u AYT®, uro nmossoaseT n3dexxars koHTamMyuHaiym [1LIP-cmecn mpoaykramm npeamtectsyiomux TP u moaygenns
/0KHOITOAOXKUTEAbHBIX Pe3yAbTaToB.

B Tect-cucreme «AptTect TpemoneMa» MCIIOAB3YyeTCs OBICTPBINT M IPOCTONM IIPOTOKOA aMILAM(PUKaLINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
aHaAM30B.

Kommnaekranus tecT-cucreMbl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tab6amnma 1. Coctas «ApTTect TpernoHema»

Kommnizaexr aas I'NHP (vacts 1 u3 2)

Kommonenr O0beM, He MeHee
1. TILIP-pearent 1,0 ma
2. Ilpaiimepsr TP 1,0 Mma
3. T1IKO 0,5 ma
4. OKO 1,0 ma

KomnaexT nmaactuka (qactp 2 u3 2)

Pacxogupiit matepuaa aas I[P ‘ 1 KOMILAeKT

Aas srana skcrpakiun AHK ms oOpasiia pekomeHAyeTcs ncroab3osaHne peareHToBs: «ApTAHK Kannnk»,
«ApTtHK Marunt», «AptAHK Marant», «AptAHK aerkmit», «AptPHK skcTpakT».

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade FAM/Green,
pesyaptaT amnandukanym AHK BosOyaureas perncrpupyerca Ha kagaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpn pabote c TecT-cucTtemMoli HeobOXxogumo cobaoaatsh Tekymiue THITA B obGaactu aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKye yKa3aHIs IIPOU3BOANUTEA.

OLOPYAOBAHMWE 1 MATEPUA DI
— aMIANQPUKaATOP C AeTeKIUell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— T'IIP-60kc;
- 1leHTpUyTa/BOPTEKC;
— HabOp 403aTOPOB ITepeMeHHOIO 00beMa;
— 04HOPAa30BbIe HAKOHEUHUKH C PUABTPOM A5 A03aTOPOB IIepeMeHHOIO 00beMa;
— 04HOPAa30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OIITUYECKN Mpo3padHble Tpobupku aas ITIP-PB, agantuposaHHbIe 4451 MCIIOAb3yeMOIo aMIIAMPUKaTOpa;
— IITaTUBHI A5 IIPOOMPOK ¥ HAKOHEUHIKOB;
— x02041AbHUK OT +2°C 20 +8°C ¢ MOpo3MabHOI KaMmepoii ot -24°C g0 -16°C;
— OTJeABHBII XaAaT U OAHOPa30Bble IepyaTKI;
— eMKOCTb 445 cOpoca HAKOHEYHIKOB;
— KOMIIA€eKT CpeACTB 4451 00pabOTKM pabouero Mecra.

IMPOBEAEHUE AHA/N3A
Boigeaenne AHK 13 xamHmueckoro mMarepmada IIPOM3BOAMUTCS B COOTBETCTBUM C MHCTPYKIUeN (PpUPMEI
U3TOTOBUTEAS peareHToB A4s1 ounctku AHK.
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IMoaroroska ITILIP-cmecu

0. Paamopo3uth Bce peareHTH (IIpM HEOOXOAMMOCTH), IlepeMelaTh IepeBepHYyB IPOOUPKU HECKOABKO pa3
(MaAm TIepeMeImnBaHMEM Ha BOPTeKcCe B TedeHUM 2—4 ceKyHA) M COPOCUTH KaIlAU € TIOMOIIBIO KpaTKOBPEMEHHOTO
LeHTpUPyTUPOBAHNSL.

I. B Ka>x4y10 IOCTaHOBKY aMIIAM(pUKALIUN IIOMUMO UCCAeAyEeMBIX O0OPa3IioB 40AKHEI BXOAUTD 3 KOHTPOABHBIX
obpasiia: orpunareapsiii KoHTpoab TP (K-), moaoxxureasHsiit kountpoas TP (K+), orpuaTeapHbIN KOHTPOAD
skcrpakum (OKD).

B mpobupke oovemom 1,5 — 2 Ma mpurorosuts «Macrep Mukc»:
10*(N+1) mxa ITIIP-pearenTa + 10*(N+1) MKa npaiiMmepoB
I'ze N — o011ee KoAM9IeCTBO peakLINii aMIIANPUKALINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememaTts «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (AN IIepeMelBaHeM Ha
BOpTeKce B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPEMEHHBIM IIeHTpuQyIipoBaHueM 1 BHecTH 110 20 MKA B 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

* donyckaemca dobasaerue waza 55 °C, 10 Mut 6 Ha4are npomoxKord AMIAUPUKALUY OASL COBMECHIHDIX HOCMANHO060K € HAOOpAMU,
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 DKCIIEpVIMEHTA U COXPAHUTH €T0 Ha AVICKe (B TOM aiize OyAyT aBTOMaTUIECKV COXPaHEHBI
pe3yAbTaThl JaHHOTO DKCIIepMMeHTa). 3allyCTUTh aMIIAupUKaTop”.

* Aas npubopos «Rotor-Gene» mneped 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» —5F1 u «Max Reading/Maxcum. Cuznar» — 10FL

Anaau3s pe3yabTaTOB
L. Ilepea Hawaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMKM B COOTBETCTBUM C MHCTPYKITUEN K IpHOopy.
a) Aas mpubopos Tuna «Rotor-Gene 3000/6000/Q»*:
— yCTaHOBUTH 3HaueHNe napaMerpa Beiopocos («NTC threshold/Tlopo: @ona») — 10%. ITpu HeoOXoauMOCTH ITOPOT
¢ona moxxet 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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TPAHCITOPTUPOBKA U XPAHEHUE TECT-CUCTEMBI

TpaHcIopTHpOBKa TeCT-CICTeMBI OCYIIIeCTBAsIETCs IIPY TeMIlepaType OKpy>Kalolleli cpeabl, HO He Bbie +37°C
(a0 5 cyrok) mam npu temmeparype +2 — +8 °C (a0 30 cyTok). JomyckaeTcs TpaHCIOPTUPOBKa AIOOBIM BMAOM
TpaHCIIOPTa B YCAOBM:X, OOecreuMBalONIMX COXPaHHOCTb, B COOTBETCTBUM C IHpaBMAaMU IIePeBO3KU TIPY3O0B,
AeVICTBYIOIIVIMY Ha AaHHOM Bl/e TPaHCIIoOpTa.

IIpu moaydyeHMu pasyKOMILAEKTOBBIBA€TCA B COOTBETCTBMM C YKa3aHHBIMIU TeMIIepaTypHBIMU peXXMMaMU
xpaneHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype ot -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TeCT-CUCTeMBbl ITpu TeMnepatype +2 — +8 °C (a0 30 cytok). Pacxoansiit matepmnaa aas ITHP

XpaHUTCs IPY KOMHATHOM TeMIlepaType.

ZJoIyckaeTcs: 3aMOpO3Ka/OTTanuBaHye KOMIIOHEHTOB TecT-cicTeMsl 40 10 pas.

Cpoxk roaHoctn Tect-cucteMsl «ApTTect Tperorema» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHII.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPY PABOTE M METOABI UXYCTPAHEHUSI

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMbl

BapmuaHTbl permenust mpo0aeMbl

Her curnaaa o xka"aay
FAM)/Green

HexoppexkTHsIii 3a00p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTSH 3ab0p

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

IIOBTOPUTS BhlgeaeHue HK

Vcrioab3oBaHue HEIIOAXOASIIIUIX
pacxoAHBIX MaTepyaAoB

JICIIOABb30BaTh HpO6I/IpKI/I AAsl IIOCTaHOBKI

I11P, peKOMeHOBaHHbIE $upwmorii-
nponssoAuTeseM  aMmnandukatopa  Anbo
aJarTUpOBaHHbBIE AAS UCIIO/b3yeMOTO
npudopa

He IoJsepraTh Bo3JeiicTBuio Y®P-00aydeHU:

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHIKMN)

TP arnéuposaxHme

passectu o6paszel] B 5 pas B DAI0UPYIOIIEM
Oydepe, HOBTOPUTH aHAAN3

VICTIOAb30BaTh HOBBIN 06pa3eu Marepunaaa

MCIIOAB30BaTh COPOEHTHEIN METOZ BBIAEA€HISI
HK

Het curaaaa B K+

Vcnnoap3oBaHme HETTIOAXOASIIITUIX

JICIIOABb30BaTh HpO6I/IpKI/I AAsl  IIOCTaHOBKI

PpacxoAHBIX MaTePUAAOB TP, PeKOMeH0BaHHbIe Jupwmori-
mpousBoAuTeZeM  aMmaudukatopa  AubdO
aJarTUpOBaHHbBIE AT UCTI0AB3YEMOTO
npudopa

HexkoppexTHoe npurorobaeHue
TTIIP-cmecn

npuroToBUTh HOBYIO ITIP-cMmecs

HexoppekTHble mTapaMeTpsl
aMIIAuQpUKaIn

YCTaHOBUTH ITapaMeTphl aMIIAN(PUKaLINY B
COOTBETCTBUM C Tabam1en 2

HexkoppekrHble ycaoBus
XpaHeHIs1 HaOOpOB

MCII0/b30BaTh HAOOPEI, KOTOPBIE XPaHNANCE B
HaAAeKalllX YCAOBMSIX

Haauuwne curamaaa 8 OKD o
kanaay HEX/VIC/Yellow

Konramunars

IIpoBeCTU A€KOHTaMIUHaIlVIOHHbIE ITPOLIEAYPbI,
JICITIOAb30BaTh HOBLIE Ha60pI)I

! boaee 11oAHOe orIcaHe XapaKTepUCTUK TECT-CMCTEMBI ITPEACTaBA€HO B MHCTPYKIIUU I10 IIPVIMEHEHIO
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INMPUAOXXEHME 3
METOAMYECKME YKA3AHWA 110 IIPMUMEHEHUIO
Tect-cucrtemnl «AptTect Tpertonema»
Komnaexmauus 13

HA3HAUYEHUE TECT-CUCTEMBI
Tecr-cucrema «AptTect Tpenonema» mnpegHasHaueHa AAs1 KadecTseHHOTro onpedeaenus JAHK Gaxrtepnii
Treponema pallidum MeTOAOM IIOAUMEpPa3HON IIEITHOV peaKIUM C AeTeKIuell Pe3yAbTaToOB B PeXIMe «peaabHOTO
BpeMenn» (I[ILP-PB) ©Ge3 cragum skcrpaknum AHK B 1abopaTopHOV KAMHMYECKON IIpaKTHKe. B cocTas
KoMIaekTauun 13 BXoagut pacxoanslit Matepuaa Aas ITLIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AptTect TpemoneMa» sABASETCS BLICOKOUYBCTBUTEABHBIM HabopoMm Aas swuaBaenmst AHK:
AVIMUT AeTeKIUU COCTaBAseT 5 TeHOM-9KBIBa1€HTOB BO30yAuTeAs B peaknyu [T1P-PB.

Tecr-cucrema cogep>xut B cBoeM cocrase ¢pepment ypanua-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 TpemoneMa» MCIIOAB3yeTCs OBICTPBII M IPOCTOM IIPOTOKOA aMIIAM(UKaLIVY,
MAEHTUYHBIN IIPOTOKOAAM TeCT-cucTeM cepun «AptTect», 4TO CyIIeCTBEHHO IIOBHIIIaeT IIOTOYHOCTH 1ab0paTOPHBIX
AHAAMU30B.

Kommnaekranusa paccaurana Ha riposedenne 100 peaknuii (tabanma 1).

TaGauma 1. Cocras «AptTect Tpenonema»

Komnaekr aast [P (qacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. IIIT1P-peareHT 1,0 ma
2. ITpaitmeps: TP 1,0 ma
3. T[IKO 0,5 ma
4. OKO 1,0 ma

KomnaexT maactuka (qactp 2 n3 2)

Pacxogupiit matepuaa aas I[P | 1 xOMIIA€KT

Aas »srama 3abopa o00pasLioB PeKOMEHAYETCS JCIIOAb30BaHME peareHTOB: «TpaHCIOpTHas cpeAa»,
«TpancniopTtHas cpeda ¢ Mykoautukom» (rmpoussoacrsa OO0 «AptbuoTex», Pb).

PesyapraT amnandukaiuy 9HAOTEHHOTO BHYTPEHHETO KOHTPOAs perucrpupyercs Ha Kanale FAM/Green,
pesyaptaT amnanduxanym AHK Bosbyanrteas perncrpupyercs Ha kaHaae HEX/VIC/Yellow.

MEPLI ITPEAOCTOPOKHOCTH
IIpu pabote c TecT-cucTteMoir HeobOxogumo cobarogats Tekymine THITA B obGaactm aabopaTopHOI
KanHmdecko [T1P-auarHocTuky 1 MeToauvecKye yKa3aHIs IIPOU3BOANUTEA.

OBOPYAOBAHUE I MATEPUAABI
— aMIANQPUKaATOP C AeTeKIMell Pe3yAbTaToOB B peXKIMe «peaabHOTO BpeMeHI»;
— ITIIP-60kc;
— LeHTpuUQdYyTra/BOPTEKC;
— Habop 403aTOPOB ITlepeMeHHOI0 00beMa;
— 04HOPA30Bble HAKOHEUHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0O'beMa;
— 04HOPA30BEIe TOAUITPONNACHOBEIE 3aKphIBaIOIIecs Ipodupky oobemom 1,5 — 2,0 ma;
— OITUYECKN IIpo3pauHble Tpodupku Aas IILP-PB, agantuposaHHbIe 445 MCII0AB3YyeMOTO aMIIANpUKaTOpa;
— IITaTUBHI 4451 IPOOMPOK 1 HAKOHEUHIKOB;
— x0204uAbHUK OT +2°C 20 +8°C ¢ MOpo3MuAbHOI Kamepoii oT -24°C a0 -16°C;
— OTJeABHBII XaAaT U OAHOPa30Bble IepJyaTKI;
— eMKOCTb 4451 cOpoca HaKOHEYHIKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

IMOATOTOBKA MUCCAEAYEMOI'O MATEPUAAA
Otbop o00Opa3ijoB Ma3KOB, COCKOOOB U OTJAeAsSeMOrO CAMBUCTBIX 000404YeK YpOTeHNUTaAbHOTO TpaKTa
OCyIIeCcTBASAETCS B COOTBeTCTBUU C cymecTsyomumu THITA, MeToanueckumMu pekoMeHAAIUAMU U MHCTPYKIIUAMMU.
Ilepea orGopomM Ma3KOB He JOIyCKaeTCsA IIpOBeJeHMe TMITIEHMYeCKUX IIpolledyp, a Takke oOpaboTka
MeAUITMHCKMMU MIperapaTaM.
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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 IIpOOMpPKU
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

* Aonyckaemces doodasrenue waza 55 °C, 10 Mun 6 HaAuare npomoKoAd AMHAUPUKAUUY OASL COBMECHIHDLX 1OCAHO060K C HADOpaAMU,
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.

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



TV BY 192743351.018-2022 u3m. 1 ,{EEZ ApTtbuolex

AHaans pe3yabTaToB
I. ITepea Hawaa0M aHaAM3a HEODXOAMMO 3a4aTh HACTPONKM B COOTBETCTBMM C MHCTPYKIIMEN K IIpnOopy.
a) aasa npubopos Tuia «Rotor-Gene 3000/6000/Qx»*:
— yCTaHOBUTH 3HaueHNe 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 Heob6xoAMMOCTI HTOPOT
MO3KeT OBITh M3MEHEeH B Amarnaszode 25 —250%%;

— IIpu HeoOXOAMMOCTU AoITycKaeTcsa akrusauvs GpyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curve fit».
B) Aas ipu6opoB «AT-96/ATupanm/AT aaiT»*:

— ycraHoBuUTh «MeTtoa» — «ITopozosutii (Ct)»;

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii anann 10 %, moaydennoro aas obpasia ITKO B nmocaesnem
nnkae amnandukanun. ITpu HeodbxoamMocTy mopor Mo>keT OBITh M3MeHeH B AnanasoHe 5 — 30%.**

r) Aaa upubopos tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3HaUYeHMe I1apaMeTpa noporosoil Anaunu 10 %, noaydensoro gas obopasna I1IKO B mocaeanem
nnxae amnandukanun. ITpu Heo6xoAMMOCTH IIOPOT MOXKeT OBITH U3MEHEH B AMana3oHe 5 — 30%*;

A) AAS OCTaAbHBIX aMIIAM(PUKATOPOB OTKPLITOTO THUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii ananu 10 %, moaydennoro aas oopasna ITIKO B mocaeanem
nnkAae amnandukanun. ITpu HeodbxoamMocTy mopor Mo>keT OBITh M3MeHeH B AnanasoHe 5 — 30%.**

* B 3a61cUMOCIIU 011 YCIAHOGACHHOTL 6ePCULL NPOZPAMMHO20 00echeter s HA36AHUL KOMAHO MOZYH HECKOALKO OMAUUAMDCSL.

** Heobxodumocmv KOppexmuposku 6o10pocos 603HUKAL 6 CAYHUALX CUADHBIX KOACOAHUTI PAyopecteHul 6 0MOeAbHbLX HPOOAX.

II. BetOpats AorapudpMmuyUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepeceveHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBol aMrandukauym. ITpu nepecedennu moporosoit
AVIHWM C KPUBOJ aMIIAM(pUKaIIMY He B AMHEHOM yJacTKe — I[IepeMeCTIUTh ee BPYYHYIO 40 HeOOXOAVIMOTO YPOBH:I.

PesyapraThl aHaAM3a WMHTEPHPETMPYIOTCI Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs KpUBOI
¢ ayopecnieHIINM € TOPOTOBOI AMHMET (UTO COOTBETCTBYET HAAMYMIO/OTCYTCTBUIO 3HAUEHNS ITIOPOrosoro 1ukaa «Ct»
B COOTBETCTBYIOIIEN rpade B TaDANLIE PE3YyAbTATOB).

III. Yaocrosepurncs, uwro IILIP-mccaejoBaHmMe BaAMAHO: KOHTPOABHBIE TOUKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HaUYEHUM, IIPUBEAEHHBIM B TabAutie 3.

Ta6auma 3. OnieHKka pe3yabTaTOB aHaAM3a KOHTPOABHBIX TOUEK

KonTpoabnas KonTpoanpyembii 3unauenmne «Ct» mo kaHaay
TOYKa 9Tan aHaam3a HEX/VIC/Yellow FAM/Green
K- HL[P - +/—
K+ 1P + +

B cayuyae HecooTBeTCTBIUsI KOHTPOABHBIX TOUeK K- 1 K+ HeoOxoaMMoO IpoBecTyt MIOBTOPHOE McCAeA0BaHNe BCcex
00pa31ioB HauMHas1 co craguy rmocraHosku ITHP.

IV. VaTepnipetuposats pesyasraTsl 111 P-anaansa nccaesyeMsx o0pas3ioB B COOTBETCTBIM C TabamIielt 4.

TaOamija 4. InTepnperanus pe3yabTaToB 0Opa3iioB

3Hauenne «Ct» 1o KaHaay

PesyabTaT oOpasna HEX/ VIC/Yellow FAM/Green
IMToaoxureabHBIN + +/-
OTtpuniareabHbIV - +
HeBaauaubrit - -

«—» 0Do3HayvaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxammm He epecekaeT IOPOTOBYIO AUHAIO
«+» 0Do3HavaeT Haanune 3HaueHys1 «Ct», rpadpuk aMnAnguKanuy rnepecekaer IOPOroByIO AMHIIO
«+/—» —3nauenne «Ct» 2151 AAHHOTO KaHaAa He aHAAVBIPYeTCs

PexomeHAyeMBIlT aATOPUTM aHaAM3a OOPa3LIOB:
a) IpoaHaAM3MpOBaTh 00pasnsl Mo KaHaay BozOyauteas (HEX/VIC/Yellow), 4451 moA0XUTeABHBIX 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 matepmnaa aas ITHP
XpaHUTCs IPpU KOMHATHOM TeMIlepaType.

JolycKaeTcsl 3aMOpO3Ka/OTTanBaHNe KOMIIOHEHTOB TecT-crcTeMsl 40 10 pas.

Cpox rogunocTtu Tect-cucteMsl «AptTect Tperonema» — 12 Mecsiles ¢ 4aThl M3TOTOBAEHIAS.

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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IMPNAOXEHUE N

METOAMNYECKWE YKA3AHNSI I1O ITIPUMEHEHUIO
Tect-cuctemnl «AptTect Tpermonema»
Komnaexmavusn 14

HA3HAUYEHMWE TECT-CUMCTEMbI
Tect-cucrema «AptTect Tpenonema» mnpesHasHaueHa AAs1 KadecTBeHHOro omnpegeaenns AHK 6Gaxrepuii
Treponema pallidum MeTOAOM IIOAMMEpPa3HON IIEITHOV peaKIUM C AeTeKIuell pe3yAbTaToOB B PeXNMe «peaabHOTO
speMenn» (ITHP-PB) B aabopaTopHOIT KanHndeckol mpakTuke. Kommnaekranus 14 s1BAs€TCs BLICOKOUYBCTBUTEABHOM
U TI03BOASIET AOIOAHMUTEABHO aHaAu3uposaTh PHK Bo3Oyamreas, a TaxKe mMCIIOAb30BaTh OOABIINIT OOBEM
BblA€/AeHHBIX HyKAeMHOBbIX K1caoT (daaee HK). B cocras ganHOI KOMILAeKTally BXOAUT PacXOAHBI MaTepual 4As

TILIP.

XAPAKTEPUCTUKA TECT-CUCTEMBI!

Tecr-cucrema «AprTect Tperionema» sIBASIETCS BBICOKOUYBCTBUTEABHBIM HaOOpoM aas BeisiBaenus AHK/PHK:
AVIMUT AeTeKIIUN COCTaBAsIeT 5 TeHOM-DKBIBA/€HTOB BO30yauTeas B peakunu [T1IP-PB.

Tecr-cucrema «AptTect TperoHeMa» cogep>XuT B ceoeM coctase ¢pepmenT ypanua-AHK-raunkosmnaasy (YAT)
u AYT®, yto nossoasieT nzdexars KonTaMuHauuu I1LIP-cMecu npogykramu npeamectsyomuyx TP 1 noayuenns
ZAO>XKHOITOAOXKUTEABHBIX Pe3yAbTaTOB.

B Tect-cucreme «AptTect Tpemonema» MCIIOAb3yeTcss OBICTPBIN M IPOCTONM IIPOTOKOA aMIAMUKaIINIY,
MAEHTIYHEIN IIPOTOKOAaM TecT-cucTeM cepun «AptTecT», 9TO CyIleCcTBeHHO IOBHIIIaeT IIOTOYHOCTh 1a00paTOPHBIX
AHAAU30B.

Kommnaekranus tecT-cucreMbl paccunTada Ha ImposedeHne 100 peaxiinii (Tabaniia 1).

Tab6amnma 1. Coctas «ApTTect TpernoHema»

Komnaexrt aas TP (gacts 1 u3 2)

KomMmmnonenr O0ObeM, He MeHee
1. ITLIP-peareHT 1,0 ma
2. ITpaitmepsr TP 1,0 ma
3. TIKO 0,5 ma
4. OKO 1,0 ma

Kommnaexrt aast TP (wacts 2 13 2)

Pacxoaurniit matepuaa aas I[P | 1 KOMIIAEKT

Aasa stana skcrpakuun HK n3 obpasia pexomeHAyeTcs ucroab3obaHue peareHToB: «ApTAHK Kamumnx»,
«AptHK Marunt», «AptAHK Maranut», «AptAHK aerkmit», «AptPHK »sxcrpakT».

PesyapraT amMmnandukanuy SHAOTEHHOTO BHYTPEeHHETO KOHTPOAs perucrpupyercs Ha KaHade 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 MeToAndeckne yKasaHus IPOU3BOAUTEA.

OBOPYAOBAHME 1 MATEPUA ABI
— aMrANQpUKaTOP C JeTeKIUel Pe3yAbTaTOB B pe>KMMe «pealbHOTO BpeMeHI»;
— T'ILIP-60kc;
— HeHTpuQyTa/BOPTEKC;
— HabOp 403aTOPOB ITepeMeHHOTO 00beMa;
— 04HOPA30Bble HAKOHEYHUKY C PUABTPOM A5l 403aTOPOB IIEPEMEHHOTO 0ObeMa;
— 04HOPA30BbIe ITOANIIPOINAEHOBbIE 3aKPhIBAIOIINECs ITPpOoOUpKU 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/ABHBII XaJaT U OAHOPA30BbIe IIepYaTKy;
— €MKOCTb 4451 cOpoca HaKOHEYHKOB;
— KOMIIAEKT CPeacTB 4451 0OpaboTKu pabodero mecra.

ITPOBEAEHUE AHAAN3A
Brigeaenne HK 13 xamHmdeckoro marepmada IPOU3BOAUTCA B COOTBETCTBUM C MHCTPYKIMEN (UPMBI
U3TOTOBUTEAA peareHToB AAast ouncTky HK.

Peructpamua MH 8 Pocagpasramsope
www.nevacert.ru | info@nevacert.ru



TY BY 192743351.018-2022 uzm. 1

IToaroroska ITILIP-cmecu

0. Pasmoposuts Bce peareHTHI (IIpM HEOOXOAVMMOCTH), IIepeMeIlaTh IepeBepHYB IPOOMPKM HECKOABKO pas
(MAM mepeMeIMBaHNEM Ha BOpTeKce B TedeHUN 2—4 ceKyHA) M cOpOCUTB KaIlAu C IIOMOIILIO KpaTKOBPEeMEHHOTO
LeHTpUPyTUPOBAHNSL.

I. B kaxa4ylo IIOCTaHOBKYy aMIAMpuKanuy IIOMUMO MCCAeAyeMBIX 0Opas3lioB JOAXKHBI BXOAUTH 3
KOHTPOABHBIX oOOpasua: orpunaTteabHbit koHTpoas TP (K-), moaoxwureapnsiit kontpoas IIHP (K+),
OTpHUIIaTeABHBIN KOHTPOAb 9KcTpakumu (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 aMIIANPUKAIINN C YI€TOM KOHTPOABHBIX 00pa31IoB.

INepememats «MacTtep Mukc» myTeM 5-Ti KpaTHOTO IlepeBOpauMBaHs IPOOUPKH (VAN HIepeMellBaHeM Ha
BOpTeKCe B TedeHNM 2—4 CeKyHJ), OCaAUTh KpaTKOBPEMEHHBIM IeHTpuQyIipoBaHueM 1 BHecTH 110 20 MKA B IIpOOMpPKU
Aas nposegenns TTLIP.

II. Jicmoap3yst HAKOHEUHNK C (PUABTPOM B IIOATOTOBAEHHBIE TPOOUPKM A406aBuTh 110 30 MKa BeigeaeHHbIX HK
uccaeayeMbIX 0OpasIioB.

III. BHecTu KOHTpPO/AbHbIE OOpPa3IIbI:

1) K-:30 mxa OKO;

2) K+:30 mka ITIKG;

3) OKD: 30 mxa OKD.

I'epMeTmaHO 3aKpBITH TPOOMPKY KPHIIIKaMI. B cAydae HaAm4ams My3sIpbKOB B pacTBOpe MAM KalleAb Ha CTEHKax
MPOOMPOK — YAaAUTH KPaTKOBPeMeHHBIM IIeHTpuyTrupoBaHneM. PekoMeHIyeTcs ITlepeMelIaTh CofjepKMoe IIyTeM
2-xpaTHOro  mepeBopaumBaHms  [1lIP-mpoOupox ¢  mocienyrommM — ocaXiaeHMeM  KpaTKOBPEMEHHBIM
LeHTPpUPyTrUpoBaHEeM.

IlocTraroBKa peakimy aMILAVpUKaIIVIA

I. TlomecTuTh MOATOTOBAEHHEIE A5 TpoBeAenyrst [ILIP mpodupky B ammanduxaTop.

II. B cooTBeTcTBUM C MHCTPYKLIMEN K IPpUOOPY 3allporpaMMIpPOBaTh aMIIAN(PUKATOP COrAacHo Tabante 2.

Ta6amniia 2. IlapameTpnl aMnanpuKanm

Koa-so
Ilar Temneparypa, °C Bpemst IIKAOB
OOpaTHas TpaHCKPUIINSI 55 10 mun 1
Hagaabnas geHaTypanis 95 15 Mmun 1
JeHaTyparpst 95 5 cex
OTxur 63 10 cex 5
D AOHTaIINST 67 10 cex
AeHaTypanus 95 5 cex
Orxur/leTekums 1o KaHalaM:
FAM/(?reen, HEX/VIC/Yellow 63 10 cex 40
DAOHTaIIVSI 67 10 cex

III. 3amporpamMMmpoBaTh NOAOXKEHNE IIPOONPOK B aMIiandukarope. JomycKaeTcs! BBITOAHATh AaHHBIN ITTar
BO BpeM:l IIpOBeJeHNs aMIIAMPUKaIuM UAU 10 ee OKOHYaHMIO, €CAM BTO II03BOAsET MpOorpaMMHOe oDecIleueHNe
puodopa.

IV. JaTp HasBaHMe DKCIIEpVIMEHTA I COXPaHUTH €T0 Ha AVICKe (B TOM aiiae OyAyT aBTOMaTUIeCKN COXpaHEeHBI
pe3yabTaThl AaHHOTO BKCIIEPUMeHTa). 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 ycmaHoGums napamentpol
«Min Reading/Munum. Cuznar» — 5F1 u «Max Reading/Mawcum. Cuzrar» — 10FL.

AHaau3s pe3yabTaTOB

L. Ilepea Hagaa0M aHaAM3a HEOOXOAMMO 3a4aTh HACTPOMIKM B COOTBETCTBUM C MHCTPYKIIMEN K IIproOopy.

a) A4 upubopos tuna «Rotor-Gene 3000/6000/Q»*:

— yCTaHOBUTH 3HaueHNe IapaMerpa Beiopocos («NTC threshold/Tlopo: @ona») — 10%. ITpu HeoOXoauMOCTH ITOPOT
¢ona moxxet OBITH M3MeHeH B AnanasoHe 0 — 30 %**;

— YCTaHOBUTD 3Ha4YeHMe apaMeTrpa noporosoit aunHum (« Threshold/ITopoz») — 0,02. IIpu HeoGX0AMMOCTY HTOPOT

MO>KeT OBITh U3MeHeH B amnariazode 0,02 — 0,2**;
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- IIpM HeOOXOAMMOCTM AOIyCKaeTcsl aktmsaumsa yHKoui «Dynamic  tube/ldunamuu.gon» m  «Slope
Correct/Koppex. Yicaora».

0) aas npubopos «Bio-Rad CEX96/Opus/Connect»*:

— YCTaHOBMTL 3HadeHMe IapameTpa roporosoii anaun («Single Threshold») — 50. Ilpu Heob6xoAMMOCTHI HTOPOT
MOKeT OBITh M3MEHEH B Amaria3oHe 25 —250%%;

— IIpu HeoOXOAMMOCTU AoITycKaeTcsa akrusauvs pyHkumit «Apply Fluorescence Drift Correction» m «Baseline
Subtracted Curuve fit».
B) Aas ipu6opoB «AT-96/ATupanm/AT aaiT»*:

— ycraHoBuUTh «MeTtoa» — «[Topozosuiii (Ct)»;

— YCTaHOBUTH 3HadyeHMe IlapaMeTpa noporosoii anaun 10 %, nmoaydennoro aas obpasia ITKO B nocaesnem
nuxae amnanduxanun. ITpu HeodbxoAnMocCTH IOPOT MOXKeT ObITh M3MeHeH B gnanasoHe 5 — 30%.**

r) A4 npubopos Tuna «QuantStudio 3/5»*:

— YCTaHOBUTH 3Ha4eHMe IapameTpa roporosoil ananm 10 %, rmoaydennoro gas oopasnoa [TKO B mocaeanem
nnkae amnandukanun. ITpu Heo6xoAMMOCTHI TIOPOT MOXKeT OBITH U3MeHEH B AMana3oHe 5 — 30%*;

A) A5 OCTaABHBIX aMIIAN(PUKATOPOB OTKPHITOTO TUIIA:

— YCTaHOBUTH 3HadeHMe IapaMeTpa noporosoii anauu 10 %, moaydennoro aas oopasua IIKO B nmocaeanem
nnkae amnandukanun. I[Tpu HeobxoanMocT Opor Mo>KeT ObITh I3MEHEH B gnana3oHe 5 — 30%.**

* B 3a6UCUMOCTIY O YCIMAHOBAEHHOTL 6EPCUL NPOZPAMMHO20 06ecneueH s HA3AHUS KOMAHO MOZYM HECKOALKO OMAUHAINDCSL.

** Heo0x00UMOCHb KOPPEKMUPosK U 6bl0P0Co8 803HUKACHT 8 CAYUALX CUALHVLX KOACOAHUIL PAYOpecteH LUl 8 OMIEALHVLX NPOdaX.

II. Betbpats AorapudMmuUecKylo IIKaaly AAsl OTpa’keHUs pe3yAbTaToB M BU3YaAbHO IPOKOHTPOAUPOBATDL
IlepecevyeHle IIOPOTrOBOI AMHNUY B AMHEITHOM YacTy pocTa KpMBoN aMrandukauym. ITpu nepecedennu moporosoit
AVIHWM C KPUBOJ aMIIAN(pUKaIIY He B AMHEHOM yJacTKe — IIepeMeCTIUTD ee BPYYHYIO 40 He0OXOAVIMOTO YPOBH:L.

PesyapraThl aHaAM3a WMHTEPIPETMPYIOTCA Ha OCHOBAaHMM HAAWYUA/OTCYTCTBUSA IIepecedeHNs] KpUBOII
¢ ayopecnieHIINM € TOPOTOBOI AMHMET (UTO COOTBETCTBYET HAAMYUIO/OTCYTCTBUIO 3HAYEHISI ITIOPOroBoro nukaa «Ct»
B COOTBETCTBYIOIIeli rpade B Tabanlle pe3yAbTaToB).

III. Yaocrosepurncss, uro IILIP-uccaejoBaHmMe BaAMAHO: KOHTPOABHBIE TOUKM aHaAM3a  AOAXKHEI
COOTBETCTBOBATh 3HaUY€HUAM, ITPUBEAEHHBIM B TabAu1ie 3.

Tab6amnma 3. OrjeHKa pe3yabTaTOB aHaam3a KOHTPOAbHBIX TOUEK

KonrpoabHas KonuTpoanpyembiit 3navyenmne «Ct» mo kaHaay
TOYKa 9Tal aHaAM3a HEX/VIC/Yellow FAM/Green
OKD Bxcrpaxunst HK - +/—
K- TP - -
K+ TP + +

B caydae HecooTBeTCTBMSI KOHTPOJABHBIX TOUEK TpeOyeMBIM 3HaueHUsIM HeoOXOAUMO IIPOBeCTU ITOBTOPHOe
1CcCAe0BaHIe Bcex 0OpasIioB HauMHas co cragum skcerpaxiym AHK.

IV. Vntrepnipetuposats peayabraTsl I11IP-anaansa nccaesyeMuix oOpas1ioB B COOTBETCTBIM C TabAMIIelt 4.

Tab6auma 4. InTepnpeTranus pe3yabTaToB 00pasIioB

3nagenne «Ct» mo xkanaay

PesyabpTaT 0Opasia

HEX/VIC/Yellow FAM/Green
I[MoaoxureabHBI + +/-
OTpuriaTeabHbIV - +
HeBaanauabiin - -

«—» 0Do3HavaeT oTcyTcTBIe 3HadeHms «Ct», rpadpuk amranduxammm He epecekaeT IIOPOTOBYIO AMHUIO
«+» oDo3HavaeT Haamuue 3HadeHust «Ct», rpadpuk amnanduKanuy rmepecekaer IOPOroBYIO AUHAIO
«+/—» 3Hagenne «Ct» 4451 JAHHOTO KaHaJa He aHAAU3UPYeTCs

PexoMeHAyeMBIl1 aATOPUTM aHaAU3a 0Opa3Iios:

a) IpoaHaAM3MpOBaTh 00pasnsl Mo KaHaay BozOyauteas (HEX/VIC/Yellow), 4451 moA0XUTeABHBIX BBIAATh
3aKAI0UeHUe;

0) mpoaHaamsupoBarh ocrasmuecs: oOpasnsl 1o kKanaly BKO (FAM/Green), Aas BaAMAHBIX BBIAQTD
3aKAIOYeHNIe;

B) OCTaBIITMEC OOPa3IIbI ABASIOTC HeBaAMAHBIMIA

B caydae HeBaamaHOTro oOpasija Tpebyercsa 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 Boime +37°C
(a0 5 cyTok) mam npu temmnepatype +2 — +8 °C (a0 30 cyrtok). JomyckaeTca TpaHCIOPTUPOBKA AIOOBIM BUAOM
TpaHCIIOpTa B YCAOBMAX, OOeCHeUMBAIOLINMX COXPAaHHOCTh, B COOTBETCTBUM C IIpaBUAaMM II€PEeBO3KM TIPY30B,

AeVICTBYIOIIMMIH Ha AaHHOM BUJe TpaHCIIopTa.

HPI/I Imoay4eHnmn pasyKOMIIAEKTOBBIBAETCI B COOTBETCTBUIM C YKAa3aHHBIMU TeMIIEpAaTyPHBIMU PeXIMMaMIL

xpaneHms. I1LIP gacTp TecT-cucTeMbl XpaHUTCS B yIIaKOBKe M3TOTOBUTEAs! IpHU TeMIepartype oT -24 °C go -16 °C,
AOITyCKaeTcsl XpaHeHIe TeCT-CUCTeMBbl ITpu Temnepatype +2 — +8 °C (a0 30 cytok). Pacxoansiit matepnaa aas ITHP
XpaHUTCS IPpY KOMHATHOI TeMIIepaType.

ZJolyckaeTcs 3aMOpO3Ka/OTTanBaHye KOMIIOHEHTOB TecT-cicTeMsl 40 10 pas.

Cpoxk roaHoctn TecT-cucteMsl «ApTTect Tperorema» — 12 MecsI11eB ¢ AaThl U3TOTOBAEHII.

YACTO BCTPEYAEMBIE ITPOBAEMBI ITPU PABOTE 1 METOABI UX YCTPAHEHUS

IIpoGaema

BosmosxHas mpuyanHa
npo0aeMsbl

BapmaHTbl pemenust mpo0aeMbl

Her curnaaa o kanaay
FAM/Green

Hexoppexkrnrlit 3a60p
01010T1YeCKOT0 MaTepuasla

IIOBTOPUTS 3ab0p

Hexoppexrnoe Boigeaenne HK
13 00pas1oB

HOBTOpUTS Bhlgeaenne HK

Vcrnoab3oBaHme HEIIOAXOASIIIIUIX
pacxo4HBIX MaTepyaA0B

UCIIOAB30BaTh MpOOUPKU Aas moctaHOBKU ITIIP,
peKoMeHJOBaHHBle  (PUPMOII-TIPOM3BOANTEAEM

aMH/H/ICl)I/IKaTOpa anbo ajalTpoOBaHHbIE AL

MCII0AB3yeMOro Ipubdopa

He TIoABepraTh BO3JelcTBUIO YP-00ayueHMs

OAHOPA30BbI I11aCTUKOBBIN pacxoAHbIN

MaTepuaa (IIpoOMPKY, HAKOHEYHNKMN)

TP narnéuposaHme

passecTr oOpasel] B 5 pas B sal0upyioniem oydepe,
IIOBTOPUTE aHAANU3

VICTIOAb30BaTh HOBBIN 06pa3eu Marepuraaa

UCIIOAB30BaTh COPOEHTHBIN MeTO , BhigeAeHrst HK

Het curaaaa B K+

Vcnnoab3oBaHue HEIIOAXOASIIIUIX
pacxogHbIX MaTep1aaoB

UCII0AB30BaTh MPOOUPKU A4 moctaHoBKu ITIIP,
peKOMeHJOBaHHble  (PUPMOII-IIPOU3BOAUTEAEM

amrnanduxkatopa AndOO aAaNTHpPOBaHHBIE AAS

JCII0/b3yeMOTO mpubopa

HexoppekTHOe mpUroTOBAEHME
TIIP-cmecn

IpuroToBuTh HOBYIO ITIP-cMmecs

HexkoppexTHble mapameTphl
aMrAnQUKanun

YCTaHOBUTH ITapaMeTphl aMIIAU]UKaLIUK B
COOTBETCTBUM C TabAMLIeNn 2

HekoppekTHsle ycA0BIsI
XpaHeHIs1 HaOOpPoB

JICIIOAb30BaTh Ha60pb1, KOTOpbI€ XpaHNANCH B
HaAAe>XalnX YCAOBIMIX

Haamume cmrHaaa B
OKD 10 KaHaay
HEX/VIC/Yellow

Kontamunanmst

IPOBECTU AeKOHTaMMHAalIIOHHbIE TPOLeAyPhlL;
UCII0/b30BaTh HOBBIE HAOOPHI

1 boaee 1104AHOe OIMICaHE XapaKTepUCTUKHM TeCT-CUCTEMBI ITPEeACTaBA€HO B MHCTPYKLINM ITO ITPMIMEHEHNIO
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