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B paHHOM BKnagbllwe npuBeaeHa MH@opMauus ana Habopa peareHToB T.vaginalis/N.gonorrhoeae Komnnekc B
dacoske S. MNepen HayanoM paboTbl U3yUMTE UHCTPYKLMIO.

Ha6op peareHToB ansa BbiaBieHna QHK
Trichomonas vaginalis n Neisseria gonorrhoeae
metoaom MLUP B pexkuMme peanbHOro BpeMeHm

T.vaginalis/N.gonorrhoeae Komnnekc

R1-P114-23/9 (PacoBka S, npo6upkm)
R1-P114-S3/9 (®dacoBka S, cTpunbl)

UHdopmauma o Habope peareHTOoB

HaszHaueHue:

Habop peareHToB npefHasHaveH Ans BbiasneHus IHK Trichomonas vaginalis v Neisseria gonorrhoeae B 6unonornyeckom
MaTepuane yesnoseka (Mova, COCKOBbI 3NUTENManbHbIX KIETOK W3 yporeHWTasbHOro Ttpakra) metogom MLUP B pexume
peanbHOro BpeMeHu.

BbigeneHue AAHK:

PekomeHayoTcs Habopbl/KoMNNekTbl peareHToB Ans Bbliaenenns AHK MPOBA-PAMMA, MPOBA-IC, MPOBA-IC-NOC,
MPOBA-HK, MPOBA-HK-M/IIOC (000 «HMNO AHK-TexHonorus»), MPOBA-ONTUMA, MPOBA-MY-PANUA (OO0 «AHK-
TexHonorus TC»).

MpumeyaHune - Komnnekt peareHTtoB [POBA-PAMWA He pekomeHayeTca ans BbiaeneHns AHK u3 cockobos u3
YPOreHUTaNbHOro TpakTa y MyX4UuH.

CneuunanusupoBaHHoe o6opyaoBaHue:

[eTtekTupytowmne amnanduKaTopbl MNAIAHWETHOrO TUMNA C CUCTEMON AeTekuun (yopecueHTHOro CurHana B pexume
peanbHOro BpEMEHW, 3aperncTpupoBaHHble B yCTaHOB/IEHHOM NnopsiAake B PO, Hanpumep, AeTekTUpyioLlmne aMnandukaTopsbl
«OTnpanm»2, «ATnait»3 (000 «HMO [AHK-TexHonorus»), CFX96 (Buo-Paa JlabopaTopues, WHk), Applied Biosystems
QuantStudio 5, «Jlaiid TekHonomxwuc Xonauurc Mre. JITa).

BpemMs npoBeAeHus aHanu3a (He BkJloYas Npo6onoAroToBKy):
ot 1,5 yacos (B 3aBMCMMOCTM OT Konmyectsa o6pasLoB).

KonunuectBo aHanusupyembix o6pasuos:
Habop peareHToB paccuuTaH Ha 96 onpefenexuii (He 6onee 24 NOCTaHOBOK), BK/tOYas aHann3 HeM3BECTHbIX 06pa3LoBs,
oTpuLAaTeNbHbIX KOHTPOSIbHbIX 06pa3L0B, NOMOXUTENbHbIX KOHTPO/IbHBIX 06pa3LoB.

CoctaB Habopa peareHToOB:

o Konunuecrso HoMuHanbHbI
HanmeHoBaHME KOMMNOHEHT: BHewHnn BN P
aumMeHosahne KoMmnoHeHTa © - npo6upok 06bEM KOMNOHEHTa
MNpo3payHas 6ecuseTHas nnn 96 npobupok
Cmecb Ans amnnudukaumm, posp - p P
po30Bas XWAKOCTb NOA wnn 12 ctpunos no 20 mkn
3aneyvyaTaHHas napadpuHom
BOCKO06pa3HbIM 6enbiM cnoem no 8 npobupok
PactBop Tag-nonumepasbl Mpo3payHas 6ecuBeTHas XWAKOCTb 2 npobupku no 500 mkn
Mpo3spauHas 6ecupeTHas BA3Kas
MuHepanbHoe Macno posp u 2 npobupku no 1,0 mn
MacnsHUCTas XUAKOCTb
MoNOXUTENbHBIW KOHTPOSbHbIN
4 Mpo3payHas 6ecuBeTHas XWAKOCTb 1 npobupka 130 mMkn
obpasel
KpbIWKKY Ans cTtpunos’ 12 wr.
Ta6nuua 1 - KaHanbl AeTeKUMU NPOAYKTOB aMnandukaumm
Fam Hex/Vic Rox Cy5 Cy5.5
Trichomonas vaginalis BK Neisseria gonorrhoeae - -

1 - BO3MOXHOCTb WCMOMb30BaHUA Habopa/KoMMAeKkTa peareHToB Ans Bblaenewus [JHK onpezensietcs  BuaoM
6uonornyeckoro Matepuana

2 - Moaudukaums *M*

3 - MmoaudmKauma *S*

4 - Ha 3TVKeTKe KOMMOHEHTa ANs BCexX hacoBoK «MONOXMUTENbHbIA KOHTPONbHbINA 06paseL» yKkasbiBaeTcs Kak «K+»

5 - BXOAAT B COCTaB Habopa peareHToB Npu pacdacoBke cMecu Ans amnamdmKaumm, saneyaTaHHo napacduHoOM, B CTpUMbI
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NMpoBeaeHue aHanusa

NMoaroToBka M NpoBeAeHME NOIMMepa3HoW LiernHoW peakuumn

BHUMAHME!

1. Tpu npoBeAeHMN BCeX NOCNeayoOLWNX AeUCTBUIN cneayeT nsberaTb BO3AEWCTBUSA MPSAMbIX COTHEYHbIX Nyyei
Ha nNpobupkKn co cMecbio Ans amnandukaumm!

2. Tpwu ncnonb3osBaHuM Habopa peareHTOB B BapuaHTe UCMosHeHus «®dacoBka S, cTpunbl», cneayeT CTporo
cobntoAaTb KOMMNIEKTHOCTb CTPUMOB U KpbIlWeK K HUM, He Mcnonb3oBaTh KPbIWKK K CTPUNaM U3 Apyrux Habopos
peareHToB!

MpomapkupyiiTe Nno ofHoOW Npobupke/CTPMNOBaHHOW NPOBGMPKE CO CMeCblo Ans amnavdukaumm, 3anedyaTaHHon
napadVHOM, ANS KaXAoro HemsBecTHoro obpasua, Ans oTpuuaTeslbHOro KOHTposbHoro obpasua (K-) u ans
MONIOXUTENBHOIr0 KOHTPObHOrO obpa3sua (K+).

BHWUMAHME! KonvyecTBO peareHTOB paccuyvMTaHo He 6o/iee YeM Ha 24 NOCTaHOBKM MpU yClI0BUM BapuabenbHOro
KONMYecTBa HEW3BECTHbIX 06pasuoB, 1 OTPULATENbHONO KOHTPOSbHOro obpasua M 1 MOMOXUTENbHOMO
KOHTPOJIbHOro obpasLa B Kaxou NocTaHOBKe.

Mpumep:
Heo6xoanMMo npoaHanusnposaTb 4 HEM3BECTHbIX 06pasua. [ns 3Toro Hy>XHo NpoMapKupoBaTb 4 Npobupku ans
HeusBeCTHbIX 06pasLioB, oAHY NPobupky Ans «K-» 1 ogHy npobupky ans «K+». Obliee KoAM4ecTBo NpPobupok — 6.

BcTpsixHute npobupky € pactsBopoM Tag-monumepasbl Ha MUKPOLIEHTpUdyre-sopTekce B TeueHue 3-5¢ u
LeHTPUdYrnpyite Ha MUKpOLLEHTpUdYyre-BopTekce B TeyeHne 1-3 c.

[Jo6aBbTe BO BCe MNpOMapkupoBaHHble Npobupku, He noBpexaas cnok napaduHa, no 10 Mkn pacreBopa
Tag-nonvmepassbl.

[obaBbTe B Kaxayl npobupky no opHoi kanne (okono 20 MKA) MUHepanbHOro Macna. 3akpoviTe
npobupku/cTpunsi.

BCTpsixHUTE MPOBMPKY C MOMOXKUTENbHBIM KOHTPONbHLIM 06pa3LOM Ha MUKpOLEHTpUdYre-BopTeKce B TeYeHne
3-5 ¢ 1 ueHTpudyrupyinTe Ha MUKpoLeHTpudyre-sopTekce B TeueHne 1-3 c.

BHUMAHME!

1. [pu ncnonb3oBaHuu ans Bblaenenuns OHK Habopos/komnnekToB peareHToB MPOBA-PAMWA, MPOBA-HK,
MPOBA-HK-MJTIOC, MPOBA-OMTUMA BCTpsAxHMUTE Npobupku ¢ npenapaTtom AHK 1 oTpuuatenbHbIM KOHTPO/bHbLIM
06pasuoM Ha MUKpoLUEHTpUdyre-sopTekce B TeueHne 3-5 ¢ 1 LeHTpudyrupyrte Ha MUKpPOLEHTpUdyre-sopTekce
B TeyeHue 1-3 c.

2. MNpu wucnonb3oBaHun ans Bblaenenns [JHK komnnektoB peareHtoB [MPOBA-IFC u MPOBA-IC-MNatoC
BCTPsIXHWTE Npobupkun ¢ npenapatomM [AHK 1 oTpuuaTenbHbIM KOHTPO/IbHBIM 06pasLoM Ha MUKpoOLeHTpudyre-
BopTekce B TeueHue 3-5 c u ueHTpudyrupyite npm RCF(g) 12000-16000 B TeyeHWe OAHOW MWUHYTbl ANSA
ocaxzaeHus copbeHTa. B cnyyae ecnm nocne BblAeNEHUS HAA0CaLOYHAs XWAKOCTb, coAepxallas BblAeNeHHYo
AHK, 6blna nepeHeceHa B HOBble MPOBMPKK, LIEHTPUdYrMpoBaHWe nocne BCTPSIXMBAHUS MPOU3BOAUTCS Ha
MUKpoLeHTpudyre-BopTeKkce B TeyeHue 3-5 c.

3. Mpu wcnonb3oBawunm Ans BblaeneHns [JHK Habopa peareHtoB [POBA-MY-PANWA  Heobxoaumo,
He BCTpsixuBasi, LeHTpudyrnposaTb Npobupku ¢ npenapatom AHK 1 oTpuuaTenbHbIM KOHTPONbHLIM 06pa3LOM Ha
MUKpoLUeHTpUdyre-BopTekce B TeyeHne 1-3 ¢, 3aTeM MOMeCTUTb NMpobupkun ¢ npenapatom AHK B MarHUTHbI
wratme. B cnyvyae ecnu nocne BblAeNEHWS HafAoCafouvHas XUAKOCTb, coAepxalas BbigeneHHyo AHK, 6bina
nepeHeceHa B HOBble MPOGUPKKW, CneayeT BCTPsSXHYTb Mpobupku ¢ npenapatoM AHK v oTpuuatenbHbIM
KOHTPOJNIbHbIM 06pa3uLoM Ha MUKpPOUeHTpudyre-soptekce B TeyeHne 3-5cC W  uUeHTpudyruposaTb Ha
MUKpOUEHTpUdYyre-BopTekce B TeyeHune 1-3 c.

4. [ns npenoTsBpalleHWsi KOHTaMUHauuu cneayeT nepea BHeceHueM [HK oTKpbIBaTb KPbIWKU TONbKO Tex
npobupok, B KoTOopble ByAeT BHOCUTbCA AaHHbIN obpasel, M 3akpbiBaTb WX Mepes BHECEHWEM creayioLlero.
B cnyyae ncnonb3oBaHUs CTPUNOB CeyeT 3aKpbiBaTb KPbILLKY CTPUNa Noc/e BHeCeHUs B Hero o6pasLoB nepea
HavanoMm paboTbl CO creaylOWMUM. 3akpbiBariTe Npobupku/cTpunbl nNaoTHo. Mpenapatbl AHK M KOHTPONbHbIE
o6pasubl cneayeT BHOCUTb HAKOHEYHUKAMU C DUILTPOM.

BHecuTe B COOTBETCTBYIOLLME NPOMAPKUPOBAHHbLIE MPOBUPKM AN HEU3BECTHbIX 06pa3uoB, He NOBpeXaas Crnowu
napadguHa, no 5,0 Mkn BblaeneHHoro u3 obpasuoB npenapata AHK. B npobupkun, npoMmapkupoBaHHble «K-»,
«K+», AHK He BHOCKUTCS.

BHecuTe B NpobupKy, NMpoMapkuMpoBaHHytlo «K-», He mnospexaas cnovi napaduHa, 5,0 MkA oTpuuaTenbHOro
KOHTPOJNIbHOrO obpasua, npoleaLwero 3tan BolaeneHns AHK.

BHecute B npobupky, npoMapkupoBaHHytlo «K+», He nospexaas cnoit napadwuHa, 5,0 MKN NONOXWUTENbHOro
KOHTpOJIbHOro o6pasua.

LieHTpudyrupyiite Bce NpobupKu/CTpUnbl Ha MUKPOLEEHTPUdYre-BopTekce B TeveHne 1-3 c.
YcTaHoBUTE BCe NPOBGUPKIN/CTPUNBI B AETEKTUPYIOWNIA aMnandukaTop.



1.11 Ans petekTupyowmx amnnvdukaTopos cepun AT:
3anycTuTe nporpamMHoe obecrnevyeHne AeTeKTupylowero amnnudukartopa. Mpu nepsom nposeeHun TMLP
3arpysute COOTBETCTBYIOWMI TecT!. [lanee M Npu nocneaylolmx MOCTaHOBKax CO3AaiiTe COOTBETCTBYHOLMI
NPOTOKOJ1 UCCNEAOBAHUS: YKaXNTe KOIMYECTBO U UaeHTMdMKaTopbl 06pasLoB, B TOM YMCne OTpULATENbHOMO U
NONOXUTENbHBLIX KOHTPO/IbHbLIX 06pa3LioB, OTMETLTE PacrofioXeHne NPo6MPOK/CTPUNOB Ha MaTpuue TepMobioka
B COOTBETCTBMU C UX YCTaHOBKOM v npoBeanTe MLP c yueToM 06bEMa peakuMOHHOW cMecK, paBHoro 35 Mk, Mpu
BbIGOpe TecTa A0/MKHa oTobpaxaTbCs NporpamMMma, npueeséHHas B Tabnuue 2.

1.12 Ansa petektupytowmx amnamdukatopos CFX96, Applied Biosystems QuantStudio 5:
Mpoeeaute MLP c yyeToM 0b6bEMa peakUMOHHOW cMecw, paBHoro 35 MK/, MO MporpaMmaMm amnandukauuu,
npuBeaéHHbIM B Tabnuuax 3, 4 COOTBETCTBEHHO.

Ta6bnuua 2 - Mporpamma aMmnandukauum Ans AeTekKTUpyLWwmx amnandukaTopos «[ATnpainm», «ATnanT»
N2 ° Yucno Pexxum onTuyeckunx
e TeMmnepartypa, °C MWH c UMKNOB uaMepeHuit Twun 6noka

80 0 30

1 1 Lunkn
94 1 30
94 0 30

2 5 Lukn
64 0 15
94 10

3 45 Lnkn
64 15

4 | 94 | o | s 1 | | uuen

5 | 102 | | XpaHeHue | I XpaHeHue

V- PEeXMM ONTUYECKNX U3MEPEHMIN

Tabnunua 3

- [lporpamma amMnaudukaumm Ana AgeTekTupyowmx amnavdukatopos CFX96

R Tenneparypa, °C ST
1 80 01:00 1
2 94 01:30 1
3 94 0:15
4 64 vV 0:20 >0

V - pexuM onTuuecknx namepeHuii (Plate Read), ycTaHOBUTL M3MepeHue dyopecLeHLmu No He06X0AMMBIM KaHanam
Aetekumn (Fam, Hex, Rox) npu 64 °C

Tab6bnuua 4 -MporpaMmma amnamdukaummn Ans aetTekTupyowmnx amnamdunkatopos Applied Biosystems QuantStudio 5

Bpems, KonunuyectBo UMKNOB
Crapusa N2 wara Temnepartypa, °C TR o (nosTopos)
Craaus 1 80 01:00 1
YAEpXKaHus 2 94 01:30 1
1 94 0:20
Crapgusa Mnup 50
2 64V 0:20

V - c60p AaHHbIX Ans HeobxoauMbIxX dayopodopos (Fam, Vic (Hex), Rox) Bk/oueH

1 - TecT ANs AeTeKTUpyloLmX amnandukaTopos cepuu AT co3aaércs nyTéM BBOAa NapamMeTpoB (MapaMeTpbl TecTa yKasaHbl
B MpunoxeHnn A MHCTPYKUMU MO NMPUMEHEHWIO) UK NPefoCTaBAseTCs NPOU3BOANTENEM Habopa peareHToB
2 - fonycKaeTcs XpaHeHue npu TemnepaType 25 °C



2 Perucrpauns m yué€r pesynbratoB MLP npoBoasTcA aBTOMaTM4ecku MpoOrpaMMHbiM obecrneyeHveMm Ans
LETeKTUPYIOLMX aMnanbUKaTopos.

Mpy w“cnonb3oBaHWK AeTekTupylowmx amnaudukatopos CFX96 cneayeT UCnonb30BaTb PErpeccUOHHbIN TUM
aHanusa (Cq Determination Mode: Regression), Bo Bknaake «Baseline Subtraction» Heobxoaumo BbIGpaTb
«Baseline Subtraction Curve Fit».

WNHTepnpeTaumsa pesynbTaToB NPOBOAWUTCA B COOTBETCTBUM C Tabnuuei 5. PesynbTaTbl NMOCTaHOBKMU BajuAHbl,
€C/IN BbINOSHATCS YCNOBUS MHTEPMPETaUnmn pesynbTaTos, NoyYeHHbIX A5 KOHTPObHbIX 06pasLoB.

Ecnu ana 6uonormyeckoro obpasua nonydeHbl 3HaveHuss Cp/Cq/Ct meHee 24 Ha kaHanax getekuuu Fam wnmn
ROX, TO 3TO roBOPWUT O BbICOKOM MepBOHaYanbHON KOHUeHTpauun [HK cooTBeTCTBYIOLIEro MUKPOOpraHusma.
B AaHHOM cnyyae BO3MOXHO MOSlyYEHWE JIOXKHOOTPULIATENIbHOMO pesynbTaTta Ans MUKpoopraHusma, [AHK
KOTOPOro MpUCYTCTBYeT B HWU3KOW KOHLEHTpauuu. [ns WCKIYEHUS JI0OKHOOTpULATeNbHbIX pe3ynbTaToB
pekoMeHayeTcsi NoBTopHO nposecTyu MNLUP BbigeneHHoro npenapata AHK c ncnonb3osaHnem Habopa peareHToB
Ans sBoigsneHns HK Tpuxomonaca BarnHanuc (Trichomonas vaginalis) MeToAoM NONMMepPasHON LIENHON peakummn
(TPUXO-TEH), OO0 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2008/03848 u Habopa peareHToB Ans
BbisBnenna [HK Helccepum roHopen (Neisseria gonorrhoeae) MeTOoAOM MOMMMEPA3HOW LUEMHOW peakuun
(FTOHO-TEH), OO0 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2008/03850.

Ta6bnuua 5 - WHTepnpetauus pesynbtaTtos MNLP

Kanan perekumn

WHTepnpeTauus pesynbrata

Fam, Hex/Vic, Rox,
Cp/Ca/Ct Cp/Ca/Ct Cp/Cg/Ct
HeusBecTHble 06pa3ubl

YkasaH He yuuTtbiBaeTcs He yka3zaH O6HapyxxeHa AAHK Trichomonas vaginalis
He ykasaH He yuntbiBaeTcs YkasaH O6Hapy>xeHa OHK Nei ia gonorrh

YkasaH He yuntbiBaeTcs YkasaH OGnapyxena AHK Irlf:hon!onas vag:nalls

O6Hapy>xeHa AHK / ia gonorri

He yka3saH YkasaH He yka3aH He obHapyxeHa [JHK BbIsiBNsieMbIX MMKPOOPraHu3mMoB
He yka3zaH He ykasaH He yka3zaH HepocToBepHbIli pe3ynbTaT

OTpuuUaTeNnbHbIii KOHTPOJIbHbIW O6pa3sel

OTpuuaTenbHbli pe3ynbTar

He yka3saH Yk H He yka3saH
€ yrasa asa € yrasa Pe3ynbTaTbl NOCTAaHOBKMW BaJiMAHbI

Mono)x1TenbHbIi KOHTPOJIbHbIA 06pasey

Mono>xutenbHblii pesynbraT

Yka3zaH YkazaH Yka3zaH
Pe3ynbTaTbhl NOCTAaHOBKW BaJIMAHbI

YcnoBua TpaHCNOPTUPOBaHUSA, XpPaHEHUA U dKCMJlyaTauum

TpaHcnopTupoBaHue Habopa peareHTOB OCYLLECTBASIOT B TEPMOKOHTEMHEPaX C X1aa03/1eMEHTaMU BCEMU BUAAMU KPbITOrO
TpaHcrmopTa Npu TeMmnepaType BHYTPW TEpPMOKOHTENHepa, COOTBETCTBYIOLIEN YCMOBUSIM XPaHEHWUS KOMMOHEHTOB,
BXOASIWMX B COCTaB Habopa peareHToB.

[JonyckaeTtcs TpaHcnopTMpoBaHWe Habopa peareHTOB B TEPMOKOHTEHepax C X1afjo3/1eMeHTaMn BCeMU BUAAMU KPbITOro
TpaHcrnopTa npu TemnepaType BHyTPU TepMOKOHTelHepa oT 2 °C go 25 °C He 6onee 5 cyTok.

Bce KOMMOHEHTbl Habopa peareHTOB CneAyeT XpaHWUTb B XONOAWSIbHUKE WU XONOAWSIbLHOW KaMmepe npwu TemnepaType
oT 2 °C po 8 °C B TeuyeHMe BCero cpoka rogHocTu Habopa peareHToB. CMecb ANnsi aMnavduKauuu, 3anedyaTaHHylo
napacduvHoOM, cnefyeT XpaHWUTb B XONOAWNIbHWKE WM XONOAMSbHON Kamepe npu Temnepatype oT 2 °C po 8 °C
B 3alUMLIEHHOM OT CBETa MecTe B TeYeHWe BCero Cpoka roaHOCTU Habopa peareHTos.

Cpok rogHocTM Habopa peareHToB - 12 MecsueB Npu CO6MOAEHUM BCEX YCNOBWIA TPAHCMOPTUPOBAaHMUS, XpaHeHus u
3KCnayaTauuu.

Mo BonpocaM, kacalLlmMcs KayecTBa Habopa peareHToB, cneayeT o6pallaTbcs B CNyX6Y KIMEHTCKON NOAAEPXKKMU.
Cnyxb6a knueHTckoi noaaepxku: 8-800-200-75-15 (ans Poccun, 3BoHOK becnnaTtHbIi),

+7 (495) 640-16-93 (ans ctpaH CHI 1 3apy6exbsi, 3BOHOK MAATHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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