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' 2 B naHHOM BKNapbllle npuBeaeHa nHdopMmaumsa ana Habopa peareHtos MNJIABMOMEH-Mr B dpacoBke S.

Mepes Havyanom paboTbl U3YyUUTE UHCTPYKLMIO.

Ha6op peareHToB aons BbisBseHunsa AHK
MukKonnasmbl reimtannym (Mycoplasma genitalium)
MEeToAOM NOJIMMEPAa3HOM LLeNHON peaKuumn

NMNA3MOrEH-Mr

E R1-P103-23/9 (dacoBka S, npobupkmu)
R1-P103-S3/9 (®acoBka S, ctpunbi')

UHdopmauma o Habope peareHToB

HazHaueHnue:

Habop peareHToB npeaHa3sHayeH Ans BbisiBneHus AHK mukonnasmsl reHutannym (Mycoplasma genitalium) metogom MLUP
B 6MONOrMyeckoM mMaTtepuane 4enoBeka: COCKOGbl 3NUTENMaNbHbIX KIETOK U3 YpPOreHUTanbHOro TpakTa, Moya, cekper
npocTaThl, 3AKYNAT.

Boigenenne AHK?2:

PekomeHayloTcs  Habopbl/KOMMNNeKkTbl peareHToB Ansi Bblgenenus HK  MPOBA-HK, TMPOBA-IC, MPOBA-PANWA,
MPOBA-MY-PANNA (OO0 «AHK-TexHonorus TC»).

NMpumeuvaHnune - He pekoMeHayeTcs Mcnonb3oBaTb KomnnekT peareHTos MPOBA-PAMNUA npu Boigenenmn AHK u3
COCKOBOB U3 YPOreHUTaNbHOro TpakTa MyXuUuH.

CneunanusnpoBaHHoe o6opyaoBaHue:

[eTekTupyowmne aMnanduKaTopbl MIaHWETHOr0 M POTOPHOrO TUMA C CUCTEMON AeTeKuun (yopecLeHTHOro curHana
B PEXWME pEeanbHOr0 BPEMEHW, 3aperMcTpuMpoBaHHble B YCT@HOBMEHHOM nopsiake B P®, Hanpumep, «ATnpaim»3 un
«OTnait»>* (000 «HMNO AHK-TexHonorus»), Rotor-Gene Q (QIAGEN GmbH), CFX96 (Buo-Paa Nlabopatopues, WHk),
Applied Biosystems QuantStudio 5 («Jlaitd TekHonomxkuc Xonauure Mre. J114.»).

KonuuecTBo aHanusupyembix o6pasuos:
96 onpepnenexunii (He 6onee 24 MOCTaHOBOK), BK/IOYAsi aHaiu3 HEM3BECTHbIX 06pasLoB, OTPULATENbHbIX KOHTPOSbHbIX
06pasLOoB M MONOXUTENbHLIX KOHTPOSIbHLIX 06pa3LoB.

CoctaB Habopa peareHTOB:

HaumeHoBaHue BHewHWii BuA Konunuecrso HoMuHanbHbIA
KOMMOHEHTa npo6upok 06bEM KOMNOHEHTa
Mpo3payHasn 6ecuBeTHas unn pososas 96 npobupok
Cmech Ans amnandukaumnm
A ¢ umn, KWAKOCTb NoJ BOCKOO6pasHbiM 6enbiM vnn 12 ctpunos no 20 mkn
3anevyaTaHHas napaduHoM
cnoem no 8 npobupok
PacTsop Tag-nonumepassl Mpo3pauHas 6ecLBeTHas XMAKOCTb 2 npo6upkmn no 500 Mkn

Mpo3payHas 6ecuBeTHas Bs3kas

MuHepanbHoe Macno 2 npobupku no 1,0 mn
MacsgHUCTasa XUAKOCTb

MonoxureneHbiii Mpo3payHas 6ecLBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTPOJIbHbIV 06pasel® posp H A P P

Kpblwky ans ctpunos® 12 wr.

Ta6nuua 1 - KaHanbl AgeTekUMM NPOAYKTOB amnavdukaumm
Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
Mycoplasma genitalium BK - - -

1 - He ucnonb3yeTcs ANa AeTekTupytolero amnandukartopa Rotor-Gene Q

2 - BO3MOXHOCTb  WCMOJIb30BaHMsA Habopa/KOMMNeKTa peareHToB Ans  BblgeneHus [OHK onpeaensetcs Buaom
6unonornyeckoro Matepvana

3 - MoandmKaums *M*

4 - MmoaudvKaums *S*

5 - Ha 3TUKETKE KOMMOHEHTa ANs Bcex (hacoBoK «MOM0XKUTENbHbIA KOHTPONbHbIN 06paseL» yKkasbiBaeTcs Kak «K+»

6 - BXOAMT B COCTaB Habopa peareHTOB Mpw pacdacoBke cMecu Ans aMnavnduKaumm, saneyaTaHHon napagpuHOM, B CTpUNbI
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NpoBeaeHne aHanusa

BbigeneHne AAHK

Ons BbigeneHus JHK pekoMeHAyeTcs Mcnonb3oBaTb Habopbl/KOMNEKTbI peareHToB Ans BbiaeneHus HK MPOBA-HK,
MPOBA-TC, MPOBA-PAMWA, MPOBA-MY-PAMNA.

NMpumeuvyaHue - He pekoMeHAyeTCA MCNONb30BaTb KOMMIeKT peareHToB MPOBA-PAMWU/ npuv BblaeneHuun
[AHK 13 cocko60B 13 ypOreHUTanbHOro TpakTa My»XUuH.

BHUMAHME! OanHoBpeMeHHO ¢ BbigeneHnem AHK u3 6uonorvyeckoro matepuana Heob6xoAMMO MOArOTOBUTb
oTpuLUaTeNbHbIA KOHTPO/IbHLIN 06pasel, M NpoBecTM ero 4yepes Bce 3Tanbl Npo6oOMOAroTOBKM. [nsi 3TOro
pPEKOMeHAYeTCsl UCMOoNb30BaTb (PU3MOMOrMYECKUIA pacTBOp WM  OTpULATESIbHBIA  KOHTPOSbHLIA obpasel,
BXOASILUMIA B coCTaB Habopa/KOMMNeKTa peareHToB ANs BblAENEeHUS HYKNEMHOBbLIX KUCIO0T B 06béMe, yKa3aHHOM
B MHCTPYKLIMKU MO NMPUMEHEHMIO COOTBETCTBYIOLLEro Habopa/KoMMNieKTa peareHToB.

MoaroTtoBka M NpoBeAeHVE NOIMMEPa3HOW LIenHOW peakuumn

BHUMAHME!

1. TMpw npoBeaeHMN BCeX NOCNeAyOLWMX AeNCTBUI cneayeT n3beraTb BO3AEUCTBUS MPSIMbIX COSTHEYHbIX Jyyei
Ha NpobupKK Co cMecblo Ans aMnandukaumm!

2. Tpu ucnonb3oBaHuuM Habopa peareHTOB B BapuaHTe ucrnosiHeHus «®dacoska S, CTpunbl» cneayer CTpOro
cobnofaTb KOMMNEKTHOCTb CTPUMOB M KPbIWEK K HUM. He Ncnonb3oBaTh KPbIWKK K CTpUNaM 13 apyrux Habopos
peareHTOB!

MpomapkupyiTe No oaHON nNpobupke/cTpUnoBaHHOW Npobupke Co cMecbio ANs amnandukaumm, 3anevyaTtaHHoON
napaduHoM, ANsS KaXxaoro HemsBecTHOro obpasua, ANna oTpuuaTenbHOro KOHTposnbHoro obpasua (K-) v ansa
NMONOXUTENbHOIrO KOHTPOsIbHOro obpasua (K+).

BHMMAHME! KonnyecTBo peareHTOB paccinTaHo He 6onee YeM Ha 24 NOCTaHOBKM MpU YC/I0BMU BapuabenbHOro
KO/MYecTBa HeW3BECTHbIX 06pa3uloB, 1 OTpUUATENbHOro KOHTPOSbHOro obpasua M 1 MoMoXUTENbHOMO
KOHTPONIbHOrO 06pasua B KaXAoW NocTaHOBKe.

Mpumep:
HeobxoanMo npoaHanusnMpoBaTb 4 HeM3BECTHbIX o6pa3ua. [ 3TOro Hy>KHO NpoMapkMpoBaTb 4 NPo6UpKKU Anst
Hen3BeCTHbIX 06pa3uoB, oaHy Npobupky ans «K-» n ogHy npobupky ans «K+». Obwee konnyectso Npobupok — 6.

BcTpsixHUTe npobupky € pacTBopoM Tag-nonvMmepasbl Ha MWUKPOLEHTpUdyre-soptekce B TeueHue 3-5c¢ u
LeHTpUdyrupyirTe Ha MUKpPOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

[o6aBbTe BO BCe MpOMapkWpoBaHHble NPo6MPKM, He noBpexzas cnoi napaduHa, no 10 MKN pacTBopa
Tag-nonumepasbl.

BHUMAHME! lpu ncnonb3oBaHuu ans nposefeHus MUP aetektupytowero amnnudukatopa Rotor-Gene Q
MWUHepasibHOe Macsno B Npo6upku He BHocUTCA!

[ob6aBbTe B Kaxaylo nNpobupky (Npy HeobxoaMMOCTM) No oAHOM kanne (okono 20 MKA) MUHepasbHOro mMacna.
HennoTHO NpuKpoMTE NPOGMPKM/CTPUNBI KPbILLKAMK.

BCTpsixHUTE NPOBUPKY C MONOXUTENbHBIM KOHTPO/NbHLIM 06pa3LoM Ha MUKpoLEeHTpUdYyre-BopTekce B TeYeHue
3-5 ¢ 1 ueHTpudyrupyinTe Ha MUKpoLeHTpudyre-sopTekce B TeueHue 1-3 c.

BHUMAHME!

1. Ans npenapata [AHK w» oTpuuaTenbHOro KOHTpONbHOro obpasua nepes BHeCEHWEM B MPO6GUPKM
C peaKLMOHHOW CMecblo Heob6XOAMMO BbIMOMHUTL PeKOMeHAauuu Mo Wcrnonb3oBaHWio npenapata [AHK,
npvBeAéHHbIE B MHCTPYKLMM MO NpUMeHeHuto Habopa/KkoMniekTa peareHToB As BblaeneHus HK.

2. Mpwv ucnonb3osanun ans sbigenedns AHK komnnekTos peareHtos NMPOBA-HK, MPOBA-PANMKWA v MPOBA-IC
(Tonbko B Cnlyyae, ecnu Nocne BblAENEHUS HAAOCAAOUHAs XUAKOCTb, coAepxalias BblaeneHHyto [HK, 6bina
nepeHeceHa B HOBble MPO6GUPKKU), HEOEXOAUMO BCTPSIXHYTb Mpobupku c npenapatom AHK v oTpuuaTenbHbIM
KOHTPONbHBIM  06pasLOM Ha MWKPOLEHTpUdyre-soptekce B TedyeHne 3-5C M UeHTpUdyrvposatb Ha
MUKpOUEHTpUdyre-sopTekce B TeueHue 1-3 c.

3. [Mpu wucnonb3oBaHun Aans BblgeneHns [JHK Habopa peareHtoB [MPOBA-MY-PAMWL Heobxoanmo,
He BCTpsixvBas, LeHTpudyruposatb Npobupku ¢ npenapatom AHK 1 oTpuLaTesibHbiM KOHTPONbHbLIM 06pasLOM Ha
MUKpOLIeHTpUdYyre-BopTekce B TeyeHne 1-3 ¢, 3aTeM NOMeCTUTb NPOBGUPKM B MarHUTHbIN WTaTuB. B cnyyae ecnun
rnocne BblAENEHUS Haf0CafAOoYHas >XUAKOCTb, coAepxalas BblaeneHHyto AHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayet BCTPSIXHYTb Npobupku ¢ npenapatoM [HK W oTpuuaTenbHbIM KOHTPOJSIbHbIM 06pasuom
Ha MUKpOLEeHTpudyre-soptekce B TeuyeHue 3-5C U UeHTpUdYrvposaTb Ha MUKPOLIEHTpUdyre-sopTekce B
TeuyeHune 1-3 c.

4. [na npenoTBpalleHUs KOHTaMuMHauuwu cneayet nepes BHeceHuMeM [HK OTKpbIBaTb KPbIWKW TONbKO Tex
npo6upok, B KoTopble ByAeT BHOCUTLCS AaHHbIA obpasel, W 3akpbiBaTb UX, Nepes BHECEHWEM criefyloLiero.
B cnyyae UCnonb3oBaHUs CTPUMNOB CeAyeT 3aKpbiBaTb KPbILLKY CTPUNa Nocne BHECEHUS B Hero o6pasLos nepes
Hayanom paboTbl co cneayWnUM. HeobxoaMMo 3akpbiBaTb Mpobupku/cTpunbl naoTHo. Mpenapatsl AHK un
KOHTPOsbHble 06pasLpl CieayeT BHOCUTb HaKOHEYHUKaMK C PUIBbTPOM.

BHecuTe B COOTBETCTBYIOLWME NPOMapKMpOBaHHble NPobupku, He mnospexaas cnov napaduHa, no 5,0 Mkn
BblaeneHHoro u3 obpasuos npenapata AHK. B npobupkn, npomMapkmpoBaHHble «K-» n «K+», IHK He BHOocuTCS.

BHecuTe B Npo6upKy, NpoMapkupoBaHHyto «K-», He nospexzas cnoi napaduHa, no 5,0 MKn oTpULaTENbHOMO
KOHTpONIbHOro o6pasua, npowealwero 3tan BolaeneHus AHK.

BHecuTe B npobupky, NpoMapkupoBaHHYyi «K+», He noepexaas cnov napaduvHa, 5,0 MKN MOMOXUTENBHOMO
KOHTpOsNbHOMO o6pasua.
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LleHTpudyrupyite Bce NpoGUPKIU/CTPUNBI HA MUKPOLEHTpUdYre-BopTeKce B TeyeHue 3-5 ¢ (Npu Mcnonb3oBaHUn
ans nposeaerus MUP getekTtupytowero amnangukatopa Rotor-Gene Q ueHTpUdyrmpoBaHue He oba3aTesnbHO).

YcTaHoBuTe BCe NPoBMpKM/CTpUNbl B AeTeKTUPYIOLWMI amnaudukaTop.

Ansa perekTupylowmx amnanpukatopos cepun AT:

3anycTuTe nporpamMMHoe obecrieveHne AeTekTUpylolwero amnandukaTtopa. Mpu nepsoM nposeaeHun MLUP
3arpysute cooTBeTCTBYlOWMI TecT!. [lanee v Npu nocrefyowmx nocTaHoBKax Co3falTe COOTBETCTBYHOLWMI
NPOTOKOJ1 UCCNIe0BAHNA: YKaXUTe KONMYECTBO U MAEHTUdUKATOPLI 06pasLoB, B TOM YMCIe OTPULLATENbHOMO U
NOMOXUTENBHOIO KOHTPO/bHbLIX 06pasLIOB, OTMETbTE PacrosioXeHne Npo6UpPOK/CTPUNOB Ha MaTpuLe TepMo6rioka
B COOTBETCTBUM C WX ycTaHoBkoW (cMm. 2.10) u nposeauTe MUP. Mpu BbiGOpe Tecta AoskHa oTO6paXkaTbcs
nporpamma, npueaéHHas B Tabnuue 2.

Ansa perekTupylowmux amnampukatopos Rotor-Gene Q, CFX96 u Applied Biosystems QuantStudio 5:
MpoeeauTte MUP c yyeToM o6bEMa peakUMOHHOW cMecu, paBHOro 35 Mk, nMo nporpamMmam amnavdukaumu,

npuBeaéHHbIM B Tabnuuax 3, 4, 5 COOTBETCTBEHHO.

Ta6bnuua 2

- [porpamMma amnaudukaumm ans AeTekTupyowmnx amnandukatopos «ATnpanm», «ATnant»

Ne Pexxum
Gno-Ka Temnepartypa, °C MWH c Yucno umknos ONTUYECKNX Tun 6noka
U3MepeHun
80 0 30
1 1
94 1 30 Huwn
5 94 0 30 5 Lnkn
64 0 15 v
94 0 10
4
3 64 0 15 > v Huwn
4 ] 94 [ o [ 5 ] 1 | | Lukn
5 | 252 | | | XpaHeHue | | XpaHeHue

V - PeXUM ONTUYECKUX UBMEPEHUT

Ta6bnuuya 3 -

Mporpamma amnnndukaunumn ana aetektupyrouiero amnandukaTopa Rotor-Gene Q

w/oying | Toperevee e/ Dol | e
Cycling 22 Cdjzg Zg 1 time
Cycling 2 534(1::9‘/ i’g 5 times
Cycling 3 534(1::9‘/ 12 45 times

V - peXuM ONMTUYECKUX U3MEPEHUN, YCTaHOBUTbL M3MepeHue diiyopecueHumm (Acquiring) mo KaHanam aetekumm
Green (Fam) u Yellow (Hex) npu 57 °C

Tabnuua 4

- MMporpamMma aMmnandukauum ans nete

KTUpylowmnx amnnandukatopos CFX96

Bpems KonunuyecrBo UMKNoOB
0 o r
N2 6n0ka (Step) TeMmnepartypa, °C TR GAR ()]

1 80 01:00 1

2 94 01:30 1

3 94 00:15

50
4 64 Vv 00:20

V - pexuMm onTuyecknx usmepenun (Plate Read), ycTaHOBUTb M3MepeHUe dyopecLeHLMM Mo HEOBXOAUMbIM KaHanaMm
Aetekumm (Fam, Hex) npu 64 °C

Ta6bnuua 5

- MMporpamma amnaudukaLmmn ana ageTekTupyowmx amnamgukatopos Applied Biosystems QuantStudio 5

Bpems Konunuecteo unknos
|0 [} ’
Crapansa N2 wara Temnepartypa, °C TR 6oL (nosTopos)
Craaus 1 80 01:00 1
yaepxaHus 2 94 01:30 1
1 94 00:20

C nup 50

raans M 2 64V 00:20

V - c60p AaHHbIX 418 HeobxoAnMbIX diyopodopos (Fam, Vic (Hex)) BkntoueH

1 - TecT Ans AeTeKkTUpyloLWMX amnandukaTopos cepun AT co3aaéTcs NyTéM BBOAA NapaMeTpoB (MapaMeTpbl TeCTa yKasaHsl
B MpUNOXEHUN A MHCTPYKLIMM MO NPUMEHEHUIO) UM NPEAOCTaBNSETCS Npou3BoAUTENeM Habopa peareHToB
2 - ponyckaeTcs XxpaHeHve npu Temnepatype 10 °C



3 Perucrtpaums u yuér pesynbrtatoB MLP ocywecTBNsSOTCA aBTOMATUYECKM C MOMOLLbIO MPOrpaMMHOro
obecneyeHuns, NOCTaBASIEMOrO C AETEKTUPYIOMM aMNaINdUKaTOPOM.
Mpu ncnonb3oBaHWUM AeTekTUpyoWwmnX amnaudukatopos CFX96 cneayeT WCMoNnb3oBaTb PErpecCUMOHHbIN TUM
aHanusa (Cq Determination Mode: Regression), Bo Bknagke «Baseline Subtraction» Heobxoaumo BbibpaTb
«Baseline Subtraction Curve Fit».
WHTepnpeTauus pesynbTaToB MPOBOAMTCS B COOTBETCTBUM C Tabnuuel 6. Pe3ynbTaTbl MOCTAHOBKM BaiWAHbI,
€CNU BbIMOSTHAOTCS YCNI0BUS MHTEPMPETaLMKN pe3ybTaToB, NOYYEHHbIX A5 KOHTPO/bHbIX 06pa3Los.

Tab6bnuua 6 - WHTepnpeTauus pesynbtaTtos MLP

Kanan perexkumn

Fam/Green, Hex/Yellow/Vic, WHTepnpeTauus pesynbrata
Cp/Cq/Ct Cp/Cqg/Ct
HewusBecTHble o6pasLbi
YkasaH He yunTbiBaeTcs O6Hapy»eHa AAHK Mycoplasma genitalium
He ykasaH YkasaH He o6HapyxeHa AHK Mycoplasma genitalium
He ykasaH He ykasaH HepocToBepHbIli pe3ynbTat

OTpuuaTeNnbHbIA KOHTPOJIbHbIN 06pasey

OTpuuaTenbHbI pesynbTar
Pe3ynbTaTbl MOCTAHOBKM BaJIMAHbI

He ykasaH ‘ YkasaH

MonoXx1TenbHbI KOHTPOJIbHbLIA 06pasel

Mono>xntenbHbIi pesynbraTt
Pe3ynbTaTbl NOCTAHOBKWU BanUAHb!

He yuwnTbiBaeTcs

Yka3zaH |

Ycnosusi TpaHCNOPTUPOBaHUA, XpaHEHUA U dKCNyaTauum

TpaHcrnopTupoBaHue Habopa peareHTOB OCYLUECTBAIOT B TEPMOKOHTENHEpax C Xnafo3/leMeHTaMn BCEMU BUAAMU KPbITOro
TpaHcropTa npu TeMmnepaType BHYTPU TEPMOKOHTENiHepa, COOTBETCTBYIOWEN YCNOBUSM XpaHEHWsS KOMMOHEHTOB,
BXOASALUMX B COCTaB Habopa peareHToB.

[JonyckaeTca TpaHCNopTUpoBaHue Habopa peareHToB B TEPMOKOHTENHEpax C X/laf03N1eMeHTaMn BCEMU BUAAMU KPbITOroO
TpaHcrnopTa Npu TemnepaType BHYTPU TepMOKOHTelHepa oT 2 °C go 25 °C He 6onee 5 cyTok.

Bce KOMMOHeHTbl Habopa peareHTOB CreayeT XpaHWUTb B XOMOAWbHUKE WU XONOAMSIbHON KaMmepe npu TemnepaTtype
oT 2 °C go 8 °C B TeuyeHuWe BCero cCpoka rogHoctu Habopa peareHToB. CMecb Ansi aMnandukauuu, 3anedyaTaHHyo
napacuHoOM, crneayeT XpaHUTb B 3aliMLIEHHOM OT CBeTa MecTe.

Cpok rogHoctu Habopa peareHToB - 12 MecsiueB Npu CO6/l0AEHMM BCEX YCMOBWI TPAHCMOPTUPOBAHUS, XpaHeHus u
aKcnayaTauuu.

Mo Bonpocam, kacalLwmMcs kayecTBa Habopa peareHToB, cieayeT obpallaTbcs B Cy)6y KIMEHTCKON NOAAEPXKKU

CUMBOJIbI, UCMO/Ib3yEeMble NPU MapKUpoBKe Habopa peareHToB

MeaunumHckoe nspenune

P Homep no kartanor
ANS ANArHOCTUKM in vitro P Y

E|

TeMnepaTypHbIi AManasoH M3roToBuTENb

CoAepXXnMoro AoCTaTovHO Sy =l He ponyckaTb

ANS NPOBEAEHNS <n> TeCTOB N BO3AENCTBUS COMHEYHOro cBeTa
Wcnonb3oBaTtb A0 HectepunbHo

Koz naptum (cepun) ObpaTtutech K MHCTPYKLUUK

No MpUMEHEHNIO UK
K MHCTPYKLMMW MO NPUMEHEHUIO
cﬂ [aTta nsrotosneHuns B 3/1EKTPOHHOM BUAE
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