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B (pacoBke S.

f B naHHOM BKnagblle npueeseHa nHdopmauma ana Habopa peareHtos C.trachomatis/N.gonorrhoeae Komnnekc
Mepen Hayanom paboTbl U3yUMTE UHCTPYKLMIO.

Ha6op peareHToB ans BbiaBsieHnsa AHK
Chlamydia trachomatis n Neisseria gonorrhoeae
metoaom MNLUP B pexkxuMme peanbHOro BpeMeHu

C.trachomatis/N.gonorrhoeae Komnnekc

R1-P115-23/9 (®acoBka S, npobupkmn)
E R1-P115-S3/9 (®PacoBka S, cTpunbl)

UHdopmaumsa o Habope peareHTOoB

HaszHaueHue:

Habop peareHToB npeaHasHayeH Ans soisiBnenns AHK Chlamydia trachomatis v Neisseria gonorrhoeae B 6uonornyeckom
MaTepuasne 4YesnoBeka (MoYa, COCKOObl 3MUTENNaNbHbIX KETOK M3 yporeHuTanbHoro TpakTta) MetoaoMm MLP B pexume
peanbHOro BpeMeHu.

BbigeneHue AAHK:

PekomeHayoTcs Habopbl/kKoMNnekTbl peareHToB Ans Bblaenenns AHK MPOBA-PAMMA, MPOBA-IC, MPOBA-IC-NOC,
MPOBA-HK, MPOBA-HK-MKOC (000 «HMO [AHK-TexHonorus»), MPOBA-OMTUMA, MPOBA-MY-PAMNWL (OO0 «AHK-
TexHonorus TC»).

NMpumeyaHune = Komnnekt peareHtoB [POBA-PAMWA He pekomeHayeTcsi Ans Bblgenenus OHK un3 cockobos u3
YPOreHWUTaNbHOro TPaKTa y MyX4uH.

CneuunanusupoBaHHoe o6opyaoBaHue:

[eTtekTupytowmne amnanduKaTopbl MNAIAHWETHOrO TUMNA C CUCTEMON AeTekuuun (yopecueHTHOro CurHana B pexume
peanbHOro BpeMeHu, 3aperucTpupoBaHHbIe B YCTaHOBEHHOM nopsiike B PO, Hanpumep, AeTekTupyowme aMmnandukaTopbl
«OTnpanm»2, «ATnait»3 (000 «HMO AHK-TexHonorus»), CFX96 (Buo-Paa JlabopaTtopues, WHk), Applied Biosystems
QuantStudio 5, «Jlaitd TekHonogxuc Xonauure MNre. NITa).

Bpems npoBeAeHus aHanusa (He BK/lloYasi Npo6onoAroToBKy):
oT 1,5 yacoB (B 3aBUCMMOCTM OT KonnyecTsa o6pasLoB).

Konuuecrso aHanusmnpyembix o6pasuos:
Habop peareHToB paccuutaH Ha 96 onpefeneHuii (He 6onee 24 NOCTaHOBOK), BKJ/IlOYAsh aHanM3 HeEM3BECTHbIX 06pasLoB,
oTpuLATENbHbIX KOHTPO/IbHbIX 06pa3LIoB, NONOXUTENbHbIX KOHTPObHbIX 06pa3LoB.

CoctaB Habopa peareHToOB:

HanmeHoBaHue BHewHwii Bua Konunuecrso H?MMHaanbIM
KOMMOHEHTa npo6upok 06bEM KOMMNOHEHTa
Mpo3payHas becuBeTHas UM po3osas 96 npobupok
Cmecb ans amnnudukaumm,
XXUAKOCTb NoA BOCKOO6pasHbIM 6enbiM wnn 12 ctpunos no 20 mkn
3anevyaTaHHas napaduHoM
cnoem no 8 npobupok
PactBop Tag-nonumepasbl Mpo3payHas 6ecuBeTHas XWAKOCTb 2 npobupku no 500 mkn
MuHepanbHoe Macno MpospauHas 6ecuseTHas Baskas 2 npobupku no 1,0 mn
MacnsiHUCTast XUAKOCTb
MonoXuTenbHbI
o 4 Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mMkn
KOHTPOJIbHbIN 06paseLy
KpbIWKKY Ans cTpunos’ 12 wr.
Ta6nuua 1 - KaHanbl AeTeKUMU NPOAYKTOB aMnandukaumm
Fam Hex/Vic Rox Cy5 Cy5.5
- BK Neisseria gonorrhoeae Chlamydia trachomatis -

1 - BO3MOXHOCTb MCMOMb30BaHUS Habopa/koMnnekTa peareHToB Ans BblaeneHns [JHK onpegensietcs BuAOM

6uonornyeckoro Matepuana

2 - MoanduKaums *M*

3 — MoanmKaums *S*

4 - Ha 3TUKeTKe KOMMOHEeHTa Ans BceX HacoBOK «IMONOXUTENbHbIA KOHTPO/bHbIN 06paseu» yKasbiBaeTcs Kak «K+»

5 — BXOAAT B COCTaB Habopa peareHToB Npu pachacoBke CMecU AN aMmnandukaLmm, 3anedyataHHoW napaduHoOM, B CTPUMbI



NMpoBeaeHue aHanusa

1 MNMoaroToBka U NpoBeAeHNe NOIMMEpPa3HO LIeNHON peakumm

BHUMAHME!

1. Tlpu nposeAeHun BCex MNOCNEAylOWMX AEWUCTBUA crneayeT msberaTb BO3AENCTBMS MPSAMbIX COMHEYHbIX Nlyyel Ha
npobupKkK co cMechbto Anst amnandukaumm!

2. Mpu ncnonb3oBaHMn Habopa peareHTOB B BapuaHTe uUCMNonHeHus «dacoBka S, cTpunbl», cieayeT CTporo cobnoaaTh
KOMMJIEKTHOCTb CTPUMOB U KPbIleK K HUM. He ncnonb3oBaTh KPbILWKK K CTPUNaM U3 Apyrux Habopos peareHTos!

1.1 MpomapkupyiiTe Nno ofHOW Npobupke/CTPUNOBaHHON NPobupKe CO CMecbio Anst aMnanduKaummn, 3aneyaTaHHom
napacuHOM, ANA KaXAoro HeusBecTHoro obpasua, Als OTpULAaTeNIbHOMO KOHTPOsbHOrO obpasua (K-) u ans
MOJIOXUTENIbHOrO KOHTpONbHOro obpasua (K+).

BHMUMAHME! KonuuecTBo peareHTOB paccuuTaHo He 6osiee 4yeM Ha 24 MOCTaHOBKM Npu ycnosuu BapuabenbHoro
KO/IMYecTBa HEeW3BEeCTHbIX 06pasuoB, 1 OTpULATENbHOrO KOHTPOSbHOrO obpasua U 1 MONOXWTENbHOro KOHTPONbHOMO
obpasua B Kaxaol NocTaHoBKe.

Mpumep:

HeobxoamMmo npoaHanusmpoBaTb 4 HeM3BeCTHbIX obpasua. [1 3TOro Hy>XHO NpoMapkupoBaTb 4 NpPobupku Ans

HEeU3BEeCTHbIX 06pa3LIoB, 0AHY NPO6UPKY Anst «K-» 1 oaHy Npobupky ans «K+». ObLee KoNMYeCTBO NPobupok — 6.

1.2 BcTpsixHuTe npobupky € pacTtBopoM Tag-nmonvMmepasbl Ha MWKpPOUEHTpudyre-BopTekce B TeuyeHue 3-5cC wu
LeHTpUdYrmpynTe Ha MUKpoLeHTpudyre-sopTekce B TeyeHne 1-3 c.

1.3 Job6aBbTe BO BCe MNpOMapkupoBaHHble Npobupku, He noepexaas cnoi napaduHa, no 10 mMkn pacrtBopa
Tag-nonumepassbl.

1.4 [obaebTe B Kaxayl npobupky no opHoi kanne (okono 20 MKA) MUHepanbHOro Macna. 3akpovTe
npobupkun/cTpunel.

1.5 BcTpsixHWTe NPOBGUPKY C MONOXUTENbHLIM KOHTPO/IbHbIM 06pa3LoM Ha MUKPOLIEHTPUdYre-BOopTeKCe B TeyeHue
3-5 ¢ 1 ueHTpudyrmnpyinTe Ha MUKpoLeHTpudyre-sopTekce B TedeHune 1-3 c.

BHUMAHMUE!

1. MNpu wcnonb3oBaHun Aans  BblaeneHuss [AHK Habopos/komnnekToB peareHTtoB [MPOBA-PAMNUA, [MPOBA-HK,
MPOBA-HK-MJTOC, MPOBA-OMNTUMA BcTpsixHuTe npobupku ¢ npenapaTtoM JHK v oTpuuaTenbHbIM KOHTPOJIbHLIM 06pasLoM
Ha MUKpoUeHTpudyre-sopTekce B TedyeHne 3-5 ¢ n ueHTpudyrnpyiTe Ha MMKpoLeHTpu@dyre-BopTekce B TeyeHne 1-3 c.
2. Mpu ucnonb3osaHun ans sbliaenenns [JHK komnnektos peareHTtoB [MPOBA-IC un MPOBA-IC-MJIIOC BcTpaxHuTe
npobupkn ¢ npenapatoMm AHK u oTpuuaTenbHbIM KOHTPO/bHLIM 06pa3LoM Ha MUKPOLEHTPUdYre-BOpTEKCE B TeYeHue
3-5 ¢ n ueHTpudyrupyinte npu RCF(g) 12000-16000 B TeuyeHne oA4HON MUHYTbI ANs ocaxaeHus copbeHTa. B cnyyae ecnm
nocne BblAeneHUs HafoCafoyHas XWAKOCTb, cofepxalias BbigeneHHyto [HK, 6bina nepeHeceHa B HOBble Mpobupky,
LeHTpUdyrmposaHune nocne BCTPSXUBaHWUSA NMPOM3BOAUTCA Ha MUKPOLIEHTPUdYre-BopTeKce B TeueHune 3-5 c.

3. Mpu ucnonb3oBaHuu Ans BblaeneHuss AHK Habopa peareHtoB MPOBA-MY-PATMW[ HeobxoauMo, He BCTpsixusas,
ueHTpudyrnposatb npobupku ¢ npenapatoM AHK u oTpuuaTesibHbIM KOHTPOSbHbIM 06pa3LoM Ha MUKpOLEHTpudyre-
BopTekce B TeyeHue 1-3 ¢, 3aTeM noMecTUTb Npobupku ¢ npenapatom AHK B MarHWTHbI WTatne. B cnyyvae ecnn nocne
BblAeNeHMA HAA0CaA04Has XUAKOCTb, coaepxallas BbiaeneHHyto AHK, 6bina nepeHeceHa B HOBble Npobupku, cneayeTt
BCTPSIXHYTb Npo6upku ¢ npenapatoM AHK 1 oTpuuaTenbHbIM KOHTPOSIbHBIM 06pa3LoM Ha MUKpoLeHTpUdyre-BopTekce B
TeyeHue 3-5 c 1 ueHTpUdyrnpoeaTb Ha MUKpoOLEHTpUdyre-sopTekce B TeyeHue 1-3 c.

4. [Ons npefoTBpalleHus KOHTaMMHauuu cneayeT nepes BHeceHueM [HK OTKpbIBaTb KPbIWKKW TONbKO TeX Mpo6upok,
B KOTOpble 6yAeT BHOCUTBLCS AaHHbIN o6pasel, U 3aKpbiBaTb UX Nepes BHECEHUEM cneaytollero. B cnyyae ncnonb3osaHus
CTPUNOB CrieflyeT 3aKpbliBaTb KPbILWKY CTPUMA Nocne BHECEHWS B Hero obpasLoB nepes HayanoM paboTbl CO CleayoWwmM.
3akpblBaitTe nNpobupku/cTpunsl nNaoTHo. Mpenapatbl AHK 1 KOHTpOsbHble 06pasubl CreAayeT BHOCUTb HaKOHEYHWKaMu
C punbTPOM.

1.6 BHecuTe B COOTBETCTBYIOLLME MPOMapKMpPOBaHHbIe NPOGUPKK AN HEM3BECTHbIX 06pa3LoB, He nospexaas Croin
napaduHa, no 5,0 Mkn BblaeneHHoro u3 obpasuos npenapata AHK. B npobupku, npomapkupoBaHHble «K-»,
«K+», OHK He BHOCUTCS.

1.7 BHecuTe B npobupky, MpoMapkupoBaHHyto «K-», He noBpexgas c/oi napaduHa, 5,0 MkA oTpuuaTeNnbHOro
KOHTPOJIbHOro o6pasua, npowezlwero stan sblaeneHns AHK.

1.8 BHecute B NpobupKy, NpoMapKupoBaHHylo «K+», He nosBpexaas croii napaduHa, 5,0 MKN MONOXUTENbHOro
KOHTPOJNIbHOro obpasua.

1.9 LleHTpudyrupyiTe Bce NpobMpkn/CTpunbl Ha MUKpOLEHTpUdYyre-BopTekce B TeueHue 1-3 c.

1.10 YcTaHoBWTE BCe NPOBUPKM/CTpUNbI B AETEKTUPYIOLWMI aMnandukaTop.

1.11 Ans petekTupytowmx amnnmdukaTopos cepum AT:

3anycTuTe nporpamMHoe obecnevyeHWe AeTeKTupylolwero amnnudukartopa. Mpu nepsom nposefeHun TMLP
3arpysute COOTBETCTBYlOWMI TecT!. [anee M Npu nocneaylowmx MOCTAaHOBKAxX CO3AaiTe COOTBETCTBYHOLMI
MPOTOKOJT UCCNeaoBaHUsA: yYKaXute Konm4yecTtso u VIAEHTVId)VIKaTOpr oGpaauos, B TOM 4ucCne oTpuuaTesbHOro n
NONOXUTENbHBLIX KOHTPO/IbHbLIX 06pa3LioB, OTMETLTE pacrofioXeHe NPo6MPOK/CTPUMNOB Ha MaTpuue TepMobioka
B COOTBETCTBUU C UX YCTaHOBKOW u nposeauTe MLP ¢ yyeToM 06bEMa peakuMOHHON CMecu, paBHOro 35 MK.
Mpu BbIGOpE TecTa AoMmkHa oTobpaxaTbCs nporpamMMma, npuseaéHHas B Tabnuue 2.

1 - TecT Ans geTekTUpyoWwmMx amnandukatTopos cepmm AT co3aaérca nyTéM BBOAA NapaMeTpoB (MapaMeTpbl TeCTa yKasaHbl
B MpUNOXEHUN A UHCTPYKLMM NO NPUMEHEHWIO) UM NPEAOCTaBASETCS Npou3BoAUTENEeM Habopa peareHToB



1.12

Ans petekTupylowmx amnnudukatopoB CFX96, Applied Biosystems QuantStudio 5:
MpoBeaute MUP c yyeToM o6bEéMa peakuUMOHHOW cMecu, paBHoro 35 MK/, Mo nporpaMmaM aMmnnudukauumu,
npuBeaéHHbIM B Tabnnuax 3, 4 COOTBETCTBEHHO.

Tabnuua 2

— [lporpamma amMnaudukaumm Ana AeTeKTUpywmnx amnamdukatopos «ATnpaim», «ATnant»

Ne Pexxum
6no-|<a Temnepartypa, °C MWH [ Yucno umknos ONTUYECKNX Tun 6noka
U3MepeHunm

80 0 30

1 1 Lnkn
94 1 30
94 0 30

2 5 Lnkn
64 0 15 v
94 0 10

3 45 Lnkn
64 0 15 4

4| 94 | o | s 1 | | e

5 | 10t | | XpaHeHue | | XpaHeHune

\/ - PeXUM ONTUYECKnNX MBMEDGHMP‘I

Ta6bnuua 3

- MMporpamMma amnaudukaummn ans aetektTupyowmx amnnmdukatopos CFX96

Bpems KonunuyectBo UMKNoB
[} 0, r
N2 6noka (Step) Temnepartypa, °C TR @I e

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50
4 64 vV 0:20

V - pexwuM onTudeckux uameperuin (Plate Read), ycTaHOBWTbL M3MepeHne hyopecLeHLmMn No HEOBX0AMMbIM KaHanam
aetekumn (Hex, Rox, Cy5) npu 64 °C

Tabnwuuya 4 - MNporpamma amnandukaunm Ana aeTekTupylowmx amnamdrkatopos Applied Biosystems QuantStudio 5

Bpems, Konunuecrso umknos
o o
Crapusa N? wara Temnepartypa, °C SR (R (noeTopos)
Craans 1 80 01:00 1
yaepxaHus > 94 01:30 1

1 94 0:20
Crapusa Mnup 50

2 64 Vv 0:20

V - c60p AaHHbIX Ans HeobxoauMbIx dayopodopos (Vic (Hex), Rox, Cy5) Bk/oueH

2

Peructpaumsa m yuyér pesynbtatoB MLUP npoBoasTcs aBTOMaTMYecku MNporpaMMHbIM obecneyeHveMm Ans
AETEKTUPYIOLWNX aMnIndUKaTopos.

Mpy w“cnonb3oBaHUM AeTekTUpylowmx amnaudukatopos CFX96 cneayeT MCNonb3oBaTb PErpeccUMOHHbIN TUM
aHanusa (Cq Determination Mode: Regression), Bo Bknaake «Baseline Subtraction» Heob6xoaumo BbIGpaThb
«Baseline Subtraction Curve Fit».

WHTepnpeTaums pe3ynbTaToB NPOBOAWUTCS B COOTBETCTBUMM C Tabnuuei 5. Pe3ynbTaTbl MOCTAHOBKW BanwuAHbI,
€C/IN BbINOSIHAKTCA YCI0BUA MHTEpPNpeTauun pe3ynbTaToB, NOAY4YEHHbIX 4519 KOHTPOJIbHbIX 06p63L|OB.

Ecnu ans 6uonoruyeckoro obpasua nony4veHbl 3HavyeHuss Cp/Cq/Ct meHee 24 Ha KaHanax getekuuu Rox wnun
Cy5, TO 3TO roBOpPUT O BbICOKOW MepBOHaYanbHOM KOHUeHTpauuu [HK coOTBETCTBYIOLWEro MUKpOOpraHusMa.
B paHHOM cnyyae BO3MOXHO MOMYYEHUE JIOXKHOOTPUMLATENbHOrO pe3ynbTata ANna MukpoopraHusma, [OHK
KOTOPOro MPUCYTCTBYET B HWU3KOW KOHLEHTpauuu. [ns WCKYEHUS NOXHOOTpULUATENbHbIX Pe3ynbTaToB
pekoMeHAyeTcs NoBTOpHO nposecTu MLP BblaeneHHoro npenapata AHK ¢ ncnonb3oBaHneMm Habopa peareHToB
ans BbisiBnenvs AHK xnammamu tpaxomatuc (Chlamydia trachomatis) MeTogoM nonnMepasHon LenHo! peakummn
(XNAMWU-TEH), OO0 «HMO AOHK-TexHonorus», Poccusa, PY N2 ®CP 2008/03890 u Habopa peareHToB
Ans BbisiBnenns AHK Heliccepun roHopeun (Neisseria gonorrhoeae) mMeToAOM MosivMepasHol LEenHoW peakuuu
(FTOHO-TEH), OO0 «HMNO AHK-TexHonorus», Poccusi, PY N2 ®CP 2008/03850.

1 - ponyckaetcs xpaHeHue npu Temnepatype 25 °C



Tabnuuya 5 - WHTepnpeTauus pesynbtaTtos MLP

Kanan perekumun

Hex/Vic Rox cy5 WHTepnpeTauusa pesynbrata
Cp/Cq/Ct Cp/Cq/Ct Cp/Cq/Ct
HeusBecTHble 06pasLbl
He yuuTbiBaeTcs YkasaH He ykasaH O6Hapy>ena iHK Neisseria gonorrh
He yunTbiBaeTcs He ykasaH YKa3aH O6Hapy>»eHa AAHK Chlamydia trachomatis
O6Hapy>»eHa [1HK Nei: ia gonorrh
He yunTbiBaeTcs Ykasan YkasaH O6Hapy>xeHa AiHK Chlamydia trachomatis
YKasaH He ykasaH He ykasaH He obHapyxeHa [JHK BbIsiBNSieMbIX MMKPOOPraHu3MoB
He ykasaH He ykasaH He ykasaH HenoctosepHbIli pesynbTar

OTpMuaTenbHbI KOHTPOsbHbIN 06pasey

OTpuUaTenbHbli pe3ynbTat
Pe3ynbTaTbl NOCTAHOBKMW BaJIMAHbI

Mono)xnTtenbHbI KOHTPONbHDbIV 06pasey

Mono>xutenbHblit pesynbraT
Pe3ynbTaTbl NOCTAHOBKMW BaJIAHbI

YkasaH ‘ He yka3saH l He yka3saH

YkasaH ‘ YkasaH ‘ YkasaH

Ycnosua TpaHCNOPTUPOBaHUSA, XpPaHEHUSA U KCNJlyaTauum

TpaHcnopTMpoBaHue Habopa peareHToB OCYLLIECTBISIOT B TEPMOKOHTEMHEPaX C XNaf03/1eMeHTaMy BCEMU BUAAMU KPbITOrO
TpaHcrnopTa npu TeMmnepaType BHYTPU TepMOKOHTElHepa, COOTBETCTBYIOWEN YCMOBUAM XPaHEHWSi KOMMOHEHTOB,
BXOASILUMX B COCTaB Habopa peareHToB.

[lonyckaeTcsi TpaHCNopTMpoBaHue Habopa peareHTOB B TEPMOKOHTEMHEPAX C X/1afA03/1eEMEHTaMW BCEMU BUAAMU KPbITOTrO
TpaHcrnopTa npu TemMnepaType BHYTPW TepMOKOHTeliHepa oT 2 °C ao 25 °C He 6onee 5 cyTok.

Bce KOMMOHeHTbI Habopa peareHTOB CriefyeT XpaHWTb B XOMOAWbHUKE WU XONOAWNBLHON Kamepe npu TemnepaTtype
oT 2 °C po 8 °C B TeuyeHMe BCero cpoka roAHOCTW Habopa peareHToB. CMecb Ans amMnnudukauuu, 3anedyaTaHHylo
napacduvHoOM, cnefyeT XpaHWTb B XONOAWSIbHWKE WM XONOAMNBbHON Kamepe npu Temnepatype oT 2 °C po 8 °C
B 3alUMLLIEHHOM OT CBETa MecTe B TeYeHWe BCEro Cpoka rogHocTu Habopa peareHToB.

Cpok rogHocTn Habopa peareHToB - 12 MecsueB npu cobnoAeHUU BCEX YCNOBUI TPaAHCMOPTUPOBAHUSA, XPaHEHUs U
aKcnayaTauum.

Mo BonpocaM, kacallwmuMcsa KayectTsa Habopa peareHToB, creayeT o6pallaTbCs B CNyX6y KAMEHTCKON NOAAEPXKKH.
Cnyx6a knuneHTckoin nopaepxku: 8-800-200-75-15 (ana Poccuun, 3BoHOK 6ecnnaTHbIn),

+7 (495) 640-16-93 (ansa ctpaH CHI n 3apybexbs, 3BOHOK NAaTHbIN).

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