Ty6epkynes AmpliSenS

Buisienenne JHK Mycobacterium tuberculosis complex

c nomouybto MLUP — Hanbonee 4yyBCTBUTENbHBIN

M cneynduUyHbIA MeTof NabopaToOpHON AMArHOCTUKM TyOepKynesa.
Wcnonb3osaHue MNLLP noBbiwaeT guarHoctuyeckyo 3 eKTMBHOCTb
nccnefoBaHUA matepuana no CpaBHEHUIO C TPAZULUOHHBIMMI

MeToaMU MUKPOOMONOTrMYECKOTO aHaIM3a. /
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Ty6epkynes

®BYH UHNW Snvaemuonornn npegiaraeT LWMPOKUIM acCOPTUMEHT HabopoBs peareHTos AMmanCeHc® ana seigsneHns AHK/PHK
BO30yauTenei nHbekUMin C pasnnyHbIMK CNOCOBaMN AeTeKUN Pe3yNbTaToB.

Habopbl € rbpran3aLnoHHO-GIYOPECLIEHTHOM AeTEKLMEN B PEXVIME «PeanbHOr0 BPeEMEH», MOAXOAAT A9 NPUOOPOB:

POTOpHOFO TNna MnaHweTHOro TUNa

CFX96, iCycler iQ5, Mx3000P, Mx3000, Mx3005P, «/1T-96»,
SmartCycler

0O603Ha4yeHne PacwmnépoBka

Rotor-Gene 6000, Rotor-Gene Q

M.T. MuKpoBHbIe Tena. M.T./M — KOHLEeHTpaLma M.T. 8 T M1 06pasLa 1nccnesyemoro Matepuana
FL MUP ¢ rubpuansaumoHHo-dayopecLeHTHOM AeTekumeit

FEP Fluorescence of End Point - geTekumsa GayopecleHuUMn U aHanm3 no «KOHeYHOM Touke»
FRT Fluorescence in Real-Time - geTekuna GayopecLieHUMN B pexXrme «peasbHOro BpemeHu»

OnucaHue HabOpOB peareHTOB NO BbisBAEHMIO TyOEpKYe3a:

«AMnanCeHc® MTC-FL»
«AMmnanCeHc® MTC-diff-FL»
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AmpliSens

MeguumHckoe nspenve «cAMnamCeHc® MTC-FL» npegHasHaueHo ansg obHapyxeHus AHK mykobaktepwin Tybepkynesa (MBT) -
Mycobacterium tuberculosis complex (MTC), BkntouaroLLmii B ceb4 BUALI MUKOOAKTEPUIA Pa3HON CTEMEHN BUPYNIEHTHOCTY, BbI3bIBaro-
LMx Ty6epkynes y yenoseka (M.tuberculosis, M.bovis, M.africanum, M.microti, M.canetti, M.pinipedii), B pa3HbIx B1Aax KNNHUYECKOro
MaTepuana, KynbTypax MUKPOOPraHM3MOB 1 OObeKTax OKpPyXartoLLer cpefbl MeTOAOM MOoAMMePasHOW LienHon peakunmn (MUP) ¢ rv-
OPUAN33LOHHO-GYOPeCLEHTHON AeTeKumeN.

Habop peareHToB BhiMyckaeTca B dopmatax FEP un FRT:

®dopmat FEP BbinyckaeTcd B popme Komnnektaumn:

dopma 4 B57-FEP BK/touaeT koMmiekT peareHTos «MLP-komrnekT» BapuaHT FEP

CPOK
roAHOCTA

®dopmat FRT BbinyckaeTcs B dopmMe KOMANeKTaumu: g
dopma 4 R-B57(RG,iQ,SC,Dt96) BrrouaeT KoMMekT peareHTos «[1LIP-komniekt sapmaHT FRT MeC.
akcTpakyum AHK N AeTekuuun M.T./Mn M.tuberculosis (wtamm H37 Ra)

PBS-6ydep, MOKpOoTa, GPOHX0-aNbBEONAPHbIN NaBax «[MLP-koMAnekT» BapnaHTel FEP 1 FRT 5x10?

Moua «PUBO-npen» «MUP-komniekT» BapuaHTel FEP 1 FRT 1x10°

CMbIBbI C 0OBEKTOB OKPYXatoLLiel cpespl «MUP-komniekT» BapuaHTtel FEP 1 FRT 2,5x10? konniA/mn
PBS-6ydep, mokpoTa «MLP-koMnnekT» BapnaHTel FEP 1 FRT 5x10?
BpoHx0-anbBeonapH.bIN naBax, Moya «/IHK-cop6-B» «MUP-komnnekT» BapuaHTel FEP 1 FRT 1x10°

CMbIBbI C 0OBEKTOB OKpYXatoLLen cpespl’ «MLUP-komnnekT» BapuaHTel FEP 1 FRT 2,5x10% konnin/mn

10% romoreHaT pa3HbiX BUAOB TKaHel (nerkue, numeaTu-

«/AHK-cop6-C» «[MLP-koMnnekT» BapnaHTel FEP 1 FRT 1x10?
Yeckue y3/bl, MOYKK, NeYeHb, MO3T, CeNe3eHKa)

' [lonyckaeTcs NpoBeAeHye nccnefoBaHvis 6e3 aTana skcTpakumn AHK npu go6asneHuy o6pasta CMbIBOB C 06bEKTOB OKpYyXXatoLLel cpesbl HeMoCPeACTBEHHO B
peakuVoHHYH cMech ans nposeaeHns MUP-1ccneaoBaHyis.
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AmpliSens
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MepguunHckoe nsgenne «AmnamnCeHc® MTC-diff-FL» npegHasHaueHo ana avddepeHuMpoBaHNS BUAOB MUKOOaKTEpPUN Ty-
b6epkynesa (MBT) - Mycobacterium tuberculosis complex (MTC) - yenoseyeckoro (M.tuberculosis) n 6elubero (M.bovis), a Takxe
BaKUMHHOro wramma (M.bovis BCG) - B KIMHUYECKOM MaTtepuane 1 KynbTypax MUKPOOPraH3Mos MeToaom MLP ¢ rubpugnsaum-
OHHO-(IYOPECLIEHTHOW AeTeKUMen NpoayKToB amnandrkaunn. Ana aHanmsa cnegyet UCnonb3oBate 06pasusl AHK, akcTparmpo-
BAaHHOW U3 KNIMHUYECKOTO MaTepuana Uam KynbTyp MUKPOOPraHM3MOB, B KOTOPbIX Ha 3Tarne 06HapyXeHns n/am KONnM4eCcTBEHHO-
ro onpeaenenns Mycobacterium tuberculosis complex 66111 NoNyYeHbl MONOXNTENbHBIE PE3YNbTaThI.

Habop peareHToB BhiMyckaeTca B popmate FRT, npeactasneH GopMoii KOMMIAeKTauuu: rofm

&l

dopma 1 R-B8O(RG,iQ,Dt,SC) BktoYaeT KOMMNeKT peareHTos «[1LP-komnnekt» BapuaHT FRT MEC.

AHanuTnyeckas YyBCTBUTENIbHOCTb, M.T./M1

PR oo e ool (A il sl | Mt FLn
M.tuberculosis (wutamm H37 Ra)
PBS-6ydep 5x10? 1x10° 1x10° 1x10°
Moua «PBO-npen» 1x10° 5x10° 1x10° 1x10°
Mokpota?, BAJI/T1Bb 5x10? 1x10° 1x10° 1x10°
PBS-6ydep 5x10? 1x10° 1x10° 1x103
MokpoTa?, BA/1/TIBb «/AHK-cop6-B» 5x10? 5x10° 1x10° 5x10°
Moua 1x10° 5x10° 1x10° 5x10°
10% romoreHaT pasHbIx BUJOB TKaHel «/IHK-cop6-C» 1x10? 1x10° 5x10? 1x10°

2 KoHUeHTpaumsa B 1 M MOKPOTbI, 06paboTaHHO peareHToM And NpeaobpaboTku camsmnctoro matepuana «MYKON3MH».

@ BHMAHWE!

Ha aTane NOAroToBKM UCCNeAyeMOoro Mateprana HeobxoAMMO NCMONb30BaTh AOMNONHUTENbHbBIN PeareHT, pekoOMeHL0BaHHbI
®BYH UHWW Snngemmonornmn PocnoTpebHaa3opa. 3aaBieHHble aHaIUTUYeCcKe XapakTeprucTki BbILLeONMCaHHbIX HAbOPOB
peareHToB rapaHTMPOBaHbl W JOCTUratoTCA TONBKO B C/lydae MX MNCMOb30BaHNA COBMECTHO C KOMMIEKTaM peareHToB 414
akcTpakumn AHK pekomeHaoBaHHbIMY PEYH LIHVW Snuaemmonorum PocnotpebHaasopa.

[JlaHHble MeaULMHCKME N34enns NpeaHasHaueHbl ANd NpUYMeHeHrs B 1abopaTopui, BbIMONHALLE MonekynapHo-bronormnyeckne (MLP) nccneaosaHms KMHUYECKOro
maTtepviana Ha Hanmuuve Bo3byauTenein MHGeKUMOHHbBIX 6one3Hel, C CobataeHeM caHUTapHO-3NAeMUonornyecknx npasmn Cr 1.3.2322-08 «be3onacHocTb paboTsl
C MUKpOOPraHm3Mamn IlI-1V rpynn naTtoreHHoCTH (ONacHOCTH) 1 BO3OYANTENAMI NapasnTapHbix 6onesHein», CaHlnH 2.1.7.2790-10 «CaHnTapHO-3nuaeMmnonormyeckme
TpeboBaHNA K 06palLeHNo C MeANUMHCKUMI OTXOAaMU» U MeTOANYEeCKX ykadaHuin MY 1.3.2569-09 «OpraHu3auyms paboTsl 1abopaTopuii, NCMOAb3YIOLIMX METOAbI
amnAndUKaLmMn HyKIEeMHOBBIX KNCNOT NPy paboTe C MaTepuanoM, COAEPXaLLyM MAUKPOOPraHmn3Mel -V rpynn natoreHHoCTH».

MHdopmMaLma akTyansHa no cocTosHmio Ha 01.01.2023. MIHGopmaLmio 0 MpoayKLK, NOXanyncTa, yTouHanTe y MeHeAxepos.
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