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Habopbl € rnbpuan3aLoOHHO-GIYOpPeCLeHTHONM AeTekUmen B pexMe «peanbHOro BpemMeH», MOAXOAAT ANA NPrnbopos:

PoTopHoro Tuna MnaHweTHOro TMNa

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

Rotor-Gene 6000, Rotor-Gene Q «ATnpaiim»

OnpegeneHne SNP meTogom lMLP no3BongeT cokpat/Tb CPOKM MCCNEA0BaHNA U CHIKAET TPYL03aTPaThI.

Reference SNP - naeHTUGVKaUMOHHBIM HoMep noanMopdHoro AHK-nokyca B MexayHapoaHbix 6a3ax gaHHbIX SNP

SNP Single nucleotide polymorphism - 0HOHYKNEOTUAHBIM NOAUMOPPU3M
FL MUP ¢ rmbpunamsaumonHo-GayopecLieHTHOM geTekumer
FRT Fluorescence in Real-Time - ¢nyopecLeHTHasa JeTekuys B PeXVIMe «peabHOro BpemeHin»

«MUP-komnnekT» BapunaHT FRT-50F,
«MUP-komnnekT» BapnaHTt FRT-100F

«[MLIP-koMnnekT» BapnaHT FRT-L dopma koMnnekTaunm Ana FRT-AeTekuymm ¢ peakUuMOoHHOW CMeckro nModuansrposaHHoii B MLP-npoburpkax

(DOprI Komnnektaumn ana FRT-getekumn, Kotopble He COoAepXaT peareHToB, packanaHHbIX Moj BOCK

OnucaHue Habopos peareHToB ans aetekuun SNP metopom MLP

«AMnanCeHc® F2/F5-SNP-FL»
«AMnnanCeHc® MTHFR-SNP-FL»

«AMnnAnCeHc® FreHocKpnH-1L28B-FL»
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AmpliSens’

MeawnumnHckoe nspenue «AMnanCeHc® F2/F5-SNP-FL» npeaHasHaueHO NS onpeseneHns reHeTUYeCKOom CKIIOHHOCTY K pas-
BUTINHO TPOMDO30B NYTEM KaueCTBEHHOMO ONpeeneHusa reHoTnos no noanmopdramam 20210 G>A (rs1799963) B reHe NpoTpOM-
6uHa (F2) n R534Q G>A (rs6025) B reHe npoakuenepuriHa (F5) B 6uonornyeckoM matepmane (LenbHaa BeHO3Haa KPOBb) YenoBeka
meTogoM MLP ¢ rubpuramnsaumoHHo-GayopecLleHTHON AeTekUyen NPoayKTOB aMNANGUKaLmm.

Habop peareHToB BbiMyckaeTca B8 GopMax KOMMIAeKTaumm:
CPOK
rogHoCT

®opma 1: §-3451-1 BKntoyaeT KOMMAEKT peareHToB «[1LP-kommnnekt» sapvaHT FRT-50 F. Q
®Popma 2: §-3452-1-4 Bkto4aeT KOMMNNeKT peareHTos «1LP-komnaek™ BapnaHT FRT-L. Mec.

06bem o6pasua aAns KomnnekT ans AHanuTUYecKkas YyBCTBUTENBLHOCTb
Bup nccnepyemoro matepuana akcTpaKumm AHK KomnnekT ans amnanédukauun (MPeAen 06HaPYKEHMS), KONMiA/MA

«[TLP-koMmnekT»

LlenbHasd BeHO3Had KpoBb 100 «PNBO-npen» BapranT FRT-50 F, FRT-L 1x104

MepuumHckoe nsgenme «AMnanCeHc® MTHFR-SNP-FL» npeaHasHayeHo Ans KaueCTBEHHOro OnpefeneHns reHoTunos no
nonnmopduramam A222V C>T (rs1801133) n E429A A>C (rs1801131) B reHe meTuneHTeTparnapodonatpeaykrassl (MTHFR) B 6ro-
NnornyeckoMm Matepuane (LenbHas BeHo3Had KpoBb) Yenoseka Metosom MUP ¢ rubpnansaumoHHo-GayopecUeHTHON aeTekmer
NPOAYKTOB amnandrKaLmm.

CPOK
TOfHOCTI

43

MeC.

BuMA MCCrieayemMoro MaTepuana 06bem o6pasua ans KomnnexT ans KoMnniekT ansi amnandukaumm AHanunTnuyeckas UYBCTBUTE/IbHOCTH
3KCTPaKuUmn, MK akcTpakuymmn AHK (npeaen o6Hapy>keHus), konuia/mn
«[TLP-komMmnekT» 1x10%
BapuaHT FRT-50 *

Habop peareHTOB BbiNyckaeTca B Gopme KOMMaekTaumm:

®opma 1. §-3721-1 BKntoyaeT KOMNAeKT peareHTos «[1LP-komnnekT» BapraHT FRT-50 F.

LenbHasa BeHo3Has KpOBb 100 «PNBO-nper»

MepguunHckoe wmsgenue «AMnanCeHc® leHOCKpuUH-IL28B-FL» npeaHasHauveHo ana onpegeneHns SNP rs8099917
1 rs12979860 B reHe ViHTepnelnkmnH-28B (IL28B) B knnMHMYeckoM Matepuasne (LenbHas KpoBb UM Mas3ok C BHYTPEHHE NoBepx-
HOCTU LLekM (ByKKaNbHbIN 3NUTEeNnin)) MeTOAOM NoaMMepasHor LenHon peakumn (MLUP) ¢ rmbpran3saymoHHo-GyopecLieHTHOM
JeTekUmMelt B pexvme «peansHOro BpeMeHm».

CPOK
TOHOCT

Habop peareHTOB BbIMyckaeTca B pOpmMe KOMMAEKTaLNN:
dopma 2: R-05-100-F(RG,iQ,Dt,CFX) sr1to4aeT koMnnekT peareHTos «[1LIP-komnaek™ sapraHT FRT-100 F. MeC.

AHannTnyeckasa YyBCTBUTENIbHOCTb,
061BEM 3KCTpaKL MU, MK Bua KnnHn4yeckoro matepuana Konmlllnlmn

LlenbHas KpoBb, Ma3okK C BHYTPEHHEN NOBEPXHOCTY LLIEKN 5x10°
(ByKKaNbHbIA SAUTENNIA) *
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@ BHVMAHMUE!

Ha 3Tane NOAroTOBKM UCCefyeMOro Matepunana HeobxoAnMO NCMONb30BaTe AOMONHUTENBHbBIN peareHT, PeKOMeHL0BaHHbI
®BYH LUHWW 3nnaemmonorin PocnoTpebHaazopa. 3asBieHHbIe aHaIUTUYeCKne XapakTepUCTUKIA BbILLEOMNCAHHBLIX HAOOPOB
peareHToB rapaHTMPOBaHbl W JOCTUratoTCA TONBKO B C/lydae MX MNCMOb30BaHNA COBMECTHO C KOMMIEKTaM peareHToB 414
3kcTpakummn AHK pekoMmeHgoBaHHbIMy ®EYH LUHWI Snuaemmnonorum PocnoTpebHazasopa.

[JaHHble MeauLMHCKME N3Aenna NpeHasHaueHbl A8 NpUMeHeHrs B 1abopaTopui, BbINONHALLER MonekynapHo-ononornyeckue (MLUP) nccneaosaHms KIMHUYeCKoro
matepvana Ha Hannume BO30yauTenein MHOEKLMOHHBIX BonesHer, C COBNtOAEHWEM CaHWTapHO-3Nuaemuonormyeckmx npasun Cr 1.3.2322-08 «be3onacHoCTb
paboThl ¢ MMKpoopraHuaMamu -1V rpynn naToreHHOCTH (0NacHOCTL) 1 BO3ByANTENsIMM Napa3nTapHbIx 6onesHeiny», CanlunH 2.1.7.2790-10 «CaH1TapHO-3M1AEMUON0-
rnyeckve TpeboBaHMS K 06paLLeHto C MEAULIMHCKAMUI OTXOAaMW» 1 METOANYECKMX YKazaHni MY 1.3.2569-09 «OpraHmsaumsa paboTsl N1abopaTopuii, MCNOAb3YHOLLIMX
MeTOZbl aMNANGUKALN HYKNENHOBBIX KMCNOT NPY paboTe C MaTepranom, CoAepXaLlM MUKPOOPraHm3mbl -1V rpynn natoreHHoCTy.

MHdopmMaLma akTyansHa no coctosHmio Ha 01.01.2023. MIHGopMaLmio 0 MpoayKLIAK, NOXanyncTa, yTouHanTe y MeHeAxepos.
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