Bupyc nanunnomsl Yenosexa AmpliSens®

Bupyc nanunnomsl yenoseka (BMY) —

rpynna pacnpoCcTpaHeHHbIX U reHeTUYeCKM
pa3HO00pa3HbIX BUPYCOB, MH(ULMPYIOLWMX

1 MOPAXaLWMX INUTENNN KOXHBIX MOKPOBOB
(koxHble Tunbl BMY) 1 cnnsucteix o6onouek
POTOBOI NONIOCTU U AHOTEHUTANbHOI 06NACTU
(reHuTanbHble TNbI BMY). TeHnTanbHbIe TUMBI
BIMY nepepatoTca npenmyLecTBeHHO NONOBbIM
nyTeM W Yyepe3 pOAOBbIe NyTU OT MaTepu
pebeHKy. OCHOBHbIMM KNUHWUYECKUMU HOpMaMm
nanuaioMaBuUpyCHOM UHMEKLUN reHUTanui
ABNAIOTCA OCTPOKOHEYHbIE KOHAUIOMbI, 3 TaKXe
3N10KayeCTBeHHble HOPMbl U3MEHEHUA INUTENNANTBHbIX
KNeToK, NPUBOAALLKE K PAKY LENKN MATKH.

MoATBepPXAEHVE STVONOTMYECKOW PONN BUPYCa NanuanomMel Yenoseka (BM4Y) BbICOKOro kKaHLLeporeHHOro prcka B PasBUTIM paka
LMK MaTKV MPUBENO K TOMY, UTO TeCTUPOBaHVie Ans obHapyxeHus AHK BMNY cTano paccMaTprBaThCs Kak BaXHENLWNUI SneMeHT
CKPVIHWMHTa 3TOro 3aboneBanus. OCHOBHbIM MPeVMyLLecTBoM BIMY-TecToB, NCMoNb3yemblX B CKPUHMHIE, SBASETCS UX BblCOKas
YyBCTBUTENBHOCT B O6HAPYXEHWM NPeApakoBol NaToNOrN LLERKIA MaTKM.

®BYH UHWWM Snnaemronorin npeanaraet WNPOKMA acCOPTUMEHT HabopoB peareHToB AMManCeHc® ans BoigsneHud AHK/PHK
BO30yaANTENEN NHGEKUMIA, C Pa3NNYHBIMY CNOCObBaMK AeTEKLN Pe3ynbTaToB.

Habopsbl ¢ rmbpurar3aumnoHHo-GayopecLeHTHON AeTekUmen B PexXnMe «peanbHOro BpeMeHm», MoAXOAAT ANA NpUoopOos:

PoTtopHoro tuna MnaHweTHOro TUNa

Rotor-Gene 6000, Rotor-Gene Q CFX96, iCycler iQ5, Mx3000P, Mx3000, «/4T-96», «/1T-322»

B Habopax BIMY ncnonb3yeTcs sHAOTEHHbIA BHYTPEHHNN KOHTPONb (AHK yenoseka) MO3BONAOWMIA OLeHVBaTb aAekBaTHOCTb
B3ATVIA MaTeprana, a B KOMMYECTBEHHbLIX HAabOPpax MePecUNTbIBaTbL pe3ybTaT Ha KOMMYECTBO KNEeTOK, TO eCTb MPOBOAVTL KAUHU-
YeCKyr MHTepPrpeTaunio pesynbrarta

B Habopax npuMeHeHa TexHonorua «MyneTtulllparivy (BbifBAEHNE HECKONbKIX MULLeHel B 0gHoM MLIP-npoburpke), no3sonatoLLad
CHN3UTB:

® BEPOATHOCTb OLUMOKM MPpY MOCTaHOBKE

& Harpysky Ha 06opyAoBaHme

® DaCXOA MaTepranos (MepyaTku, MPOBUPKIM, HAKOHEYHIKL)

[JlaHHas TexHonorna aaet BO3MO%§§%&§%}§M%§§§@%H@EHﬂonH
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Bupyc nanunnomsl yenoseka

OnucaHue HabopoB peareHToB?:

Konunuectso

HaumeHoBaHuMe Ha6opa Tun reHoTUNa onpegensieMbiX
reHoTMnoB

«AMnnnCeHc® BMY BKP ckpuH-tnTp-14-FL»  JIHK BIMY BKP 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68 14
«AmnanCeHc® BMY BKP reHoTun-tutp-FL»  JHK BMY BKP 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68 14
«AmnanCenc® BMY BKP ckpuH-Tutp-FL» AHK BM4Y BKP 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59 12
«AmnanCeHc® BMY BKP ckpuH-FL» AHK BIMY BKP 16, 18, 31, 33, 35, 39, 45, 52, 58, 59, 67 11
«AMmnnnCeHc® BMY BKP reHoTnn-FL» AHK BIMY BKP 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59 12
«AmMmnanCeHc® BMY 6/11-FL» AHK BMY 6 1 11 (reHOTUMbl H3KOrO OHKOMEHHOMO pUCKa) 2
«AmMmnnanCeHc® BMNMY 16/18-FL» AHK BMY BKP 16 1 18 2

0O603HayeHne Pacwumdpposka

2 - reHOMHbIV 3KBUBANEHT (FTeHOM) M1KPOOPraHu3Ma. [3/M1 — KOHUEHTPpauma 3 MYKpOOpraHn3mMa B nepecyete

= Ha 1 M1 TPaHCMOPTHOW Cpefbl, CoAepXalLlert KNMHUYecknin Matepuan

FL MNUP ¢ rmbpuamsaumoHHo-GyopecLieHTHON AeTekuuneit

FEP Fluorescence of End Point - geTekuns ¢ayopecUeHLnN 1 aHann3 No «KOHEYHOM TOUKe»
FRT Fluorescence in Real-Time - geTekumsa GayopecueHUnn B pexmnmMe «peanbHoro BpemeH»

[Ana apekBaTHOWM ANarHOCTUKM M COMOCTaBUMOrO pesynbTaTa B ANHaMUKe NeveHns, MaTepuan Anga aHanvsa o/mkeH 3abnpatecs CTaHAapTU30BaHO. MaTepuran MOXeT ObiTb MOMeLLEeH B TPaHCMOP-
THO-OUIKCVPYIOLLYHO Cpeay ANA XUAKOCTHON umMTonorun. Matepuas, MoMeLLleHHbI B pasHble TUMbl TPaHCMOPTHBIX CPeZ, SKCTParupyeTca pasHelMy KOMAAEKTaMy AN SKCTPaKLmm
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AmpliSens’

MeavuuyHckoe nsgenue «AMnanCeHc® BMY BKP ckpuH-TnTp-14-FL» npeaHasHaueHo An1a KONMYeCTBEHHOIO
onpeaenerHnsa AHK BMNY BKP 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68 reHOT1MNOB B O1ON0rMYeckoM matepuane
(Ma30K CO CIM3NCTOM 06ON0YKM BAAraanLLa, COCKOD 3NUTENNS CO CINM3UCTOM 06OI0UKM LIEPBIKANBHOMO KaHana (3KTouep-
BMKCA U 3HAOLEPBYIKCA)) MeToAoM [MLP ¢ rmbpunarsaumoHHO-GIyOpeCLIEHTHOW AeTekumen NPoAyKTOB aMrandrKaLmn.

[v3aliH Habopa peareHToB NO3BOAET OTANbHO onpeaendts AHK B4 16, 18 1 45 reHOTMNOB, a Takke AeTekTnpo-
BaTb pasHble y4acTky reHoma BIMY 16, 18 1 45 reHoTunos. BeigsneHne obnact E6 npu otcyTcTBUMM obnactn E1/E2
MO3BOIAET KOCBEHHO CYANTb O BO3MOXHOCTW MHTErpaL/vi BMpyca B reHOM YenoBeka.

Habop peareHTOB BbINyckaeTcd B GOpMe KOMMANEKTaLNN:
dopma 1 H-2311-1-13 BK/tOYaeT kOMMNEKT peareHToB «MLP-koMnaekT» BapuaHT FRT-100 FN.

AHanuTuueckasa [ JIuHelHbI gu-
MuKpoopraHusm 4YyBCTBUTENbHOCTb, | ana3oH nsmMepe-
Konui/mn HUA, Konui/mn

Bupa nccnegyemoro matepuana TpaHcnopTHas cpeaa

Ma30ok co Cn3nCToit 060104KN «TpaHcnopHas cpesa Ans

KomnnekT ans
akcTpakuyum AHK

«Amnan CeHc

KomnnekT ans
amnandukaymmn

«LP-komnnekT»

BM4 BKP 16, 18, 31,

CPOK
rOAHOCTA

Bnaranva, Cockob co CM3UCTOM  MaskoB» UK «TpaHcnopTHas — MATHO-cop6- I 33, 35,39, 45, 51, 54107 75107 - 1x10°
0060N104KM LIepBUKaNbHOro KaHana cpeaa ¢ Mykoamtukom (TCM)» YPO», «AHK- P 52,56, 58, 59, 66, 68

: FRT-100 FN
(3KTOLIEPBMKCa U SHAOLEPBIKCa) nnn «TC Digene» cop6-AM» reHoT1MnoB
Cockob co cm3nCTon 060N04KN TpaHCMopTHO- «MLP-komnnekT» B4 BKP 16, 18, 31,
LiepBMKaNbHOro kaHana (aktouep- ?OMKecwﬁgro;;a? ceﬂv;ijc; ZUA—|MKT0MC6QZE BapuWaHT 52335635559535665158 5x10° 7x10% - 1x10°
BVIKCa 1 SHAOLEPBIIKCa) AcpaLl peaa 4 P FRT-100 FN oo

XUAKOCTHOW LMTONOT N

reHoTnnoB
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Bupyc nanunnomsbl yenoseka

MepuuunHckoe nsgenve «AmMmnanCenc® BMY BKP reHoTUun-tuTp-FL» npegHasHayueHo A5 KaueCTBEHHOIO U
KOMM4ecTBeHHOro onpegenenns n anddepeHumanmn AHK BMY BKP 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66,
68 reHOTUMOB B OMON0MYEeCKOM MaTepyasie (Ma3ok CO CIM3UCTON 0DON0YUKM BAAraanLla, COCKOb 3MUTENUA CO CN3U-
CTOV 0BONOYUKM LIePBYIKAIbHOMO KaHana (3KTouepBykca 1 3HA0LepBUKCa)) meToaoM [MUP ¢ rmbpunansaumnoHHo-¢Gayo-

CPOK

PeCLeHTHOW AeTekuueit MpoayKTOB amnandukaLmm. o8
Habop peareHTOB BbINyckaeTcd B GOpMe KOMMNEKTaLNN:
dopma 1 H-2261-1-13 BK/tOYaeT KOMMNEKT peareHToB «MLP-koMnaekT» BapuaHT FRT-100 FN.

AHanuTnyeckas JInHenHbIN AN-
KomnnekT gns KomnnekT gns
Bup nccnegyemoro matepmana TpaHcnopTHas cpefia MwuKpoopraHusm YyBCTBUTE/IbHOCTb, | ana3oH nsmepe-
akcTpakuyum AHK amnanéukayumn = -
Konwii/mn HUSA, Konuii/mn

Ma30K CO C/IM3MCTON 060/104KN «TpaHcrnopHas cpeaa «AmnanCenc LIP-koMMneKT> BM4Y BKP 16, 18, 31,
Bnaranuia, Cockob Co CM3UCTOW ANS Ma3KoB» Un MAIHO-cop6- SaovanT 33,35, 39, 45, 51, 1%10° 3%10% - 1x108
060/104KM LiepBMKanbHOro kKaHana «TpaHCnopTHas cpeja YPO», FRT—p1 00 FN 52,56, 58, 59, 66, 68
(3KTOLEPBIIKCA W SHAOLIEPBIIKCA) C MyKOAUTNKOM (TCM)» «AHK-cop6-AM» reHoTVNoB
Cockob Co CM3MCTON 060N0HKN TpaHcnopTHO- AMAAnCenc «MLP-koMnnexT Bsﬂ; 3852;641585?1
LiepBMKaNbHOrO KaHana burkevpytoLan cpeaa Ang BapuaHT LTS T e 1x10° 3x10° - 1x108
° AHK-cop6-1» 52, 56, 58, 59, 66, 68
(3KTOLIEPBUMKCA W SHAOLIEPBMKCA) XUAKOCTHOW LUUTONOTN FRT-100 FN CeHOTNOB
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AmpliSens’

MepuuunHckoe nsgenue «AMnanCeHc® BMY BKP cKpUH-TUTP-FL» npeaHasHayeHo 414 BbIgBAEHWA U KOInYe-
CTBeHHOro onpegenerns AHK BrpycoB nanuinomel denoseka (BIMY) Bbicokoro kaHuyeporeHHoro pucka (BKP) 16, 18,
31,33, 35,39, 45,51, 52,56, 58, 59 TMNOB B KIMHUYECKOM MaTepuane MeToA0M NOANMePa3Ho LenHon peakumn (MLP)
C rMopuanN3aUNoHHO-GIYOPECLIEHTHOM AeTeKUeln.

[n3arH Habopa peareHToB MO3BONSET Pa3fe/bHO BbIABASATL (be3 onpeaeneHua reHotnna) AHK BIY ¢unoreHeTnye-
ckmx rpynn = A7 (18, 39, 45, 59), A9 (16, 31, 33, 35, 52, 58), a Tak xe AHK BIMY 51 (rpynna A5) 1 56 (rpynna A6) TMMNoB.
BbiaBNEHME pa3nUHbIX GUNIOTEeHETUYECKX TPYMIM He ABASETCA FeHOTUMMPOBAHMEM BMPYCA, Tak Kak Kaxaaa rpynna
COAEPXKNT HECKONBKO reHoTMnos BIMY.

Habop peareHTOB BbIMyckaeTcd B GOpMax KOMANEKTaLNN;

dopma 3 R-V31-T-2x(RG,iQ,SC) BKAtoUaeT KoMMaekT peareHTos «[LP-komMmnnekT»
BapWaHT CKpUH-TUTP-FRT 2x. icnonb3yeTcd ang 2-KaHanbHbIX MPUO0pPOB. TecTpoBaHye

NPOBOANTCA B 2-X MPObUPKax. rofftr
dopma 4 R-V31-T-4x(RG,iQ,Mx) BkNtOHaET KOMMNIEKT peareHTos «[1LP-komrnek Q
BapunaHT CKpUH-TUTP-FRT 4x. Micnonb3yeTca ans 4-kaHanbHbIX Mprbopos. TecTposaHie Mec.

NpoBOANTCS B 1 Mpobupke.

AHanuTunyeckas YYBCTBUTEJ/IbHOCTbD, KonuiA/mn

[ns 16,18, 31, 35, 39, 45, 51, 52, 56, 59 TMno. - 5:10° [ns 33, 58 Tunos - 2,5:10*

MepuuunHckoe nsgenve «AMnanCeHc® BMY BKP ckpuH-FL» npeaHasHaueHo ansg BeigsneHva AHK Bupycos na-
nuanoMel Yenoseka (BIMY) BbiCOKOro kaHueporeHHoro pucka (BKP) 16, 18, 31, 33, 35, 39, 45, 52, 58, 59, 67 Tnnos
B KIVIHNYECKOM MaTepuane METOLOM MONMMEPAasHOW LenHor peakumm (MLP) ¢ rmbpuamsaumoHHo-GayopecLeHTHON
AeTekunen.

Habop peareHTOB BbIMyckaeTcd B GOpMax KOMMAIEKTaLNN:

®dopma 3 V31-FEP BknrouaeT komniekT peareHToB «[1LP-komnnek™ BapmaHT ckpuH-FEP 2x.

Micnonb3yeTca ang 2-kaHanbHbIX MPUO0POB. TecTpoBaHe MPOBOANTCA B 2-X MPOOMPKaX. rofict
®dopma 4 V31-3x-FEP Br/itouaeT koMmaekT peareHToB «[1LP-koMmnekT BapuaHT CKpUH-FEP 3x.
MicnonbsyeTca ana 3-kaHanbHbIX MPUHOPOB. TecTpoBaHVie MPOBOAUTCA B T MpobupKe. mec

AHaNUTNYeCKas YyBCTBUTENBHOCTL Habopa peareHToB 1x1033/ma.
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Bupyc nanunnomsl yenoseka

MepuuunHckoe nsgenve «AMmnanCenc® BMY BKP reHoTun-FL» npeaHasHaveHo A1 BbigBAeHUS U AnddepeH-
umaumu AHK Brpycos nanuanomMel Yenoseka (BIMY) BbICOKOro KaHLeporeHHoro pucka (BKP) 16, 18, 31, 33, 35, 39, 45,
51, 52, 56, 58, 59 TMNOB B KIMHNYECKOM MaTeprane MeToA0M NOAMMEPAs3HON LenHon peakuynn (MLP) ¢ rubpuansa-
LNOHHO-GIyOpECLIEHTHOWM AeTekumen.

Habop peareHToB BbIMyckaeTcst B GOpMe KOMMIEKTaLMN:
dopma 2 R-V25(RG,iIQ,Mx) BKKOUaET KOMMNEKT peareHToB «[LIP-komnaekT BapuaHT FRT. mec.

AHaNUTNYeCcKast 4yBCTBUTENBHOCTL Habopa peareHToB 1x10° /M.

MepuuunHckoe mnsgenue «AmnanCeHc® BNY 6/11-FL» npeaHasHaueHO Ans BbISBAeHUA U aunddepeHumaLimm
AHK BupycoB nanunnnomel yenoseka (BMY) 6 1 11 reHOTUNOB B KIMHUYECKOM MaTeprane MeToA0M MoUMepPasHo
uenHow peakuymn (MUP) ¢ rubpuamnsaLioHHO-GAyopecUeHTHON AeTekUMeld NPoAyKTOB aMiIMGuKaLmn.

Habop peareHTOB BbINyckaeTcd B GopmaTax FEP 1 FRT: r
dopmat FEP Brinyckaetcs B opMax KOMMAeKTaLmm. Mec.
®dopma 1 V1 1-Mod-FEP BkitouaeT komnnekT peareHTos «I1LIP-komnnekT» BapraHT FEP-100 F.

®dopma 2 \/1 1-100-R0,5-FEP BrAtoUaeT koMMnekT peareHToB «[1LP-komnnekT BapuaHT FEP (Mpobupku 0,5 Mn).
dopma 3 V11-100-R0,2-FEP BKtOUaET KOMMNEkT peareHToB «[1LIP-komnnekT BapuaHT FEP (Mpo6upku 0,2 Mn).

dopmaT FRT BbinyckaeTca B GopMax KOMAIEKTaLMN.
®dopma 1 R-V11-Mod(RG,iQ,Mx) BKIKOUaeT KOMMAeKT peareHToB «[1LIP-komniekT» BapmaHT FRT-100 F.
dopma 2 R-V11-100 BkatoyvaeT KoMrnekT peareHToBs «[1LUP-kommniekm™ BapnaHT FRT.

BUA MccneayeMoro MaTepuana TpaHcnopTHan cpeaa KomnnekT ans BbigeneHms KomnnekT ans amnanédukaumm AHanuTnyecKkas YyBCTBU-
AHK N AeTekunun TenbHOCTb, MN3/Mn

«TparCnopTHas cpeaa C My- «IHK-cop6-AM» «MLP-koMnnekT BapuaHTsl FEP 1 FRT 1x102

Cockob LepByrKanbHOro anuTenns
uep KonnTukom (TCM)»
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AmpliSens’

MepuuunHckoe nspenve «AmnamCeHc® BNY 16/18-FL» npeaHasHayeHO Ana BbigBAeHUA 1 anddepeHumaumm
AHK Brpycos nanuanomel dyenoseka (BMN4Y) 16 1 18 reHOTUNOB B KIMHUYECKOM MaTepurasie MeToAoM NoMMepasHom
uenHown peakumm (MUP) ¢ rmbpransaumoHHO-GIyopecLeHTHOM AeTekuien MPOLYKTOB aMranGuKaLin,

Habop peareHTOB BbiNyckaeTcd B GopmaTax FEP 1 FRT:

dopmaT FEP BbinyckaeTcs B popMax KOMMAeKTaLmm.

®dopma 1 V1 2-FEP-F BkrouaeT komniekT peareHTos «[1LP-kommnexkT» sapuaHT FEP-100 F.

dopma 2 \/1 2-100-R0,5-FEP Bk/itouaeT koMnnekT peareHToB «[1LIP-komnaekT» BapnaHT FEP (mpobupku 0,5 mn).
®opma 3 [REF]V12-100-R0,2-FEP BKtouaeT KommnekT peareHTos «1LP-koMnnekT» BapuaHT FEP (Mpobupku 0,2 Mn).

CPOK
rOAHOCTA

dopmaT FRT BbinyckaeTca B GOpMax KOMAIEKTaLMN.
®Popma 1 R-V12-F BkntouaeT komnnekT peareHToB «[1LIP-komnnekT» sapriaHt FRT-100 F.
dopma 2 R-V12-100 BrknroYaeT koMNekT peareHTos «LP-komnnekm™ BapraHT FRT.

mn KT 1 Bbl HUA Komn - -
Bua MccneayeMoro MaTepuana TpaHcnopTHas cpeaa KomnnekT an paenel oMnNeKT Ana amnanukauum v ge- | AHanuTUYecKas YyBCTBU
AHK Tekuuu TenbHOCTb, N3/Mn

«TpaHcnopTHas cpea «[IHK-cop6-AM> «MLP-KOMMAEKT» 1x10°

Cockob LepBrKanbHOro anuTenns
uep C MyKOINTVIKOM (TCM)»

NIHenHbIN aAnanasoH n3MepeHua ana ®opmata FEP He npumeHuM, ang dopmaTta FRT - Ans kaxaon MuLeHn
coctaBnseT ot 1030 108 I3/MA.
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@ BHNMAHWE!

Ha atane 3abopa v TpaHCMOPTVPOBKM MaTepuana HeobxoAMMO UCMOb30BaTh AOMONHUTENbHBIA peareHT — TPaHCMOPTHYH
cpely, pekomeHaoBaHHyo ®EYH LUHWW Snuaemmnonorum PocnoTpebHaa3opa. 3asBeHHbIe aHAUTUYECKME XapaKTepUCTUKA
BbILLEONMCaHHbIX HADOPOB PeareHToB rapaHTUPOBaHbl U AOCTUFAOTCS TONBKO B C1y4ae MX COBMECTHOMO MCMOAb30BaHNs C
KOMMIeKTaM peareHToB A1 skCTpakumm AHK/PHK, 4ononHUTENbHBIMW KOMMAEKTaM peareHToB ANa 31ekTpodopesa, peko-
MeHA0BaHHbIMKM ®BYH LIHW Snnaemuonorin PocnoTtpebHaasopa.

[JaHHble MeauLMHCKME N3Aenna NpefHasHaueHbl A8 NpUMeHeHrs B 1abopaTopui, BeINONHALLER MonekynapHo-brnonornyeckue (MLUP) nccneaosaHms KMHWYeCKoro
maTtepvana Ha Hanmuyve Bo3byauTenein MHGeKLUMOHHbIX 6onesHel, ¢ CobatoaeHem caHUTapHo-3nMaeMmnonornyecknx npasmn Crl 1.3.2322-08 «be3onacHoCTb paboTel
C MUKpOOpraHmsMamn -1V rpynn natoreHHoCTV (ONacHOCTH) 1 BO3OYANTENAMU NapasnTapHbix 6onesHeny, CanlnH 2.1.7.2790-10 «CaHnTapHO-3n1gemMmnonornyeckme
TpeboBaHNa K 0bpalLeHnio ¢ MeANLMHCKMMI OTXOAaMN» 1 MeTOANYeCKUX ykasaHnii MY 1.3.2569-09 «OpraHusaums paboTbl NabopaTopuil, CNONb3YIOLLMX METOAB
amMnAnNGUKaLmMN HyKNEeMHOBBIX KNCNOT NpK paboTe ¢ MaTepuanoM, CoAepXaLlymM MUKPOOPraHu3Mel -V rpynn natoreHHoCTv».

MHdopmMaLma akTyansHa no cocTosHmio Ha 01.01.2023. MIHGopMaLmio 0 NpoayKLK, NOXanyncTa, yTouHanTe y MeHeAxepos.

AC_002_12_22
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