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cnucok COKPALLEHNN

B HacTosWel NHCTPYKLUN NMPUMEHSIOTCS Cnefyoue CoKpalleHnsa 1 0603HaYeHNS:

OHK -A,€30KCUPUBOHYKIENHOBasA Kucnorta

AHT® - Ae30KcupunboHykneosmaTpugocdar

K+ - NONOXWUTENbHbI KOHTpOnb MLP

K- - oTpuuaTenbHbIn KOHTpPONb MUP

OK - oTpuuaTesibHbI KOHTPO/b 3KCTPaKLUM

OKO - oTpuuaTesibHbI KOHTPOJ/IbHbLIN 06pasel

no - nporpaMmMHoe obecrneyeHue

nup - nosinmepasHas uenHaa peakuus

PY - perucTpaynoHHOe yA0CTOBEPEHMEe

yar - ypauun-AHK-rnukosunnasa

OEYH LIHUY - ®epepanbHoe 6FO,EI,)KETHOUe yupexgeHue Haykn «LieHTpasibHbll
BNugeMuonoram :)aquo-mccncf,qOBaTeanKmm WHCTUTYT 3NULEMUOTOTUN»
PocnoTpe6Haasopa efiepasibHO cnyx6bl N0 HaA30py B cdhepe 3aluTbl npas

notpebuteneit n 6narononyyna yenoseka

FRT - (hb/iyopecueHTHada geTeKkuna B pexumme «peasibHOro BpeMeHu»

- reference SNP (MaeHTUGUKaALMOHHbIA HOMEpP MOIMMOPAIHOIo
OHK-nokyca B MexayHapoaHbix 6a3ax gaHHbiX SNP)

- single nucleotide polymorphism (04HOHYKN€OTUAHbIN
nonmmopunsm)

s

SNP

HA3HAYEHUNE

Habop peareHTOoB Anga guarHoctuky in vitro AmMnamCeHc® F2/F5-SNP-FL, panee -
Habop peareHToB, nMpeAHas3HayeH A1 oOnpefeneHns reHeTUYeCKOM CKNOHHOCTM K
pasBuTuld  TPpomM6030B nyTém KayeCTBEHHOro onpeaeneHns reHoTUNoB no
nonumopcusamam 20210 G>A (rs1799963) B reHe npoTpom6buHa (F2) n R534Q G>A
(rs6025) B reHe npoakuenepuHa (F5) B 6uonornyeckom matepuase (LenbHas BeHO3Has
KpoBb) u4esnioBeka wmeTogom T[UP ¢ runbpunansaunoHHO-NYOPECLEHTHON AeTeKuunen
npoayktoB  amnandukaynunm. Habop peareHToB  UCNOMb3yeTCA B KJIMHUYECKOW
nabopaTopHoli gunarHoctuke. MaTtepuanom gna nposegenus MUP cnyxat npo6bl OHK,
3KCTparunpoBaHHO! U3 nccregyeMmoro marepvana.

B cooTtBeTcTBUM C pepepasibHbiM 3akoHOM OT 21.11.2011 Ne 323-®3 «O6 ocHoBax
oxpaHbl 340p0BbsA rpaxgaH B Poccuiickon ®epepaunmn» TMLUP-uccnepgosaHne sBnsetcs
O4HVM W3 MEeTOAOB BCECTOPOHHEro o6cnefoBaHUA NauMeHTa, Ha OCHOBaHUU KOTOPbIX
nedyawuii  Bpay ycTaHaB/nuBaeT [AuWarHo3 W BbiOMpaeT MeponpuAaTUA MO  JIeYEHUIO

nayueHTa.

cTp. 3 n3 30

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MNMokaszaHMA N NPOTUBOMNOKa3aHUs K NPUMEHEHNIO Habopa peareHTOB

Habop peareHTOB MOXET ObiTb MPUMEHEH A/19 OMNpPeAeneHns CKIOHHOCTM K pas3BUTUIO
TPOMO6030B (BEHO3HbIX N apTepuasibHbiX) y NNl ¢ TPOMB603MbB0ONNYECKNMIN 3a60/1€BAHNSAMN
(ocobeHHO peunanBupyrLWUMN 1 pa3BMBalLWMMUCA B MOMOAOM BO3pacTe), Yy nuy c
cepaevHo-cocyaucTbiMn  3aboneBaHnssmMun (B TOM 4Yuc/ie B CEMEWHOM aHaMHese), Y
XEHLWMWH C HEeBblHALWUMBAHNEM GEPEMEHHOCTU U C APYTMMU aKyLlepCKMMU NaTonornsimun, B
nepuog nepepg onepatMBHbIMKM  BMewaTeNbCTBaMu, Mepeg Ha3HaAYeHMEM OpasibHbIX
KOHTpauenT1BOB.

MpoTuBOMNOKasaHUs OTCYTCTBYIOT, 3a UCK/IOYEHMEM CcriyyaeB, Korga 3abop martepuana
He MOXeT OblTb OCYLLECTB/IEH MO MEeAULNHCKUM MOKa3aHUSAM.

OrpaHn4yeHnss MNpUMeHeHuMss Habopa peareHToB B pas3/IMYHbIX MNONYNALNOHHbLIX U

AemMorpadmyeckmx rpynnax oTcyTCTBYHOT.

MoTeHuManbHble NOSib30BaTEIN MEAULMHCKOTO nU3aenns

K pabote ¢ Habopom peareHToB pfonyckalTcAa TO/bKO MeAULWHCKME pPaboTHUKNK,
obyyeHHble MeTogam MOJIEKYNAPHONW ANAarHOCTUKM W npaBwusiam paboTbl B KAUHUKO-
AQunarHoctmyeckoir  nabopartopum B ycTaHOBNEeHHOM nopdake (CM 1.3.2322-08
«be3onacHocTb paboTbl ¢ MUKpoopraHmamamu MV rpynn naTtoreHHocTn (onacHocTu) u

BO3OyaAuTENnAMM napasuTapHbiX 60/1e3Hen»).

nPHUMN METO4A

MpUHUMN TecTUPOBaHMUA OCHOBbIBAeTCA Ha amnauvukaymm yvyacTkoB reHomHon AHK
yenoBeka, cogepxawux reHetunyeckme nonmmopdusmbl 20210 G>A (rs1799963) B reHe
F2 n R534Q G>A (rs6025) B reHe F5 c rubpungusannoHHO-h1yopecLeHTHOW aeTeKunei.

C nonyyeHHbIMM Ha 3Tane akcTpakuumm npobammn [AHK npoBogutca peakuus
amnnandgukaynm yyactka AHK npu nomowm cneuynguyuHbiXx K 3TOMY y4acTKy npanmepos u
dbepmeHTa Tag-nonumepasbl. B cocTaBe peakuMOHHOW CMecu  MNpPUCYTCTBYIOT
pNyopecueHTHO-MeuUeHble O/IUTOHYKNEeoTUnAblI, KOoTOopble rmépunansyTca c
KOMM/ieMeHTapHbIM y4yacTkoM amnanduumpyemoin AHK-muweHn, B pesynbrarte 4ero
NPOUCXOANT HapacTaHue WHTEHCUBHOCTMU dnyopecueHUnn. 2710 nossonser
peructpupoBaTtb  HakonjieHMe cneuuduyeckoro npoaykta amnaudukauum  nytem
N3MEPEHNss UHTEHCUBHOCTU ()/IYOPECLLEHTHOrO CurHasa c nomoLLbio amnaudukaropa ¢
CUCTEMOI AeTeKunn oNyopecLeHTHOro CUrHana B pexume «peasibHOro BpeMeHm».

Habop peareHToB COAEPXUT CUCTEMY 3aLLUUTLI OT KOHTAMUHALUMW aMM/IMKOHAMWN 3a cyeT
npumeHeHus epmeHTa ypauyun-AHK-rnukosmnasel (YAI) v gesokcuypuguHtpudocdara.

depmeHT Y[l pacno3HaeT UK KatanusumpyeT paspyweHuve uenein [AHK, copepxatimx
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Ae3okcnypuanHd, Ho He OHK, cogepxauieli e30KCUTUMUANH. Je30KCuypuanH oTcyTcTByeT
B npupogHoii  OHK, HO Bcerga nMPUCYTCTBYeT B  aMM/IMKOHaxX,  MOCKOJIbKY
nesokcuypugunHtpudpochatr BXoaAuT B coctaB cMecum AgHT® B peareHtax Aand
aMmnandukaumm. [e3okcnypnanH aenaet KOHTaMuHupyouine aMMJINKOHBI
BOCNPUMMUYMBBLIMU K paspylleHnto depmeHtom YOI go Hadana amnnudpukauynm LOHK-
MULLIEHWN, W, C/iefoBaTes/IbHO, OHW He MOryT ObiTb B AanbHelweM amnanuLMpoBaHhbl.
depmeHT YAl TepmonabuneH W WHAKTUBMPYETCS Npu HarpeBaHun Bblwe 50 °C,
No3TOMy He paspywaeT aMMIMKOHbI MULWEHN, HapabaTbiBaemble B npouecce MLUP.
Annenb-cneynuyHole  PNYoOpecueHTHO-MeYEeHble  OJIMTOHYKNeoTUAbl  NO3BONSAOT
onpenenATb rOMO- W TEeTEepPO3NUTOTHOE COCTOSAHME MO aHa/IN3MPyeMbIM TEHEeTUYECKUM
nonumopdgusmam. OnpegeneHne annenen noNMMoppu3MoB oOcCyLecTBsAeTcs  no

cnepywwmnmMm kaHanam p1yopecueHTHON geTekuynu:

Tabnuua 1
Karan a5 FAM JOE ROX Cy5
doniyopodhopa
rs1799963 rs1799963 rs6025 rs6025
AHK-muLueHb annenb G annens A annens G annens A
Obnacth F2 F2 F5 F5
amMnmgunkaLmm

®OPMbl KOMNNEKTALWN

dopma 1. «MUP-komnnekT» sapuaHt FRT-50 F
dopma 2: «[MUP-komnnekr» BapuaHt FRT-L

®opmbl 1 wu 2 npegHasHadyeHbl A4 nposepeHusa  amnnuukauumn  AHK ¢
rmépnan3aLmoHHO-(PIyOpeCcLUEeHTHON AeTeKUunein B pexunmMe «peasibHOro BPEMeHu» U
no3sonaT BbIABAATL JHK B kayecTBeHHOM dpopmarte. Ana nposegeHna nonHoro MMLUP-
nccnefoBaHUss Heo6xXxoAUMO WUCMONb30BaTb KOMMEKTbl peareHTtoB Ana akcTpakuum AHK,
peKkoMeH0BaHHble V3rotoButenem.

dopma 1 paccumTaHa Ha npoBefeHue 55 peakuuii amnandukayun, BKIKYas
KOHTponn. ®opma 2 paccuMtaHa Ha nposefeHue 48 peakuuit amnaudukauuun, BkIOYas

KOHTpON.
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AHATUTUHECKNE XAPAKTEPUNCTUKN

Ans naHHOro Habopa peareHTOB MPUMEHUMbI C/EeAYLLME XapaKTEPUCTUKN:

AHanuTuyeckass YyBCTBUTE/IbHOCTb (Npeaen o6HapyxeHus)

Tabnuua 2
AHannTnyeckas
Bug O6bem obpasuya Komnnekr gnis KOMIAeKT an1s YyBCTBUTE/IBHOCTb

nccregyemoro A1 3KCTpakuuy,  3KCTpakummn AMMAMAUKALIY (npepen

mMartepuana MK/ OHK O6GHapy>xeHus),
Konuii/mn

«[MUP-komniekT»
HenbHas 100 «PUBO-npen»  BapuaHT FRT-50 F, 1X10°
BEHO3Has KpOBb FRT-L

[aHHbI npeaen ob6HapyXeHust gocTuraeTcss nNpu cob6AeHMM NpaBus, yKasaHHbIX B
pasgenax «B3siTme, TpaHcnopTUpoBaHWE W XpaHeHWe WuccnegyemMoro wmatepuana» W

«[Moprotoska nccnegyemoro martepuana K akctpakumn AHK».

AHanunTtnyeckas cneundPuyHoCTb

Habop peareHTOB onpefensgeTr reHotunsl nNo nonumopduimam rsl1799963 u rs6025 B
reHax F2 un F5. AHanuTnyeckas cneunduyHocTb Habopa peareHToB [JoKasaHa npu
nccnegosaHmn 200 o6pa3uoB reHomHolr [AHK 4yenoBeka € W3BECTHbIM T[E€HOTUMOM,
onpefesieHHbIM MeTOAOM CeKBEHMpPOBaHWA C WUCNO/b30BaHMeEM MNupocekBeHaTopa
PyroMark Q24.

Mpn npoBeAeHUM TecTUPOBaHUA Hecneunuyecknx peakumin ” HenpabBWIbHOIO
onpegeneHnsa reHoTUNoOB No nonumopduamam rs1l799963 un rs6025 B reHe nNpoTpombuHa
(F2) v B reHe npoakuenepuHa (F5) B nccnegyembix obpasyax BbiiBIEHO He 6bI/10.

NHdopmaums 06 M3BECTHbIX WHTepdepupylwmx CoefuHEHMSAX ykasaHa B pasgene
«NHTephepupyolime BelecTsa U OrpaHNUYeHns No UCNosb30BaHUID NpPo6 mnccrenyemoro

mMatepuana.

OVNATHOCTUNUECKNE XAPAKTEPUCTWKW
Tabnuua 3

Pe3ynbTaTbl TECTUPOBaHUS Habopa peareHTOB N8 AWATHOCTUKMK in Vvitro

Pe3ynbTaThbl PesynbTartbl
Konnyectso npuMeHeHns Habopa npUMeHeHns
Monumopdmsm 06pasLoB FenoTun peareHTOoB AMN/IMCEHC® Habopa
F2/F5-SNP-FL CpaBHeHuA
Fomosurota GG 1280 1280
rs1799963 1310 leTeposurota GA 28 28
Fomo3urota AA 2 2
Fomosurota GG 1262 1262
rs6025 1310 eTeposurota GA 40 40
Fomosurota AA 8 8
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[dnarHocTnyeckne xapakTepucTukm Habopa peareHToB onpegensanu Ha 1310 obpasuyax
reHomHoli OHK 4yenoseka. B kayecTBe Habopa cpaBHeHUS Obl1 UCNOMb30BaH Habop
peareHToB AN AeTeKUUN reHeTUYecknx nosiMMopPmru3mMoB MeTo40M NMUPOCEKBEHMPOBAHUSA
C NpPUMEeHeHWeM CuUcTembl reHeTuyeckoro adanmsa cepunm PyroMark «AmnanCeHc®
MupockpuH» (cpopma 6) (PY Ne ®CP 2012/13246). lpu npoBefeHUn TecTMpOoBaHUSA
pacxoxaeHuii Mexay ABYMS MeToAaMW BbISiIBJIEHO He Oblfo.

Tabnuua 4

JuarHoctmnueckme xapaktepuctukm Habopa peareHToB 419 AUATHOCTUKN in
vitro AmMnanCeHc® F2/F5-SNP-FL

JnarHoctnyeckaa 4yBCTBUTE/IBHOCTb JuarHoctnyeckas crneundunyHOCTb
(c poBepUTENIBHOW BEPOSATHOCTLIO 95 %) (c poBepuTENbLHON BEPOATHOCTBLIO 95 %)

rs1799963 B reHe rs6025 B reHe rs1799963 B reHe rs6025 B reHe
npoTpombuHa F2 npoakuenepuHa F5 npoTpombuHa F2 npoakuenepuHa F5

90,5- 100 % 93,9- 100 % 99,7- 100 % 99,7- 100 %

MEPbBI MPEAOCTOPOXHOCTWN N CBEAEHNA OB YTUNTN3ALINN

Pabota [o/ixHa npoBoAuTbCA B NabopaTtopuun, BbINOMHAKOWENW  MONEKYNAPHO-
o6uvonornyeckmne (MUP) wuccneposBaHus 6MONOrMYECKOro MaTepuana Ha Hanuuue
BO3OyauTenen NHMEKUNOHHBLIX  60Ne3Hei, c cobngeHnem caHMTapHo-
3aNMaAeMunosIornyecKmx npaBun cn 1.3.2322-08 «be3onacHoOCTb paboThl c
MUKpoopraHmamamm  111-IV  rpynn  natoreHHocTM (onacHocTn) 1 BO36yauTensamu
napasumtapHbix 6onesHein», CaHluH 2.1.7.2790-10 «CaHuTapHo-anuaeMmnosiornyeckmne
TpeboBaHMA K obpaleHno ¢ MegUUUHCKUMU OTX0A4aMu» U MeToAMYeCcKUX ykaszaHui MY
1.3.2569-09 «OpraHunszaumnsa paboTbl nabopartopuii, NCNONb3YLNX MeTofbl
aMmnangukaunm  HYKJIEenmHOBbIX KUCNOT npu paboTe C martepuasiom, cogepxawinum
MWKpoopraHusmsbl -1V rpynn natoreHHocTn».

Mpn paboTe HEO6XOAMMO BCerfa BbIMOMHATL Criefyolme TpeboBaHns:

- Temnepatypa B nomelieHun nabopartopum ot 20 go 28 °C, oTHOCUTE/IbHAA BJIAXHOCTb
ot 15 go 75%.

- PaccmatpuBatb nccnegyemble obpasybl Kak MHQEKLUNOHHO-0MACHble, OpraHn30BbIBaTb
paboTy u xpaHeHue B cooTBeTcTBMM C CIM 1.3.2322-08 «BesonacHocTb paboTbl C
MukpoopraHmamamu IlI-1V  rpynn natoreHHocTn (onacHocTu) W BO3OyguUTENsAMU
napasutapHbix 601e3Heln».

- YobupaTtb 1 pge3nHuuuposaTb pasnutbie obpasubl, UCNOAb3YA [e3MHuuupyomne
cpeactBa B cootBeTctBMM ¢ CIT  1.3.2322-08 «be3onacHocTb paboTbl C

MukKpoopraHmsmamu  1llI-1V rpynn  naTtoreHHoctu (onacHoctv) w BO3b6yautenamu
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napasutapHbix 601e3Hen».

- JlabopaTopHblil npouecc Ao/KeH OblTb OfgHOHanpaB/iIeHHbIM. AHanM3 NPoOBOAUTCA B
OTOEe/IbHbIX MoMelweHnAx (3oHax). PaboTty cnepyeT HaudMHatb B 30He JKCTpakuuu,
npogomkate B 30He Awmnaudwukaumm wn [eTekuun. He Bo3BpawaTtb 06pasuypbl,
obopyaoBaHve M peakTUBbl B 30HY, B KOTOPOW Oblsia nNpoBefeHa npegbigyuian cragus
npowecca.

- Hewucnonb3oBaHHble peareHTbl, peareHTbl C WUCTEKWWUM CPOKOM TOAHOCTM, a TakKxe
MCMONb30BaHHbIE  peareHTbl, YMNakoBKy” OMONOrMYeckuini  maTtepuasn, BkIOYaA
mMarepuanbl, UHCTPYMEHTbI U NpeaMeTbl, 3arpA3HeHHble 6MO0N0rMYeckuM matepuasiom,
cnegyeT ypandAtb B COOTBETCTBUM C TpeboBaHuamu CanllnH  2.1.7.2790-10
«CaHnTapHo-anuaemMunosnornyeckne TpeboBaHNA K oO6paweHui ¢ MeLUUUHCKUMU
oTXo4amMm».

BHVMAHMWE! TNpu ypaneHun oTXoA4o0B nocne amnandukaunm (npobupok, copepxalimx

npoayktel TMUP) HegonyctTMmMo WX OTKpbiBaHWE U pa3bpbl3arMBaHne COLEPXUMOTrO,

MOCKOJIbKY 3TO MOXEeT NMPUBECTU K KOHTaMuHauuu npogykramu TMLP nabopaTopHOW 30HbI,

obopygoBaHNA u peareHToB.

- Wcnonb3oBatb U MEHATb NpUM KaxXAoW onepauunm o[HOpa30Bble HAKOHEYHUKU /1A
aBTOMaTU4yecknx p[o3atopoB c QuabTpoM”. OAHOPA30BYH MN1acCTUKOBYHO Mocyny
(Npobupkn, HaKoOHeYHUKM) Heobxogmmo cbpacbiBaTb B CheuuasibHblil  KOHTeilHep,
cogepxawmii fe3nHduumpyloluee cpefcTBo, KOTOpPOe MOXeT ObiTb UCMNO/Ib30BAHO /1A
obes3apaxunBaHna MeLULUHCKMX OTXOA0B.

- [TloBepXxHOCTM CTONI0OB, a Takke MOMeLLeHNsA, B KOTOPbIX NpoBoaMTCcA noctaHoska [MUP,
ao Havyana n nocne 3aBeplueHmns paboT Heo6xoaAnmo noasepratb
ynbTpagnonetoBomy o06sy4eHuto B TedeHme 30 MUH.

- Habop peareHTOB npegHasHayeH A1 O4HOPA30BOr0 MPUMEHEHUA ANA NpPOBefeHUus
MUP-nccnepgoBaHnsa ykaszaHHOro kosmyectsa npo6 (cm. pasgen «CocTtaB»).

- Habop peareHTOB roTOB K NPUMEHEHUK COM/TACHO AAHHOW WHCTPYKUUKU. TPUMEHATb
Habop peareHToB CTPOro Mo Ha3Ha4eHuo.

- K paboTte c Habopom peareHTOB [ONycKaeTCA TOJIbKO MepcoHas, 06y4yeHHbIn mMeTogam
MOMIEKY/IAPHON  AMArHOCTUKM U npaBusiam paboTbl B  KIWHUKO-AMATHOCTUYECKOW
na6opatopun B ycTaHoBneHHoMm nopsagke (CM 1.3.2322-08 «be3onacHoCTb paboTbl C

MukpoopraHnsmamu 111-1IV  rpynn naTtoreHHoctu (omacHocTuM) © BO36yauTensaAmMu

‘ Hencnosib30BaHHblE peareHTbl, peareHTbl C MCTEKLWMM CPOKOM T[OAHOCTW, WCMO/b30BaHHbIE peareHThbl,
' yMakoBKa OTHOCSITCA K K/1accy OnacHOCTU MeaMUMHCKUX oTxodoB I
[nst ynaneHusi HagocaaouHoN XMAKOCTU B /IPOLIECCe IKCTPAaKLUMM C MOMOLLbIO BaKyyMHOrO OTcachiBaTesist
UCMO/Mb3YIOTCSt OHOPA30BbIE HAKOHEUHVKM 6e3 oubTpa.
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napasmtapHbIX 60/51e3Hen»).

- He wucnonb3oBaTb Habop peareHTOB, €CNM HapylweHa BHYTPEHHAS YynakoBka wnu
BHELLHWI BUJ peareHTa He COOTBETCTBYET OMUCAHUIO.

- He wucnonb3oBaTb Habop  peareHToB, ecAM  He  cob6awganucb  ycrioBusA
TPaHCNOPTMPOBAHUA N XPAHEHUS COMMTACHO UHCTPYKLUN.

- He ncnonb3oBatb Habop NO UCTEYEHUN CPOKa FOLHOCTU.

- Wcnonb3oBatb oOfHOpa3oBble HeoNyApeHHble nepyatkn, nabopaTtopHble Xxanartbl,
3awmwartb rnasa Bo BpemMs paboTbl ¢ ob6pasuaMmu 1 peareHTamu. TuiatesibHO BbIMbITb
pykKn no OkKOH4YaHMM paboTbl. Bce onepauum nNpoBOJATCA TOJSIbKO B nepyatkax Ans
NCKIOYEHNA KOHTaKTa C OpraHn3MoM 4esioBeka.

- WN3beraTb BAbIXaHWSA NapoB, KOHTaKTa C KOXeW, rnasamMmm u CAU3UCTON 06O00YKOIA.
BpegeH npu npornatbiBaHuW. [pn KOHTakTe HEMeA/IEHHO MNPOMbITb MNOpPaXeHHoe

A MecCTO BOAOI, Npy HEOGXOAMMOCTMN 06PaATUTLCA 3a MEeAULMHCKOA MOMOLLbHO.

- TMpun cobnwogeHnn ycnoBuii TPaHCNOPTMPOBKK, 3KCNayaTauum W XpaHeHUs PUCKK
B3pblBa M BO3ropaHus OTCYTCTBYHOT.

-  WNHdopmaynoHHoe nucbmMo 0 6e30nacHOCTM Habopa peareHToB AOCTYMHO MO 3anpocy.

OueHKa BepOATHbIX COObLITWIA, B pe3ysbTaTe HaCTYyNJIeHUA KOTOPbIX MOryT MNPOU30NTU

oTpuuatesibHble NOCNeACTBMA L1 OpraHM3mMa yesioBeka:

Mpn MCNONb30BaHUM NO Ha3Ha4YeHU N COOGMAEHMN BbllIENepPevYncsieHHbIX Mep
npefoCcTOPOXHOCTM Habop 6e3onaceH.

Cneumndunyeckne Bo3aeincTemsA Habopa peareHToB Ha OpraHuM3M 4yesioBeka:

- KaHueporeHHblli adhpekT oTCyTCTBYET.

- MyTareHHoe gencTtemne oTCyTCTBYET.

- PenpoaykTnBHas TOKCMYHOCTb OTCYTCTBYET.

AJONONHUTENBHBIE MATEPWANTbI N OBOPYAOBAHNE

B3atue nccnegyemoro marepuana

1 Mpobupkn BakyymHble O/ B3ATUSA, XPaHEHUSA M TPaHCNOPTUPOBKM Npob KpoBu ANA
nabopaTopHbIX uccnegoBaHuin in vitro (Hanpumep, Green Vac-Tube, Green Cross
Medical Science Corporation, Kopes), ¢ 3ATA B kauecTBe aHTUKOaryasHra.

2. Wrnbl cTepusibHble OBYCTOPOHHME TpybyaTtble K BaKyyMHbIM Mpobupkam A5 B3ATUSA
BEHO3HOW KPOBW A1 nabopaTopHbIX MccnenoBaHuin in vitro (Hanpumep, Green-Vac®,
Shina Corporation («lWnHa KopnopeiwH»), Kopes).

MNpenBapuTensbHaa NOAroToBKa UCCNeAyeMOoro marepuana

3. PeareHT «TEMOJINTUK» (PY Ne ®CP 2010/09505) gna npepo6paboTkm uUenbHOW
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nepudepnyeckoii 1 NynoBMHHON KPOBW.

4. OpgHopa3oBble MOMMMPOMNUIEHOBLIE 3aBMHUYMBAKLMECA WM MAOTHO 3aKpbiBawoLimecs
npobupkn Ha 1,5 w/ivnn 2,0 mn (Hanpumep, Axygen, Inc. («3kcuaxeH, WHk»), CLUA,
WM aHanorun4yHble).

5. OpHOpa3oBble HaKOHEYHWKN A718 [03aTOPOB MepeMeHHOoro obbema c UILTPOM A0
200 v po 1000 wmkn (Hanpumep, Axygen, Inc. («3kcupxeH, WHk»), CLWA, wm
aHasnornyHble).

6. lWtatmBbl AnA npo6bmpok ob6bemom 1,5 mn (Hanpumep, Axygen, Inc. («DKCUaXeH,
VHk»), CLUA, nnn aHanorunyHole).

7. MukpoueHTpudyra ans npobupok tTuna «3nneHaopd» ¢ MakCMMasibHON CKOPOCTbHO
ueHTpuyrnposaHns He wmeHee 12 Tbic g (Hanpumep, Eppendorf Manufacturing
Corporation  («3nneHgopd  MaHydakTypuHr  KopnopaiiwH»), [epmaHusa,  wnm
aHanoru4yHas).

8. BopTtekc (Hanpumep, SIA Biosan, JlaTBus, uaM aHanOrn4yHblif).

9. BakyyMHbli OTcacbiBaTes/ib MeOUUUHCKUIA C  KONOGOW-NOBYLWKOW ANS  yAasleHus
Hagocafo4yHOW xuakoctum  (Hanpumep, «OM-1», OOO «YTec», Poccusa, wm
aHasorMyHbIN).

10. ABTOMaTMyeckune p[o3atopbl MepeMeHHoro obbema (Hanpumep, OOO «buoOxXuUT»,
Poccus, niam aHanornyHeie).

11 .XonoanmnbHuk ot 2 Ao 8 °C ¢ MOpPO3UIbHOW KamMepoin OT MUHYC 24 Ao muHyc 16 °C.

12. OTpensHbIA Xanart, wanoyku, o06yBb 1 of4HOpa3oBble nepyatkm no MY 1.3.2569-09.

13. OpgHopa3oBble NacTUKOBbIe KOHTelHepbl AN1A copoca v MHakTuBauum Martepuasios.

kcTpakuua AHK n3 nccnegyembix o6pasuoB

14. KomnnekT peareHToB ansa BbigeneHna PHK/OHK n3 knuHnyeckoro martepunana «PUBO-
npen» (PY Ne ®CP 2008/03147) wnn gpyrue, pekomeHnoBaHHble N3rotoButenem.

15. OononHuTenbHble MaTtepuansl U obopyaoBaHue Ansa akcTtpakuymm OHK - cornacHo
WHCTPYKLUMWN K KOMNEKTY peareHToB gssa akctpakuuu AHK.

16.PeareHt TE-6ydoep, npo6upka 5 w~mn  (PBYH LUHNW annaemunonornm
PocnotpebHagsopa, Poccus).

AmMnnvdukayma ¢ rmopmnan3aumMoHHO-PIyOpPeCcLUEeHTHOM AeTeKuen NpoayKToB

amMmnangukaumnn.

17.0gHopa3oBble NOAUNPONUAEHOBbIE Npobupkn npu pabote ¢ «MLP-koMnaekTom»
BapuaHT FRT-50F:

a) 3aBMHYMBaKLMECH WM NNOTHO 3akpbiBawwuecs npobupkn obvemom 1,5 mn

(Hanpumep, Axygen, Inc. («3kcupxeH, WHk»), CLWIA, wnn aHasiornyHole) AnA
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NMPUroTOBNEHNS PeakuNOHHOW CMeCH.

6) TOHKOCTEeHHble npobupkn gna MUP o6bemom 0,2 MA C BbINYKNOW WAM MOCKOM
ONTMYECKN NPO3PayvHOn KPbIWKOA unnm npobupkn obbemom 0,2 M B cTpunax no
8 WT. C npo3payHbIMK KpblWwKamu (Hanpumep, Axygen, Inc. («3KCUOXEH, VIHK»),
CWA, vnn aHanornyHole) - npu UCnosib3oBaHnn npubopa niaHWeTHOro tnuna

B) TOHKOCTEHHble npobupkn pns TMUP o6bemom 0,2 MA C NJIOCKON  KPbILWKOW
(Hanpumep. Axygen, Inc. («9kcumxeH, WHK»), CLUA, wan aHanorndHble) wunm
npo6upkn ana MNUP k Rotor-Gene o6bemMomM 0,1 mMn B cTpunax no 4 WT. C KPbILIKaMM
(Hanpumep, QIAGEN GmbH («KnareH T'M6X»), FepmaHus, uam aHanornyHble) - npu
NCMNoNb30BaHUM nNpubéopa pOTOPHOro Tuna.

18.0gHOpa3oBble HaKOHEYHUKM AONA [03aTOPOB MEepeMeHHOro ob6bemMa ¢ PUALTPOM [0
100 mkn, go 200 mkn, go 1000 mkn (Hanpumep, Axygen, Inc. («3kcumxeH, VHk»), CLUA,
WM aHanorun4yHble).

19. WTaTtmBbl Ans npobupok ob6bemom 1,5 mn unam 0,2 mn mam 0,1 mn (B COOTBETCTBUU C
UCcnosib3yeMbIMK KOMMJieKTaMu peareHToB) (Hanpumep, Axygen, Inc. («3KCuxeH,
VHk»), CLUA, nnn aHanorunyHole).

20. bokc abakTepuasnbHoW Bo3aywHoW cpegbl  (MUP-6okc) (Hanpumep, «BAB-TLP-
«JlamunHap-C.», 3A0 «J/laMuHapHble cucTeMbl», Poccus, nnn aHasornyHbli).

21. Boptekc (Hanpumep, SIA Biosan, /laTBusi, unn aHanornyHblii).

22. ABToMaTtuyeckne pfosaTtopbl nepeMeHHOro ob6bema (Hanpumep, OOO «BUOXUT»,
Poccus, nnn aHanorvyHble).

23. MporpamMmMmupyemsblini amnangukaTtop ¢ CUCTEMON AeTekumn NyopecuUeHTHOro curHana
B peXume «peasibHOro BpeMeHu», uMmewwuii 4 unu 6o05ee He3aBUCUMbIX KaHasoB
dnyopecueHTHOW petekymm (Hanpumep, Rotor-Gene O (QIAGEN GmbH («KunareH
m6X»), Fepmanus), CFX96 (Bio-Rad Laboratories, Inc. («buo-Papg Jlabopatopus,
MHk.»), CLUA) u gpyrne, pekomeHzoBaHHble N3rotoButenem)

24. XonopunbHuK oT 2 o 8 °C ¢ MOPO3WU/IbHOM Kamepoi OT MUHYC 24 A0 MUHycC 16 °C.

25.0T4€enbHbIA Xanart, wanoykn, o6yBb M ogHOpa3oBblie nepyaTtkn no MY 1.3.2569-09.

26. EMKOCTb ansa cépoca HakKOHEUYHUKOB.

27.MO0 pnsa  aBTOMatuyeckon 06paboTkM  pe3ynbTaTtoB, 3aperucTpupoBaHHOe B

YyCTaHOB/IEHHOM MOpsAKe.
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B3ATUE, TPAHCINOPTUPOBAHWNE N XPAHEHWE UCC/IEAYEMOIO MATEPUVANA

MaTtepuanom ANna uccnefoBaHUs CNYXUT LefibHasa BEHO3HasA KPOBb.

Ona nonyyeHna o6pas3uoB LUeNbHON BeHO3HaA KpoBM 3abop KpPOBM MPOBECTU
ofHopa3oBoin wurnoin gmametpom 0,8-1,1 MM B npobupky (cneumasibHyr0 BakyyMHYH
cuctemy) ¢ SATA B kauecTBe aHTUKoarynsHta. locne B3ATUA KPOBU MPOGUPKY HECKO/bKO
pas njaBHO [MepeBepHyTb BBEepX [JHOM, 4To6bl KpOBb B Npobupke TLAaTesIbHO
nepemewasnacb C aHTukoarynsaHtom. (B npoTMBHOM cC/iyd4ae KpOBb CBEPHETCH, MU
akcTpakumsa OHK ctaHeT HeBO3MOXHOW!). MNocne nepemelwnBaHna NnpobUpKy NOMecTuTb B
lwTaTmB.

JonyckaeTca XxpaHeHMe 06pa3lUoB LeNbHOW BEHO3HOMW KpPOBM [0 NpoOBeAeHus
npeno6paboTku:

- npu Temneparype ot 20 po 25 °C - B TeyeHuMe 6 4yacoB C MOMEHTaA MOJIy4YeHUd
mMarepvana;

- npu Temnepatype ot 2 Ao 8 °C - He 6osee 1 CyTOK.
HeponycTnmo 3amopaxuBaHne obpasuoB LebHOW BEHO3HON KpoBM!
JonyckaeTtcs TpaHcnopTupoBaHune BblLLEeNnepeyncsieHHoro mMartepuana npu

Temnepartype oT 2 4o 8 °C He 6osiee 1 cyToK.

NnoArotToBKA MCCNEAYEMOIO MATEPUANA K 3KCTPAKUMN OHK

O6pasubl UesbHOMW BEHO3HOW KpOBM MpM WUCMNOSIb30BaHUM KOMMJIEKTa peareHToB
«PNBO-npen» TpebyT npeaBapuTenbHOW MOATOTOBKM C MCMNOJ/Ib30BaHMEM peareHTa
«FTEMOJIUTUK»:

B npobupky Tuna «3nneHgopd» ob6bvemom 1,5 ma BHectv 1,0 mMn remonunTuka
(npoussogctBa ®bYH UHWW 3nungemnonormn PocnoTpebHags3opa) m 0,1 M KpOBMW.
AKKypaTHO nepemMewaTtb COAEPXUMOe NpobUpKM Ha BOpTEKCe M OocTaBuTb Ha 10 MuH,
nepvoguyeckn nepemewmusasn. LleHTpudyrnposartb NPoOOGMPKM Ha MUKpoLeHTpudyyre npu
4 Tbic g (Hanpumep, 8 TbiC 06/MVH A/19 MUKpOueHTpudyrn MiniSpin) B TeyeHue 2 MUH.
HapocagouHyo XuAKOCTb 0TO6paTb C MOMOLbI BakyyMHOro oTcacbiBatens, He 3ajeBas
ocagka. llocne OTMbIBKM OCafoK KNeTOK Ao/DKeH ObiTb 6enbiM, AONyckaeTcs Hanmuune
TO/IbKO Heb6O0NbWOro HaseTta po30BaTtoro uUBeTa Haj O0Cafkom (OCTaTkuM paspyLleHHbIX
sputpoumToB). [lpu HEO6GXOAMMOCTM  MOXHO MNOBTOPUTb  OTMbIBKY T[€MOJIMTUKOM.
MonyyeHHbIi 0cCafoK NEeKouMTOB [O/KEH OblTb HemenNeHHO Nu3npoBaH (B cnyvae
akcTpakuun «PUBO-npen» gob6asntb 300 MK IN3NPYIOLWEro pacTsopa 1 B nocseayrowem
akcTparmpoBatb AHK B COOTBETCTBMW C WHCTPYKUMEN K KOMNAEKTYy peareHtoB «PUBO-

npen», He [o06aBNAS NU3NPYIOLWNIA PacTBOP NOBTOPHO) UM 3aMOPOXEH.
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3aMOpOXeHHbIA 0Caf0K MOXHO XpaHWTb B TeyeHue 2 Hepenb Npu Temnepartype oT
MUHYC 24 oo munHyc 16 °C nam go 1 roga npum temnepartype He Bbie MuHyc 68 °C.

Mpyn Mcnonb3oBaHUN OPYIMX KOMMJIEKTOB peareHToB A akcTpakuum AHK nogrotoska
nccnegyemMoro martepuvana K 3KCTpakuum npoBOAUTCA  Mpu  HeobxoguMmocCTu, B

COOTBETCTBUM C UHCTPYKUMEN K NpUMEHsieMoMy Habopy.

NHTEP®EPUPYIOLWWME BEWECTBA N OTPAHNYEHWNA MO NCIMOJ/Ib3OBAHUIO
NMPOB NCCNEAYEMOIO MATEPVANA

HenpurogHbiMn gns nccnepoBaHns sABMAKTCA:

- o06pasubl UEeNbHOW KpPOBW, B3ATble B MNPOOGMPKM C renapMHOM B KayecTBe
aHTMKoarynsiHTa,;

- o6pa3subl UenbHOW KpOBW, coAepXallue KPOBSHOW CrycTOK WAXM NoABepriunecs

3aMOpO3Ke.

MoTeHUManbHO MHTEpdEepMpyOLW e BelwecTBa

Ona  oueHkM noTeHumanbHOW WHTepdepeHuUn Obln  BblOpaHbl 3HAOIEHHbIE WU
9K30reHHble BellecTBa, KOTOpble MOryT MpucyTCcTBOBaTb B OMOI0OrMY4ECKOM MaTepuane
(uenbHas BeHO3Has KpPOBb), WUCMOMIbL3YyeMOM AR WUCCMefoBaHuA. [/ OUeHKU BJIUSHUA
3HAOTEHHbIX BeLWECTB OblIM NPOTECTUPOBAHbI 006pasubl LENbHON BEHO3HOW KPOBM C
N3BECTHbIMW TeHOTUNamMu, B3ATble B NPo6upkn ¢ SATA B KayecTBe aHTuKoarynsHta 6e3
pobaBneHns w©n c pob6asBneHveM NOTEHUMANIbHO UHTepdepupylowmx BelwecTB B
KOHUEeHTpaumnsax, npesBblllaklWmx BEPXHIKW [paHULy HOPMasibHON KOHLUEeHTpauunm 3Tux

BELLEeCTB B Lie/IbHOI KpoBu (Tabnuua 5).

Tabnuua 5
MoTeHUnanbHblIi Hannune
MHTEPEEPEHT MpoTecTnpoBaHHas KOHLEHTPaLUS MHTEpEpEHLIM

210 MKmonb/n

Obuwiit GummpyouH (BEpXHAS rpaHULa HOpMbI - 21 MKMOJIb/N)

He o6HapyxeHo

O6LLWIi XonecTepuH 78 MMOJb/N (BEPXHSISt rpaH1La HOpMbI - 7,8 MMonb/n)  He o6HapyxeHo

37,0 mmons/n

He obHapy»xeHo
Tpurnuuepuael (BEpXHAA rpaHMLa HOpMbI - 3,7 MMOJIb/) HapyxeH
remorno6mH 250 r/n (BepxHAS rpaHuua Hopmbl - 170 r/n) He o6Hapy>xeHO
ans OLLEHKM BNIUSHUA 9K30TeHHbIX BelecTB (aHTMKOarynsiHToB), 6b1711

npoTecTupoBaHbl 06pasubl LEeNbHOW BEHO3HOW KPOBW C M3BECTHbIMU FeHOTMNaMun, B3STble
B NpO6GMPKM C renapuHomM u B npobupkn ¢ ATA B KauecTBe aHTuUKoarynsaHtos (Tabnuua

6.
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Tabnuua 6

N lMpoTecTnpoBaHHas
MoTeHumanbHbIn UHTEPdEPEHT KOHLEHTpALWSA Hannune nHtepdepeHumun
Kanuin O4TA 00 2,0 mr/mn He o6HapyeHo
Nvtnin renapwH oT 12 ME/mn O6HapyXeHo

Ana kaxporo n3 nonnmopdumsamos rs1799963 B reHe npoTtpom6uHa (F2) n rs6025 B reHe
npoakuenepuHa (F5) wccnepgosanucb o6pasuybl Tpex reHotunos; romo3urota GG,
retepo3urota AG u romo3urota AA, KaxAblii obpasel B Tpex nosBTopax. [eHoTWN
o6pa3LoB UeNbHOW KpoBW O6bl1  NOATBEPXAEH MeTOoLOM NUPOCEKBEHUPOBAHUA C
npUMeHeHnem CUCTEMBI reHeTM4ecKoro aHanusa cepuu PyroMark

«AMNAMCEHC® MUpockpuH» (hopma 6) (PY N2 dCP 2012/13246).

MPOBEAEHWE MUP-MCCNEOOBAHUNA

MLP-nccnepgoBaHne cocTtouT M3 cregyrowmx aTanos;

- aKcTpakuua AHK u3 nccnegyembix 06pasLos,

- amnandumkaumsa AHK c rmépuansaunoHHO-PNYOPECLEHTHOW AeTEeKUMEeld B pexume
«peasibHOro BpeMEeHU»,

- aHanu3 u nHTepnpeTauus pesysbTaToB.

SKCTPAKUNMA AHK N3 NCCNEAYEMbIX OBPA3L OB

Ana akctpakuun AHK wmncnonb3lyetca Komnnekr peareHtoB «PUBO-npen» un gpyrue,
pekoMeHAoBaHHble M3rotoButesieM. lopsgok paboTbl ¢ KOMNAeKToM peareHToB «PUBO-
npen» CMOTPUTE B MHCTPYKLMUN K COOTBETCTBYHOLLEMY KOMMIEKTY A/ IKCTPaKLUW.
O6bembl peareHToB ¥ 06pas3uoB MNOM 3KCTPakKuuMM C MOMOLLbI KOMMJIEKTA peareHToB
«PUNBO-npeny»;

Wccnepyemblii o6pasel, —ocafoK, MOJIyYEHHbI nocne npeao6paboTKm reMonIMTUKOM
100 MK/ LeNbHOM BEHO3HOW KPOBW.

B npobupky oTpuuatesibHOro KOHTposisa akcTpakumm (OK) BHecTn 100 mkn OKO.

O6bem anwounn - 50 MKA.

A B cootBeTcTBUM ¢ TOCT P 53079.4-2008 (TexHonorum nabopaTtopHble KanHudeckne. ObecneyeHve
KayecTBa K/IMHMYECKUX NabopaTopHbIX uccrefoBaHuii. Yactb 4. lNpaBuna BefeHUs npeaHaMTU4eckoro
aTana) kamii SATA MCnonb3ylT B KOHUEHTpauun ot 1,2 Ao 2,0 mMr/ms, IMTUIA renapuH - B KOHLEHTpauun ot
12 no 30 ME/mn.
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®OPMA 1. KAUECTBEHHbLIN ®OPMAT

®OPMA 1: «MUP-komnnekr» BapmnaHT FRT-50 F
COCTAB

«MuUP-komnnekT» BapuaHT FRT-50 F - «KomnjiekT peareHToB A8 amMnangukauunm
yyacTkoB [JHK yenoseka, cogepxawmx noaumopdpuamel 20210 G>A (rsl799963) B reHe
npotpombuHa (F2) wn R534Q O0>A (rs6025) B reHe npoakuenepuHa (F5), c
rmépuan3aunoHHO-(hIyoOpecLEeHTHOW feTekunein B pexumme «peasibHOro BpeMeHU»
nossosidet nposoaute T P-nccneposaHve B kKayecTBeHHOM popmarte. Komnnekr
peareHToB BK/HOYaeT:

PeareHTt Onucanune O6bem, mn  Konunuectso
Mpo3payHas XnOKoCcTb OT 6eCLBETHOrO

NLP-cmeck-FL F2/F5 [0 CBET/0-/INN0BOro LBeTa 0.6 1 npo6upka
MLP-6ydep-C Mpo3payHasn 6ecuseTHas XUOKOCTb 0,3 1 npo6upka
Monnmepasa (TagqF) Mpo3pauHasn 6ecuBeTHas XNAKOCTb 0,03 1 npobupka
K+ OHK 1 Mpo3payHasa 6ecuseTHas XMUAKOCTb 0,2 1 npobupka
K+ AHK 2 Mpo3payHasa 6ecuBeTHas XUAKOCTb 0,2 1 npo6upka
K+ AHK 3 Mpo3payHan 6ecuBeTHas XMUAKOCTb 0,2 1 npobupka
K- Mpo3payHasa 6ecuBeTHas XNAKOCTb 0,2 1 npo6upka
OKO Mpo3payHas GecLBETHAs XWUAKOCTb 1,2 1 npo6upka

Komnnekt peareHTOB paccuMTaH Ha nposefeHue 55 peakuyumin amnnudukayun, BKIAOYASA
KOHTpOWN.

PeareHTbl KOMNaeKTa ynakoBaHbl pa3fesibHO B COOTBETCTBMW C TemnepaTypoil XxpaHeHus
(cm. pasgen «XpaHeHue»). KOMNAeKkT peareHToB COCTOUT M3 2-X yacTeii: 1) Temnepatypa

XpaHeHusa oT 2 o 8 °C; 2) TemnepaTtypa XxpaHeHusa oT MUHYC 24 no MuHyc 16 °C.

AMMINOUNKALNA C AETEKUMEN B PEXWUME «PEA/TbHOIO BPEMEHW»

Bbibop npobupok Ana  aMmnauukaymm  3aBUCUT  OT  UCMNOJIb3YEeMOro
amMmnangukaTopa c CUCTEMON AeTeKUUN B pexnme «peasibHOro BpeMeHmu».

Ons BHeceHusa B npobupku peareHToB, Npo6 AHK u KOHTPO/bHbIX 06pa3LoB
MCNOJIb3YKTCA O4HOPAa30Bble HAKOHEUYHUKN C PUNbTPaMu.

MNepen npoeepgeHuem [P pekomeHayeTca onpeaennTtb KoHueHTpauyuto OHK B
NOJIYYEHHbIX 3JKCTparmpoBaHHbIX o06pasuax W npu HeobXoAMMOCTM pas3BecTu
BblaenieHHyto [AHK TE-6ydepom p[o ontumanbHOW KOHueHTpauunm 10-30 Hr B
peakumio (COOTBETCTBYET KOHUeHTpaunn BblgeneHHon AHK 3x10® - 9x10® konuii/mn)
(N8 nNpuUroToBJIEHUA pasBefeHUN peKoMeHAyeTCsa uWcnosib3oBaTb peareHT TE-

oydep nponseoactea ®PbYH LUHWUW Snmnagemnonorum PocnotpebHagsopa).
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POPMA 1. kauecTBeHHbI i hopmarT

A. MoaroTtoBka Npo6 ana amnnudpukaumm

OO6LWmnii 06 beM peakLMOHHOW cmecn - 25 MK, BKAtoYasa o6bem npobbl AHK -

10 mKn.

1 PaccuntaTb KO/IMYECTBO KaXAOro peareHta, Tpebywlieecs A5 NPUTOTOBJIEHMUSA
peakunoHHoOn cmecu. Ha ogHy peakuuto Tpebyetca 10 mkn MUP-cmecun-FL F2/F5
5 mkn MUP-6ydepa-C n 0,5 mkn nonnmepasbl (TagF). Cmecb rotoBuTb Ha o0bllee
YMCNO MCCNefyeMblX U KOHTPOJIbHbIX 06pa3LoB (KO/IMYECTBO KOHTPOJ/IbHLIX 06pa3LoB
CM. B N.7) M/OC 3anac Ha HECKOJIbKO peakuuii.

BHUMAHWE! KOMNOHEHTbl peakumoHHOl cMecu cnegyet cMelunBaTb HENnocpenCcTBEHHO

nepepn nposegeHnem lNLP-nccnegosaHus.

2. Pasmopo3utb npobupky c MuUP-cmecblo-FL F2/F5, MUP-6ygepom-C n nonnmepasoi
(TagF). TMMepemewatb cogepxumoe npo6upok ¢ [MUP-cmecbto-FL F2/F5, TMUP-
6ydepom-C v nonumepasoin (TagF), ocaguTb Kanam Ha BOpTeKce.

3. B otgenbHOW npobupke noaroToBUTb peakuMoHHYK cmecb. CmelwaTb Heobxoaunmoe
konnyectBo MUP-cmecu-FL F2/F5, MUP-6ydepa-C n nonmmepasbl (TaqF), ocagntb
Kanam Ha BOpTeKce.

BHVMAHWE! MpurotoBneHHY0 CMeCb XpaHUTb He 6osiee 2 4yacos.

4. OT06paTb HEeOO6X04MMOE KOIMYEeCTBO NPOOGMPOK UAnM cTpunos gna amnnumdpukaumm HK
nccnepyeMbix ¥ KOHTPOJIbHbIX 06pa3LoB.

5. BHectn B kaxayw npobupky no 15 MK/ NPUroTOBJ/IEHHOW peakuMoHHOW CMecwu.
Heuncnonb3oBaHHblE OCTaTKM pPeakLMOHHON cMecu BblGPOCUT.

6. B noarotoBsieHHble npobupkn BHectn no 10 mkn npo6 [AOHK, nonyyeHHbIX B
pesynbTate 3KCTpakuuMum K3 nccrepyemMbix 06pa3uoB U pasBefeHHbIX A0 ONTUMasIbHOW
KOHLEeHTpaLuu.

7. TlocTaBUTb KOHTPOJIbHbLIE peakLunu:

a) NOJIOXNTeNbHbIA KOHTpOsib MUP (K1+) - B Npo6upKy C peakunoHHOM CMeCbl BHECTU
10 mxkn K+ AHK1.

6) NonoXuTenbHbIA KOHTPO/b MUP (K2+) - B Nnpo6upKy ¢ peakuMOHHON CMECb0 BHECTU
10 mkn K+AHK 2.

B) MONOXUTENbHbIN KOHTPOb MUP (K3+) - B NnpobupKy ¢ peakyMmoHHOW CMECbi0 BHECTU
10 mxkn K+ AHKS.

N oTpuuyatesibHblA KOHTponb MUP (K-) - B Npobupky ¢ peakunmoHHOW CMEeCbI0 BHECTU
10 mkn K-.

0) oTpuuaTesibHbl KOHTPOJIb 3KcTpakymm (OK) - B npobupky C peakyuMOHHOM

cMecbl BHecTu 10 Mk npobbl, akcTparnposaHHoi n3 OKO.
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POPMA 1. kauecTBeHHbL N popmMart

B. MpoBegeHne amnanuKaunumn c getTekumern B pexnme «peasibHOro BpeMeHu»

1 3anporpammupoBatb amMnauukaTop € CUCTEMOWN LeTeKuun B pexumme «peasibHoro
BpeEMEHW» [ANA BbIMNO/IHEHUA CcNejylowen nporpaMmbl amnanukauum n geTexkuuu
pN1yopecueHTHOro curHana (cm. tabn. 7).

BHUMAHWE! TlporpammupoBaTtb amnaugukatop pgonyckaetca aBTOMaTUYeCKn C

nomoubto MO, 3aperncTpnpoBaHHOro B yCTaHOB/IEHHOM Mopsgke.

Tabnuua 7

EAvHasa nporpamma amnavdukaunm n getekumm dp/ilyopecLeHTHOro curHana
«AMNAnCeHc» ana npnbopoB POTOPHOro™ v niaHweTHOro® Tmna

JeTtekuunsa
donyopecLeHTHOro Konuuectso
Lkn Temneparypa, &C Bpews CUrHasna no KaHasiam LiMKioB
ana conyopodopos
1 50 15 MuH - 1
2 95 15 MuH - 1
95 10c -
3 45
60 20 c PAM, JOE, ROX, Cy5

BHVMMAHMWE! C ucnonb3oBaHueMm efuHol nporpaMmbl MOXHO OAHOBPEMEHHO MPOBOAUTb

B O4HOM npubope nboe coyeTaHne TeCTOB, BKAOYAA TeCTbl C 06paTHON TpaHcKpunuunen

n amnnudukauymein. B cnyvae, ecnv B 04HOM nNpubéope OAHOBPEMEHHO NPOBOAATCA TECThI

TONbKO A1 BbiBneHnsa [AOHK, MOXHO ygannTb W3 AaHHOW nNporpamMmMbl NepBbIA war

obpatHoi TpaHckpunumm (50 °C - 15 MUHYT) A1 3KOHOMUX BPEMEHMN.

2. YCTaHOBUTb MNpPoOGUMPKM B SAYENKM peakunmoHHOro moaynsa npubopa. PekomeHpyeTtcs
nepej nocTaHOBKOW B amMnindukaTop MJaHWeTHOro Tuna ocaguTb Kanau Co CTeHOK
NPoGUpPOK Ha BOpPTEKCE.

BHMMAHME! B cnyyae HenosiHOW  3arpy3ku  npuboOpoB  NJaHWeTHOro  Ttuna

pekomeHAyeTCA AOMOJIHUTENIbHO YCTAHOBUTbL MyCTble NMPOOUPKMA MO KpasMm peaxkuMOHHOro

Moay/nia amnaudgukaropa.

3. 3anycTuTb BbINO/IHEHME NporpaMMbl aMnanukaumm c getekuymein nyopecueHTHOro
curHana.

4. Tlo OKOHYaHWW BbLIMOJIHEHNA NpPOrpamMmMmbl MPUCTYNMUTL K aHasn3y un uHTepnpeTauunun

pe3y/ibTaToB.

Hanpumep, Rotor-Gene Q (QIAGEN) u apyrue, pekoMeHA0BaHHble 3roToBUTENEM.
Hanpuwmep, CFX 96 (Bio-Rad) n apyrve, pekoMeHA0BaHHble 3roToBUTEEM.
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®OPMA 1. KAUECTBEHHbIVI ®OPMAT

4. Ecnn pgna wuccnegyemoro ob6pasua no kaHanam ans dgnyopodgopos PAM n JOE
onpeneneHo 3HauvyeHve Ct, KOTOpPOE MeHblle WM pPaBHO TPaHUYHOMY, M pasHuua
3HaueHnin Ct no moaynio Mexay kaHanamu ans dgayopodgopos PAM n JOE {ACt
(PAM/JOE)) meHblIe rpaHuUYHO, TO obpasey ABnsgeTca retepo3mrotoin GA.

5. Ecnu ans vccnegyemoro obpasua pasHuua 3HadyeHuii Ct no Mogynio Mexay kaHanamu
ana dnyopodopos PAM un JOE {ACt (PAM/JOE)) npesblwaeT rpaHN4yHoe 3HayeHue
ANS TeTepo3nroTbl M MeEHee TPaHWYHOro ANS rOMO3MroTbl, TO pe3ynbTaT aHaiuia
AaHHOro obpasuya HeBaIMAEH.

6. Ecnm pna wuccnepgyemoro o6pasua 3HadyeHune Ct no o6oum kaHanam 6onblie

rPaHMYHOro, To pe3ynbTaT aHasn3a faHHoro obpasua HeBa/MAEH.

OnpepeneHve reHotuna no nonmmopdunsmy R534Q G>A (rs6025) B reHe P5
1 [Ana kaxporo obpasua aHaNM3MpyrTCa 3HayeHua noporosbix uuknos {Ct) no kaHasiam
4 ans gpnyopodopos ROX un Cy6.

2. Ecnn pna wccnegyemoro o6bpasua no kaHany gna dgnyopodopa ROX onpepgeneHo
3HauyeHune Ct, KOTOPOEe MEHbLIE UM PaBHO rPaHUYHOMY, a No kaHany ansa dnyopodopa
Cy6 3HaueHue Ct OTCyTCTByeT WM pasHuLa Mexay 3HavyeHuamu Ct no kaHanam Ans
dnyopocopos Cyb6 n ROX {ACt (Cy6/ROX)) 60nblie rpaHUYHON, TO ob6pasel, ABNseTcs
romosuroTon GG.

3. Ecnn gna wuccnepgyemoro o6bpasua no kaHany ansa dgayopodopa Cy6 onpegeneHo
3HauyeHne Ct, KOTOPOE MEHbLUE UM paBHO FPaHMYHOMY, a Mo KaHany Ansa gayopodopa
ROX 3HauyeHne Ct oTcyTCcTBYET win pasHuua mexay 3HadyeHuamm Ct no kaHasiam Ans
gnyopodopoB ROX n Cyb {ACt (ROX/Cy6)) 60onblue rpaHNUYHON, TO obpasel ABnsdeTcs
romo3nroton AA.

4. Ecnun pgna wuccnegyemoro obpasua no kaHanam ana dnayopocgopos ROX u Cy6
onpefeneHo 3HavyeHne Ct KOTOpOe MeHbLUe WM pPaBHO T[PaHWYHOMY, U pasHuua
3HaueHnin Ct no mopgynio Mexay kaHanamu gna dayopogopos ROX n Cy6 {ACt
(ROX/Cy6)) MeHbLUe rpaHNUYHON, TO obpasel aBnaeTcs retepo3nrotonm GA.

6. Ecnu gna unccnepgyemoro o6pasua pasHuuya 3HadeHuin Ct no moAayno Mexay KkaHanamwu
ana cdonyopogopos ROX u Cyb {ACt (Cy6/ROX)) npesblllaeT rpaHMyHoe 3HauveHue
ANS TeTepOo3UroTbl M MeEHee [PaHMYHOro [ANs FOMO3MroThl, TO pe3y/nbTaT aHanusa
AaHHOro obpasya HeBanUAgeH.

6. Ecnn pgna wccnepgyemoro ob6pasya 3HadyeHne Ct no o6oum kaHanam 60nblie
rPaHNMYyHOro, To pe3ynbTaT aHanusa faHHOro obpasua HeBanUAeH.

BHVWMAHWE! TpaHunuHble 3HauyeHus ClykasaHbl BO BKAadbllie, npuiaraemom K Habopy

peareHToB.
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POPMA 1. kauecTBeHHBbI I popmarT

Pesynbtar [lUP-nccnepoBaHma cuyuTaeTca [OOCTOBEPHbLIM, E€C/AN  MOJ1yYeHbl
npaBu/ibHble pe3yfibTaTbl A/19 KOHTPOJIE 3TanoB 3KCTpakuyum n amnanukaumm
AHK B cooTtBeTCcTBUU € Tabn. 9 n BrkIagbliem, npuiaraemMmblM K Habopy peareHToB.

Tabnuua 9

Pe3ynbTaTtbl 419 KOHTPO/ieN pa3finyHbix atanos MNUP-nccnegosanmna

KoHTponu-
pyeMbiii 3HayeHne NoporoBoro uykia no KaHasy gnsa griyopodoopa {Ct)
KoHTponb aTan MLUP-
Mccneno- PAM JOE ROX Cy5
BaHUSA
OK aKCLp: }'((U'MH OtcyTcTBYET OtcyTtctBYyeT OtcyTcTBYET OtcytcTBYET
K- rnupP OtcyTcTByeT OtcyTtctBYET OtcyTcTBYET OtcyTcTBYeT
OtcyTCcTBYET WK OtcyTcTBYET WK
pasHuLa Mexay pasHuLa Mexay
3HaveHnamn Ctno 3HayeHnamn Ct no
OnoepeneHo KaHanam ans OnoepeneHo KaHanam ans
KL+ nup MeHbLLe MeHbLLe
rPaHN4HOro triyopochopos rPaHN4Horo tryopocpopos
P JOE 1 PAM P Cy5 1 ROX
60nbLUe 60/bLUe
rpaHn4Horo rpaHNyHoro
OtcyTcTByeT win OtcyTcTBYEeT N
pasHuua mexay pasHuua mexay
oy Onoegenena S L Onocenero
K2+ MnupP Al MeHbLLe AN MeHbLLe
tryopogpopos rPaHn4Horo tryopocpopos rpaHn4Horo
PAM n JOE ROX un Cy5
60/bLIe 6orbLle
rPaHN4Horo rPaHN4Horo
OnoepeneHo OnoepeneHo OnoepeneHo OnoepeneHo
K3+ nup MeHbLLe MeHbLLe MeHbLLle MeHbLLEe
rPaHN4Horo rPaHN4Horo rPaHN4HoOro rPaHNyHoro

B0O3MOXHble OWNGKN

1 Ona nonoxuTtenbHoro koHtpona TUP (K1+ w/wvnu K2+ wunn K3+) 3HauyeHue
noporosoro uukna {Ct) He COOTBETCTBYyeT YyKa3aHHbIM B Tabn. 9 Kputepusm.
Heob6xoaMmo nNoBTOPUTH amnandukaLnio 1 geTekunto aasa Bcex o6pasLos.

2. Ana otpuuartensHoro koHtponsa MNUP (K-) no kaHanam ana dnyopodopos PAM n/nnu
JOE wu/vnn ROX wn/vnn Cy5 onpepeneHo 3HavyeHue noporosoro uukna {Ct). BeposatHa
KOHTaMuHauma nabopatopuu npoaykTamy amniavukaumm  wnM  KoOHTaMuHauums
peareHToB, uccrnegyemMmblx o06pa3uoB Ha kakom-nmbo atane T[LUP-uccneposaHus.
HeobxogMmo npeanpuHATbL  Mepbl MO BbIABMIEHWIO W NUKBUAAUUM  UCTOYHUKA
KOHTaMUHauMu 1 NMOBTOPUTbL aMnnuKaumo 1 geTekuui Ana Bcex o6pasuos.

3. Ana oTpuuatenbHOro KoHTponsa akctpakuyum (OK) no kaHanam ana cnyopodopos PAM
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®OPMA 1. KAUECTBEHHbBIN ®OPMAT

nmnn JOE wu/mnn ROX wu/mnn Cy6 onpepeneHo 3HayeHue noporosoro uukna (Ct).
BeposatHa  kKOHTamuHauusa  slabopartopum npoaykramun  amniandukaymm nnm
KOHTaMMHauus peareHToB, uccregyembix o06pa3yoB Ha kakom-nmb6o 3tane [LP-
nccnegosaHnsa. Heob6xoAUMO nNpPeanpuHATL Mepbl MO BbISBAIEHUIO U NMKBUAALNN
MCTOYHMKA KOHTamumHauum wu nosTopuTb T[LIP-nccneposaHve pnsa Bcex 06pasuyos,

HauynHaa c atana akcTpakuun AHK.
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DPOPMA 2: «[MUP-komnnekT» BapuaHT FRT-L

COCTAB

«MUP-komniekT» BapuaHT FRT-L - komnnekT peareHToB As4 amnandukaumm y4yacTtkos
OHK 4enoseka, cogepxawmux nonumopcusmbl 20210 G>A (rs1799963) B reHe
npotpom6buHa (F2) u R534Q G>A (rs6025) B reHe npoakuyenepuHa (F5), c
rmépuan3aunoHHO-(P/IYOPECLEHTHOM AEeTeKUNeln B pexnme «peaslbHOro BpPEMEHU»
nossonsetr nposoautb [LUP-uccnepoBaHne B KayecTBeHHOM opmarte. Komnnekr

peareHToB BK/IIOYaET,

PearenT OnucaHve O6BEM, MN KonnyecTtBO

48 npobupok

MNUP-cmecb F2/F5-Lyo  TMopolok 6enoro useta - 06EMOM 0,2 M

K+ AHK 1 Mpo3payHasa 6ecuBeTHas XNOKOCTb 0,2 1 npobupka
K+ OHK 2 Mpo3payHasn 6ecuBeTHas XUAKOCTb 0,2 1 npobupka
K+ OHK 3 Mpo3payHasn 6ecuBeTHas XUAKOCTb 0,2 1 npobupka
K- Mpo3payHasa 6ecuBeTHasA XNOKOCTb 0,5 2 npo6upkm
OKO Mpo3payHasa 6ecuBeTHas XNOKOCTb 1,2 1 npobupka

KomnnekT peareHTOB paccyuuTaH Ha npoBegeHue 48 peakuuii amnandukaumm, BKIYas

KOHTpON.

AMMINOUNKALNA C AETEKUMEN B PEXUME «PEA/IbHOIO BPEMEHWU»

Ona BHeceHuAa B npobupku peareHToB, nNpo6 AHK M KOHTPO/IbHbIX 06pa3uoB
NCMoONb3YyTCSA 04HOPA30Bble HAKOHEYHUKN C (PUIbTPaMMU.

MNepen npoeepgeHuem [P pekomeHgyeTca onpepennTtb KoHueHTpauyuto OHK B
NOJSTyYEHHbIX 3KCTpParmpoBaHHbIX oO6pa3uax W nNpu HeobXoAUMOCTU pas3BecTu
BblgenieHHyo [OHK TE-6ycdepom A0 ONTUMasibHOW KOHUeHTpauun 10-30 Hr B
peakuuto (cooTBeTCcTBYET KOHLUEeHTpayum BblgeneHHon AHK  12x10® -
3,6x10® konuii/mn) (oNna NPpUroToB/AEHUS pa3BefleHU PEKOMEHAYEeTCS MCMNO/1b30BaTb
peareHT TE-6ydhep npomnssoacTBa P®BYH LUHN anngemuonornu
PocnoTpe6bHaa3opa).

A. Mopgrotoska nNpo6 gna amnandunkaunm

O6wnin o6 bLEM peakUMOHHOW cmecu - 25 MK, BkA4ass o0b6bem npobbl AHK -
25 MK/,

1, OTto6paTb HeO6XoAMMOE KOMMYEeCTBO NPoO6GMPOK A8 amnaudukaunum c rotoBoi
nmodmnnanpoBaHHol peakunoHHon T[LP-cmecbto-E2/E5-Eyo ans amnnndukaunm

OHK uccnepgyembiX M KOHTPOJIbHbIX 06pasuoB (KO/IMYECTBO KOHTPO/IbHbIX 06pasLos
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POPMA 2. kauecTtBeHHb i POPMAT

cMm. B M. 3).

2. B nopgrotossieHHble npobupkn BHectn no 25 wmkn npo6 [AHK, nony4vyeHHbix B
pe3ynbTate 3KCTpakuuy U3 muccrepyembix 06pasLoB M pa3BefeHHbIX A0 ONTUMAasbHON
KOHLleHTpauuu.

3. lMocTaBUTb KOHTPOJ/IbHbIE peaKkunu:

a) NONOXNUTESIbHbLIN KOHTPOb MUP (K1+) - B Npo6MpKy C peakuyMOHHOW CMEeCbi0 BHECTU
10 mkn K+ AHK 1 n 15 mkn K-.

6) NonoXxuTenbHbIA KOHTPO/b MLUP (K2+) - B Nnpo6upky ¢ peakunmoHHOW CMeCcbio BHECTU
10 mkn K+ AHK 2 1 15 mkn K-.

B) MO/IOXUTESNIbHbINA KOHTPOb MNUP (K3+) - B Nnpobupky ¢ peakLunoHHON CMeCb BHECTU
10 mkn K+ AHK 3 n 15 mkn K-.

N oTpuuyatenbHbli KOHTponb MUP (K-) - B Npobupky C peakuMoHHOW CMeCbl BHECTM
25 mkn K-.

0) oTpuuaTesibHblIl KOHTPO/Ab 3KcTpakumm (OK) - B NpobupKy C peakumOoHHOM’
CMeCbl0 BHECTM 25 MK/ Npobbl, aKkcTparnposaHHoi 13 OKO.

BHWMAHUWE! Copgepxumoe npobupok Heobxogumo  TuiatesibHO  nepemewartb

nuNeTUpoBaHMEM, He Aonyckas NosiBIeHUs Ny3bipbKOB BO3AyXa.

B. MpoBeageHve amnnndukaunumn c getekumein B peXxnve «peasibHOro BpeMeHu»

1. 3anporpammupoBaTtb amnaMukaTtop C CUCTEMOWN AeTeKuMn B pexumme «peasibHoro
BpeMeHW» [ANA BbIMNO/IHEHNA Ccnejylowein nporpaMmbl amnangukaumm un geTtekuuu
dnyopecueHTHOro curHana (cm. taén. 10).

BHUMAHWE! TporpammupoBaTe amnaudukaTtop AonyckaeTca aBTOMaTUyecku C

nomotbto MO, 3aperncTpMpoBaHHOro B yCTaHOB/MIEHHOM MOpPALKe.

Tabnuua 10

EaovHasa nporpamma amnaudukaymm n aetekumm gplyopecLeHTHOro curHana

Jetekuuna
R donyopecueHTHOro Konunyectso
Lk Temneparypa, °C Bpewms CUrHaa no KaHasam LMK/I10B
ana donyopodopos
1 50 15 MuH - 1
2 95 15 MuH - 1
95 10c -
3 45
60 20c FAM, JOE, ROX, Cy5

AHanpumep, Rotor-Gene Q (QIAGEN) v apyrue, pekoMeHAoBaHHble M3roToButesiem.
AHanpumep, CFX 96 (Bio-Rad) v gpyrue, pekomeHaoBaHHble V3rotoButenem.
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BHUMAHWME! C uncnonb3oBaHnemM egunHON NporpaMmMbl MOXHO OlHOBPEMEHHO MPOBOAUTH
B 0J4HOM npubope nwboe couyeTaHne TECTOB, BK/AKOYASA TECTbl C 06paTHON TpaHcKkpunuunen
n amnnuukaymen. B cnyyae, ecnm B ogHOM npubéope o4HOBPEMEHHO MPOBOAATCHA TECTbI
TONbKO ANA BbiABAeHMA [AHK, MOXHO ypanuTb M3 AaHHOW MporpamMmmbl NepBblid  war
obpatHon TpaHckpunuyum (50 °C —15 MUHYT) A1 3KOHOMUN BPEMEHWN.

2. YCTaHOBUTb NpPOGMPKM B SIYENKM peakuMoHHOro moayns npubopa. PekomeHayeTcs
nepes MOCTaHOBKOW B amnauukatop ocaguTb Kanau CcO CTEHOK Npobupok Ha
BOpTEKCeE.

BHMMAHMNE! B cnyyae HenosHOW  3arpy3kM nNpubopoB  MAaHWETHOro  Tuna

pekomeHayeTcs LONOMHUTENIbHO YCTAHOBUTb MYyCTble NMPOOGMPKM MO KpasM peakuyMoHHOro

MoA4ynda amnavdukatopa.

3. 3anycTuTb BbIMOJIHEHWE MporpaMmmbl amnangukaumm c geTekumein ayopecueHTHOro
curHana.

4. Tlo OKOHYaHWW BbINOJIHEHWA NpOrpamMMbl NPUCTYNUTL K aHaaudy Wn uHTepnpetayun

pe3y/ibTaToB.

B. AHanu3 n nHTepnpeTtauma pe3ynibTaToB

BHUMAHWNE! AHanns v wnHTepnpetayuio pe3ynbtatoB  MOXHO NPOBOAUTL B
aBTOMaTM4YeckoM  pexume C  ucnosb3oBaHuem MO,  3aperucTpupoBaHHOro B
yCTaHOBJ/IEHHOM MopsA4Ke.

AHann3 pes3ynbTatoB amMmnauukauum  nNpoBOAAT C  MOMOLLbIO  MPOrpamMmMHOro
obecneveHnsa npubopa, ucnonblyemoro ans nposegeHus MUP ¢ getekunein B pexume
«peasibHOro BpemMeHu». AHaIN3NPYIOT KPUBble HakonaeHus go/iyopecLeHTHOro curHasa no

yeTblpem KaHanawm (cm. tabn. 11):

Tabnuua 11
KaHan ans dpnyopodhopa
lNeH rs
FAM JOE ROX Cy6
F2 rs1799963 annens G annenb A - -
F5 rs6025 - - annens G annenb A

Pe3ynbTaTbl WHTEPNPETUMPYKTCA HA OCHOBAHMM  Haiuuus (MM OTCYTCTBUS)
nepeceyeHnss KpuBOW  nyopecueHunn S-obpasHoil (curmoobpasHoii) dopmbl €
YCTAaHOB/NIEHHOW Ha COOTBETCTBYKLWEM YPOBHE MNOPOrOBOW /MHUEN, 4YTO onpegensiet

Hannune (MNM OTCYTCTBME) ANs AaHHon npo6bl AHK 3HauyeHuns noporosoro uuknia Ct B
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®OPMA 2. KAYUECTBEHHbIVI ®OPMAT

cooTBeTCcTBYylOLEN rpade Tabnuubl pesynbtatoB. OCO6EHHOCTU YCTAHOBKW MNOPOroBOiA

NMHUM AN NPUGOPOB MJIAHLWETHOT0O M POTOPHOrO Tuna npuBeAeHbl BO Bknagbille,

npunaraeMomMm K Habopy peareHToB. MpUHUMN MHTepnpeTauun pes3ynbTaToB OMUCAH HUXE:

OnpepeneHvie reHotuna no nonmmoppmsmy 20210 G>A (rs1799963) B reHe F2

1

Ona kaxporo obpasua aHaAuM3UPYTCA 3HavYeHUs nNoporosbix Uuknos (Ct) no kaHanam
aona dnyopodopos PAM u JOE.

Ecnn gna wnccnepgyemoro o6pasua no kKaHany ansa dgnyopodgopa PAM onpepneneHo
3HauyeHne Ct, KOTOPOE MEHbLIE WM PaBHO FPaHMYHOMY, a Mo KaHany ansa gayopodopa
JOE 3HauyeHue Ct oTcyTcTBYeT uMnm pasHuiua mexay 3HadeHmamu Ct no kaHanam Ang
dnyopocopos JOE wm PAM {ACt (JOE/PAM)) 6onblwe rpaHM4YHOW, TO ob6pasel
aBnseTca romo3nrotonn GG.

Ecnn pgna uccnepgyemoro ob6pasua no kaHany ana dayopogopa JOE onpepeneHo
3HayeHue Ct, KOTOpPOe MeHbLUe UM paBHO FPaHWYHOMY, a Mo KaHany ana dayopodopa
PAM 3HauyeHne Ct oTcyTCTBYeT wau pasHuua mexay sHadyeHusamu Ct no kaHanam gns
dnyopodpopos PAM wn JOE {ACt (PAM/JOE)) 6onblie rpaHW4yHOl, TO oOb6GpaseL,
ABMSAETCA rOMO3UToTON AA.

Ecnn pna wuccnegyemoro o6pasua no kaHanam ganga dnayopogopos PAM u JOE
onpeneneHo 3HauveHne Ct, KOTOpOe MeHblle WM paBHO TPaHUYHOMY, M pasHuua
3HaueHulii Ct mo mopgynw mexay kaHanamum ans dnayopogopos PAM n JOE {ACt
(PAM/JOE)) meHblUe rpaHnMyHOi, TO ob6pasey ABnseTca retepo3urotoin GA.

Ecnn gna nccnegyemoro o6pasua pasHuua 3HadyeHuin Ct no Moaynto Mexay KaHanamu
ona dgpnyopogopos PAM n JOE {ACt (PAM/JOE)) npeBblllaeT rpaHWYHoOe 3Ha4veHue
ANS TeTepo3uroTbl M MeHee TPaHWYHOro A9 TOMO3UroTbl, TO pe3ynbTaT aHanmnsa
JaHHOoro obpasua HeBa/IMAeH.

Ecnm pna wuccnepgyemoro ob6pasua 3HadeHne Ct no oboum KaHanam 6onblie

rPaHn4YHoOro, To pesynbTaT aHanm3a AaHHOro o6pasua HeBasINAeH.

OnpepeneHne reHotmna no nonnmoppmnimy R534Q G>A (rs6025) B reHe F5

1

Ans kaxaoro obpasua aHaIM3npPyrTCA 3HavYeHus noporoebix uuknos {Ct) no kaHanam
ansa cdnyopocopos ROX u Cy6.

Ecnn pna wccnegyemoro obpasuya no kaHany ansa cnayopocdopa ROX onpegesieHo
3HauyeHne Ct, KOTOPOE MEHbLUE UM PaBHO rPaHUYHOMY, a No kaHany ans donyopodopa
Cy6 3HaueHue Ct OoTCyTCTBYeT WM pasHuua Mexzay 3HaveHusmu Ct no kaHanam asis
gnyopogopoB Cy6 n ROX {ACt (Cy6/ROX)) 6onblue rpaHU4YHOl, TO o6pa3sel, ABAseTcs

romosuroton GG.
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POPMA 2. kauecTtBeHHb i POPMAT

3. Ecnu pgns wnccnepgyemoro obpasua no kaHany ansa dgnyopodgopa Cy6 onpegesieHo
3HauyeHue Ct, KOTOpOe MeHbLUEe WU PaBHO rPaHMYHOMY, a No KaHany ansa gayopodopa
ROX 3HayeHne Ct oTcyTtcTByeT waM pasHuua mexay 3HadeHuamu Ct no kaHasniam gns
dhnyopodpopoB ROX n Cyb {ACt (ROX/Cy6)) 60osblIe rpaHNYHOM, TO 06paseL aBnseTcs
romo3uroTon AA.

4. Ecnu pna uccnepgyemoro o6pasya no kaHanam ansa dnyopogopos ROX wm Cyb
onpepeneHo 3HavyeHne Ct, KOTOpPOE MeHblle WM paBHO TPaHUYHOMY, M pasHuua
3HadyeHnin Ct no moaynw Mexpy kaHanamu gna dnayopodgopos ROX n Cy6 {ACt
(ROX/Cy6)) meHblUe rpaHMyHOR, TO obpasel aBnsetcsa retepo3urotoin GA.

6. Ecnum gna uccnepgyemoro o6pasua pasHuua 3HadeHuii Ct no moayn Mexay KaHanamu
ans pnyopodgopos ROX n Cyb {ACt (ROX/Cy6)) npeBbillaeT rpaHU4YHOE 3HaYeHne s
retepo3nroTbl U MEHee rPaHWYHOro ANsi TOMO3WUrOThbl, TO pe3y/bTaT aHanmnsa [aHHOro
obpasua HeBa/IMAEH.

kaHanam 6onblie

6. Ecnhm pna wuccnepgyemoro o6pasua 3HavyeHne Ct no o6oum

rPaHWYHOro, To pe3ynbTaT aHannsa faHHOro obpasua HeBa/MAEH.

BHVMMAHWE! TpaHuyHble 3HavyeHus ClykasaHbl BO BKnadbllle, npunaraeMom K Habopy
peareHToB.

Pesynbtatr T[lUP-nccnegoBaHnda cuuTaeTcd [AOCTOBEPHbIM, €C/N  MOJIYYEHbI
npaBu/ibHble pe3y/ibTaTbl A1 KOHTPOJIe 3TanoB 3KCTpakuum u amnnandukaymnm

OHK B cooTBeTCcTBUK C Tabn. 12 n BkNagbiwem, rnpusiaraemMmbliM K HAO0Opy peareHToB.

Tabnuua 12
Pe3ynbTaTtbl 419 KOHTPO/ieN pas3findHbix atanos MNUP-nccnepgosaHmna
KoHTponu-
pyembiii aTan 3HayeHne NoporoBoro uukia no KaHany ansa dpyopodopa {Ct)
KoHTposib MnypP-
nceneno- FAM JOE ROX Cy5
BaHWA
OK QKCZI,pI—? }'((”'Mﬂ OtcytcTBYyeT OtcyTcTBYET OrtcytcTtBYyeT OtcytcTtByeT
K- rnupP OrcytcTBYyeT OrtcytcTBYeT OrtcytcTBYyeT OrtcyTtcrByeT
OtcyTcTBYyeT win OtcyTtcTBYET WN
pasHuua mexay pasHuua mexay
OnpeneneHo 3HaveHusamn Ctno OnoeneneHo 3HayeHuamn Ctro
KL+ nup nﬁeﬁbme KaHanam A1 Meﬁbme Karasiam Ans
rPaHMyHOro tryopocpopos rpaHuyHoro (ryopochopos
JOE n PAM Cy6 n ROX
60/bLLe 60nbLUe
rpaHuyHoro rPaHN4yHoro
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KoHTponu-

pyembIii aTan

3HauyeHme NOpPoroBoro UmMkia no KaHasy ana dnyopodoopa (Ct)

KoHTposib rnupP-
uccrepno- FAM
BaHuA
OrtcyTtcTBYET WK
pasHuLa mexay
3HaveHuamn Ct
no kaHanawm gns
Ko+ nupP donyopodropos
FAM n JOE
60nbLIe
rpaHN4Horo
OnpepgeneHo
K3+ nup MeHbLLe
rPaHNyHOro
BO3MOXHbIe OWNOKU
1 AnAa noMIOXUTENbHOIN0 KOHTPOSIA

JOE

OnpepeneHo
MeHbLLe
rpaHn4Horo

OnpepeneHo
MeHbLLe
rpaHuyHoro

nupP (K1+ w/vnn

ROX

OrtcyTtcTByeT Unn
pasHuLa mMexay
3HaveHusamn Ct
no KaHanawm gns
donyopodropos

ROX n Cy6
60/bLUe
rPaHMyHOro
OnpepeneHo
MeHbLLE
rpaHuyHoro

K2+ wn/vnn

noporosoro uukna (Ct) He coOOTBeTCTBYeT YyKa3aHHbIM B Tabs.

NOBTOPUTbL aMNAnMdUKaLUIo 1 aeTekuuo Ansi Bcex o6pasLoB.

Cy5

OnpepeneHo
MeHbLLIe
rPaHN4yHoro

OnpepgeneHo
MeHbLLle
rpaHNyHoro

K3+) 3HaueHune

12. Heob6xogumo

2. Ana otpuuyatenoHoro koHTponsa MNUP (K-) no kaHanam gna dgpayopogopos PAM wu/mnn

JOE w/vnn ROX wn/vnn Cyb onpepeneHo 3HayeHue noporosoro uuknia (C/). BepostHa

KOHTaMuHauus
peareHToB,

Heobxoanmo

naéopartopuu

npeanpuHATbL

npoAyKTamu

Mepbl

no BbIAB/1E€HUIO n

amnandukaunm

nnn

NKBUAALMM

KOHTaMnHauunA

nccnenyembix 06pasuoB Ha kKakom-nmb6o aTtane [MUP-uccnegoBaHus.

NCTOYHNKa

KOHTaMMHaUUM 1 NOBTOPUTbL aMnandukauuo 1 aeTekunio ans Bcex o6pasLos.

3. [Ons oTpuuartenbHOro KoHTpossa akctpakumm (OK) nmo kaHanam ana cpayopodopos PAM

nmvnin JOE w/vnn ROX w/mnn Cy6 onpepesieHo 3HauvyeHue noporosoro uuknia (Ct).

BeposaTHa

KOHTaMunHauna peareHTos,

“ccnenoBaHus.

MCTOYHMKa KOHTaMUHauunm 1 NOBTOPUTb aMI'II'II/ICbI/IKaLl'VI}O n pgertekuno AnA

KOHTaMnHauuns

Heobxognmo

nabopatopum

npeanpuHsATbL  Mepbl

obpasuoB, HauMHasa ¢ aTana akcTtpakymm AHK.
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npoayKTamu

amnaugukaymnmn

nnn

nccnepyembix o6pasyoB Ha Kakom-nnm6o atane [MLUP-

no BbIABNEHNK W NUKBUAALUN

BCeX
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CPOKrogHocTtun. YC/1I0BNA TPAHCIMOPTUPOBAHNA n XPAHEHNA

Cpok rogHocTu. 12 mec. Habop peareHToB C UCTEKLWMM CPOKOM FOAHOCTM MPUMEHEHUID HEe
nognexut. CpoK TOAHOCTU BCKPbITbIX peareHToB COOTBETCTBYeT CPOKYy T[OA4HOCTH,
yKasaHHOMY Ha 3TUKeTKax O/ HEBCKPbITbIX peareHToB, €C/IN B WHCTPYKUUM He yKasaHo
NHoe.
TpaHcnopTupoBaHMe. Habop peareHToB TpaHCnopTMpoBaTb Npu TemnepaTtype oT 2 A0
8 °C He 60nee 5 cyT B TEPMOKOHTEHEpPaAX, coAepXalWnx XNaa03/1eMeHTbl, BCEMU BuAaMMU
KPbITbIX TPAHCNOPTHbIX CPEACTB. [JjonyckaeTca TpaHCNOpTMpPOBaHWe Npu TemnepaType oT 2
0o 25 °C He 6onee 3 Cyr.
Komnnekt peareHtoB «[lUP-komnnekr» BapuaHt FRT-50 F npm  nosyyvyeHun
pasykommnaekToBaTb B COOTBETCTBUU C yKa3aHHbIMU Temnepatypamm XpaHeHus.
XpaHeHwue.
dopma 1. Komnnekt peareHtoB «[ILP-komnnekr» BapuaHT FRT-50 F xpaHuTb B
X0No4UMbHOM Kamepe npu Temnepatype ot 2 go 8 °C, kpome [LP-6ycepa-C, MUP-
cmecu-FL  F2/F5 wu nonumepasbl (TagF). MUP-6ydep-C, TMUP-cmecb-FL F2/F5 n
nonumvepasy (TagqF) xpaHuTb npu Temnepartype OT MuHyc 24 go muHyc 16 °C. TUP-
cMmecb-FL F2/F5 xpaHuTb B 3allMLUIEHHOM OT cBeTa MecTe.
dopma 2. Komnnekt peareHtoB «[ILP-komnnekt» BapuaHT FRT-L xpaHute B
X0N04UMBHON Kamepe npu Temnepatype ot 2 go 8 °C. MNMUP-cmecb-FL F2/F5-Lyo xpaHuTb
B Naketax ¢ BNaronorsioTuTeseM B 3alULLEHHOM OT cBeTa MecTe.

XonogunbHble U MOPO3U/bHbIE KaMepbl AO/DKHbI o6ecneynBaTb pernamMmeHTUPOBaHHbIN

TemMnepaTypHbIii pexum.
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FAPAHTUNHBIE OBA3ATE/NIbCTBA U3TOTOBUTENA

N3rotoButenb rapaHTUpyeT COOTBETCTBME OCHOBHbLIX NapameTpoB W XapakTepucTuk
Habopa peareHTOB TpeboBaHUAM, YyKa3aHHbIM B TEXHUWYECKOW W 3IKCnayaTauMOHHOM
OOKyMeHTauun, B TeyeHue YCTaHOBJ/IEHHOI0 CpoKa rOAHOCTM Mpu CO6MAEeHUN BCEX
YCNIOBUIA TPAHCMOPTUPOBAHUA, XPAHEHUA U NMPUMEHEHUS.

MeAununHCKOe n3fenne TeXHUYECKOMY OOCYXMBAHUIO Y PEMOHTY He NOANEXUT.

Peknamaumn Ha kKayecTBO Habopa peareHToB HanpasnAatb nNo agpecy 111123,
r. Mocksa, yn. Hosornpeesckas, gom 3A, e-mail: cs@pcr.ru)®

Mpun BbIABNEHUN NOOGOYHbLIX OEWCTBUN, He yKa3aHHbIX B UHCTPYKUUU MO MPUMEHEHUIO
Habopa peareHToOB, HeXenaTes/ibHbIX peakuuii npyv ero WUCnosb3oBaHuu, (akToB u
06CTOATENbLCTB, CO3JalWMUX Yrpo3y >XWU3HW W 300POBbI  rpaxgaH u MeauLMHCKUX
paboTHMKOB nNpU MNPUMEHEHUN W 3SKChayaTtauum Habopa peareHToB, pekoMeHAyeTcs
HanpaBuTb COOOWEHMe No ajpecy, YKa3aHHOMY Bbllle, W B YNO/IHOMOYEHHYIO
rocyfapCTBEHHYK perynumpylowyw opraHmsauymio (B PP - ®depgepanbHaa cnyxba no
Hag3opy B chepe  34paBoOXpaHeHWss) B COOTBETCTBUM € AelCTBYIOLWUM

3aKoHO4aTe/IbCTBOM.

3asegytowmin HMN OMAn3 E.H. PoanoHoBa
®bYH UHWWN Snugemunonorumn PocnoTpebHagsopa

E.B. PxeBckas

OT3bIBbl U MpefiokeHns O npogykuum «AMMIMCeHe» Bbl MOXETe OCTaBWUTb, 3arnofiHUB  aHKeTy
noTpebuTens Ha cainte: www.amplisens.ru.
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cuMBO/bI, MCNOMb3YEMbIE B MEYATHOW NPOAYKLN

Copepxunmoro

REF Homep no karasory V ﬁggTBZ,queqHHmz p,rjljg

Konmnm4yecTtBa TeCTOB

LOT Kog napTtum /icnonb3oBatb A0

O6partutechb K
WHCTPYKUMM MO
NPUMEHEHNIO

MeguumHckoe nsgenve .
ONA AMarHocTuky in vitro -an.

VD

He ponyckaTb

VER [ata nameHeHus BO3/e/CTBISA
CO/THEYHOTO CBETa

TemnepaTypHblIi

JAvanasoH f bepeub oOT BNarn

Y M3roToBuTenb IWTI [lata 13rotoBneHus
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MpoHyMepoBaHo, MPOLLHYPOBaHO Y CKPEN/IeHo
neyvatboy3(? J nwmct
DOPMpDBYH UHNNYY inpemmonorin

4ybA"  B.I'. AKUMKWH
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