®ENEPAJIbHOE ATEHTCTBO

NO TEXHUWYECKOMY PEIYNIUPOBAHUIO U METPOJIOMUU

HAUUWOHANDBbHBLIN roCTP
CTAHOAPT
POCCUMCKOW 56144—
OEOEPALUMN 2014

CPEOCTBA NEKAPCTBEHHLIE BUONOIMNM4ECKUE AnsA
BETEPUHAPHOIO NPUMEHEHUA

MeTon cekBeHUpPOBaHUA (pparMeHTOB reHoMa ans
MaeHTUdUKaLMKn BakLIMHHBbIX WTaMMOB BUpycoB 6one3Hu Holokacna,
MH(EeKUMOHHON BypcanbHOn 60n1e3HN U UH(PEKLIMOHHOro GpoHXMTa Kyp

U3pnanune opmunanbHoe

Mocksa
CraHgapTuHgOopM
2015


https://www.mosexp.ru/ultrazvukovoy-kontrol-svarnyh-soedineniy

FOCT P 56144—2014
MpeaucnoBue

1 PA3PABOTAH deaepanbHbiM rocyaapCTBEHHbIM BHOAXETHBIM ydpexaeHuem «Bcepoccuickuin
rocyaapcTeeHHbli LIeHTp kayecTBa M cTaHgapTusauuu nekapcTBeHHbIX CPpeacTB AN XMBOTHbIX U KOPMOBY
(PreY «BrHKN»)

2 BHECEH TexHudeckum komuteToMm no craHgapTtusauum TK 454 «OxpaHa *u3HM u 300pOBbA
>KWBOTHbIX U BETEPUHAPHO-CAHUTaPHasA 6€30NacHOCTb NMPOAYKTOB KMBOTHOMO NMPOUCXOXAEHNSA U KOPMOB»

3 YTBEPXOEH v BBEJEH B OEWCTBWE lMpukaszom deaepansHOro areHTcTBa Mo TEXHUHECKOMY
perynupoBaHuto n metponorun ot 30 ceHTsabpsa 2014 r. Ne 1246-cT

4 BBEJEH BMNEPBbIE

lpasuna npumeHeHus Hacmosaweeo cmaHO0apma ycmaroeneHs! 6 FTOCT P 1.0—2012 (pa3den 8).
UHgopmayus 06 usMeHeHUsX K Hacmoswemy cmaHfapmy nybnukyemcs 6 exe200HOM (110 COCMOAHUIO Ha
1 sHBaps mekyuwieeo 200a) UHOPMaUUOHHOM yKkasamene «HayuoHanbHble cmaHdapmbly, a ochuyuanbHbil
meKkcm U3MEHeHUll U MOoMpasoKk — 8 EXEeMECAYHOM UHPOPMaUUOHHOM yKasamene «HayuoHanbHbie
cmanOapmbl». B cnydae nepecmompa  (3aMeHbl) unu  OmMMeHbl  Hacmosweeo cmaddapma
coomeememeyrowee ysedomrneHue 6ydem onybnukoeaHo & bnuxaliwem 6biycke UHPpPOPMaUUOHHO20
yKkasamensa «HayuoHanbHbie cmanlapmbly. Coomeememsylouias uHgopMmayus, yeedomneHue U mekcmsal
pasmewaromes makxe 8 UHopMayuoHHoOU cucmeme obuwjezo rosb30eaHus — Ha oghuyuanbHoM calime
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HAUMOHANBbHBIN CTAHOAPT POCCUMUCKON ®EOQEPALUMUMN

CPEACTBA NEKAPCTBEHHbIE BUONOIM4YECKUE 0114 BETEPUHAPHOIO MPUMEHEHUA

MeToa cekBeHUpOBaHUA ()parMeHTOB reHomMa Ans naeHTUUKaLUMM BaKLIMHHbIX WUTAMMOB BUPYCOB
oonesHn Helokacna, MHEeKUMOHHON OypcanbHOK 605e3HU U UH(PEKLUMOHHOro OPOHXUTA Kyp

Biological Drugs for veterinary use. Method of genome fragments sequencing for identification of Newcastle
disease virus, infection bursal disease virus and avian infectious bronchitis virus vaccine strains

Hara BBegeHusa — 2016—01—01

1 O6bnactb npuMeHeHus

HacroAawmin crtaHgapt pacnpocTpaHAeTcd Ha OuonorMyeckue rnekapcTBEHHbIe CpeacTea  Ans
BETEPUHAPHOIO MNPUMEHEHUss — BakuMHbl MPOTMB 6GonesHn Hblokacna, MHAEKLUUOHHON BypcanbHOu
6onesHu, MHAEKLMOHHOTO BpoHXUTA Kyp (danee — BakuWHbI) — U YCTaHaBNMUBAET METO CEKBEHUPOBAHUSA
hparMeHToB reHoma AN UAeHTUdUKaLMn COOTBETCTBYIOLLMX BAKLMHHBIX LUTAMMOB.

2 HopmaTtuBHbI€ CCbINIKN

B HacTosiLeM cTaHgapTe UCnonb30BaHbl HOPMATUBHbBIE CCbINIKM Ha creaylolime cTaHaapThbl:

FOCT 12.1.004-91 Cucrema craHgapTtoB 6e3onacHoctu Tpyaa. NoxapHasa 6esonacHocTb. O6wme
TpeboBaHua

FOCT 12.1.005-88 Cucrtema craHgaptoB 6e3onacHoctu Tpyaa. Obwme CaHUTapHO-TUIMEHNYecKue
TpeboBaHusA K BO3ayXy paboyein 30HbI

FOCT 12.1.007-76 Cucrtema crangaptos 6esonacHocTu Tpyaa. BpegHele Bewectea. Knaccudukauma
n obwme TpebosaHna 6e3onacHoCcTu

FOCT 12.4.009-83 Cucrema craHgaptoB Ge3onacHocTu Tpyaa. lMoxapHasi TexHuka Ans 3awuThbl
06bekToB. OCHOBHbIE BUALl. PasmelleHne u obcnyxuBaHue

FOCT 12.4.021-75 Cuctema ctaHgaptoB 6e3onacHocTu Tpyaa. Cuctembl BEHTUNAUUOHHbIE. O6LImMe
TpeboBaHua

FOCT 12.4.131-83 Xanarthbl >xeHCkne. TexHu4eckme ycrnosus

FOCT 12.4.132-83 Xanatbl MyXCkue. TexHU4ecKkne ycnosus

FOCT OIML R 76-1-2011 locyaapcTBeHHas cuctema obecneyvyeHus e€auMHCTBA M3mepeHuit. Becobl
HeaBTOMAaTUYECKOro AencTeus. Yacte 1. MeTponorudeckue n Texuuyeckue tpebosaHus. AcnoitaHus

FOCT 1770-74 (MCO 1042-83, NCO 4788-80) [lMocyaa MepHass nabopatopHasd CTEKnsAHHas.
LUunnuHapsl, MeH3ypku, konbbl, npobupku. ObLme TEXHUYECKUe yCnoBua

[OCT 3164—78 Macno BasenuHoBoe MeAULUHCKOE. TexHU4YecKkne ycnoBus

FOCT 6709-72 Boaa auctunnupoBaHHas. TexHu4eckne ycnoBus

FOCT 12026-76 bymara cunbTpoBanbHas naboparopHas. TexHuyeckue ycnosus

FOCT WCO/M3K 17025-2009 O6wme TpeboBaHMA K KOMMETEHTHOCTU WCMbITATENbHLIX U
KanubpoBOYHbIX nabopaTopuit

FOCT 25336-82 Mocyaa u ob6opyaoBaHus nabopaTopHble CTeKNsHHbIE. TUMbl, OCHOBHbLIE NapaMeTpbl
u pasmepbl

FOCT 26678-85 XOnogunbHWUKU U MOPO3USbHUKA ObITOBbIE 3NEKTPUYECKME KOMMNPECCUOHHbIE
napameTpuyeckoro psaa. Obwme TexHuYeckne ycnoBus

M3paHue opnumnanbHoe
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FOCT 28311-89 [osatopbl MeauuuHCKMe nabopatopHble. Ob6wme TexHuyeckue TpeboBaHus u
METOAbl UCMbITAHUI

FOCT 31929-2013 CpeacrtBa nekapCTBEHHbIE AN BETEPUHAPHOro npumeHeHus. MNpasuna npuemku,
mMeToabl otéopa npob

FOCT IEC 60335-2-25-2012 Be3onacHOCTb ObITOBBIX W aHANMOIMYHbIX 3NEKTPUYECKMX NpUOOPOB.
Yacte 2.25. YactHble TpeboBaHua ANA  MUKPOBOSIHOBbLIX MNeYer, BKMIOYass KOMOMHMPOBAHHLIE
MUWKPOBOJIHOBbLIE NeYu

FOCT P 12.1.019-2009 Cucrema ctaHpaapToB 6esonacHocTu Tpyaa. OnekrpobesonacHoctb. Obuue
TpeboBaHMA U HOMEHKNaTypa BUAO0B 3aLUUTbI

FOCT P 52239-2004 (MCO 11193-1:2008) MNepyaTkn MEAULIMHCKME AMATHOCTMYECKUE OHOPA30BbLIE.
Yactb 1. Cneuudukaumns Ha nepyaTku U3 Kay4ykoBoro natekca unu pactsopa

rOCT P 52682-2006 Cpeacrsa rekapCTBEHHbIe ANA BETEPUHAPHOIO NPUMEHEHUA. TEepMUHbI U
onpeaeneHus

FOCT P 52833-2007 (MCO 22174:2005) Mukpo6uonorus NULIEBOW NPOAYKUWM W KOPMOB Anis
XUBOTHbIX. MeTton nonumepasHoud uenHou peakuyumn (MLUP) ana  onpeaeneHus  NaToreHHbIX
MUKpoopraHnamos. ObLuue TpeboBaHua u onpeaeneHus.

MpumedvaHue — [lpn NOMb3OBaHUM HACTOSALUMM CTaHAApTOM LieriecoobpasHo NpoBepUTb AelcTBue
CCBINOYHLIX CTaHAapTOB B MH(OPMAaLIMOHHOI cucTeMe 0OOLLero nornb3oBaHUsA — Ha oguLManbHoM caiite degepansHoro
areHTCTBa Mo TEeXHUYECKOMY PEryrIMPOBaHMIO U METPOSIOTUM B CeTU MHTEPHET UMK MO eXerogHOMY MHA(OPMAaLMOHHOMY
ykasaTeno «HaluuoHanbHele cTaHAapTbi», KOTOPbIA ONyGrnuKoBaH MO COCTOSIHUIO Ha 1 AHBaps TeKylero roga, ¥ no
BbIMycKam eXeMeCsa4YHOro MHopMaLMOHHOIO yKasaTens «HaunoHanbHble cTaHaapThl» 3a TeKywuin rog Ecnu sameHeH
CCBIMOYHLIA CTaHZAapT, Ha KOTOPLIA jaHa HeflaTUpOBaHHasi CChika, TO PEKOMEHAYETCA UCMONb30BaTh AEeNCTBYHOLLYHO
BEPCUK 3TOrO CTaHhapTa C y4YeTOM BCEX BHECEHHLIX B [l@aHHYI) BEpCUI0 W3MEHeHWiA. Ecnn 3aMeHeH CCbiNOuHbINA
CTaHhapT, Ha KOTOpblii JaHa AaTMpoBaHHas CChifika, TO PEKOMEHAYETCS WCMNONL30BaTh BEPCUIO 3TOFO cTaHgapTa ¢
yKasaHHbIM BbILLE FOAOM yTBEpXAEeHUS (NpUHATUSA). ECnu nocne yTBEPXAEHUA HACTOALWEro CTaHfapTa B CCbINOYHbIN
CTaHAapT, Ha KOTOpbIi JaHa AaTUpOBaHHas CCbifka, BHECEHO U3MEHEeHWe, 3aTparuBalollee MOMOXKEHWe, Ha KOTopoe
JaHa ccblflka, TO 9TO MONOXEHUe PeKOMeHAYeTCA NPUMeHATb 6e3 yyeTa AaHHOrO W3MeHeHWSA. ECnn cebinouHbli
CTaHAapT oOTMeHeH Ge3 3aMeHbl, TO MONOXeHUe, B KOTOPOM AaHa CCbifika Ha HEro, peKOMEHAYETCS NPUMEHSTb B YacTw,
He 3aTparuBatoLLeli 3Ty cChirky.

3 TepMUHbI, onpeaeneHua U CoKpaweHus

3.1 B HacTosAiLem craHaapre npumeHeHbl TepMuHbl No FTOCT P 52682, a Takke cnegyowme TePMUHbI
C COOTBETCTBYHOLUMU ONpeaenieHUAMU.

3.1.1 anroput™m BLAST: AnroputMm noucka POACTBEHHbIX HYKNEOTUAHBLIX UMM aMUHOKUCOTHBLIX
nocnegoBaTensHOCTEN B 6a3ax AaHHbIX.

MpunmevyaHune — B HacTosilem craHgapTe noj 6asaMn AadHbIX nogpasyMeBatoTca 6asbl AaHHBIX
GenBank, EMBL w DDBJ, pocTynHble 4Yepe3 MNOUCKOBOW WHTepHeT-pecypc www.ncbinlm.nih.gov, cogepxauiue
oxapaKkTepusoBaHHble nocnefosaTtenbHocTU HK opraHusmoB pasnuyHbiX BUAOB W AOCTYNMHblE NONbL3OBaTENAM Ha
6e3B03Me3[HON OCHOBE.

3.1.2 anroputm CLUSTAL: ANroputM MHOXECTBEHHOrO BbiPAaBHUBAHUA HYKNEOTUAHbLIX WIN
aMUHOKUCMNOTHBIX NOCMNea0BaTENbHOCTEN.
3.1.3

amnnudukatop: AsTOMaruueckunn npubop, sbiNOnAHAOWMI Heobxoaumble ana MUP  uuknbl
Harpeea u oxnaxzaeHus ¢ 3alaHHbIMU YCMOBUAMM.
FOCT P 52833, nyHkT 3.4.20

3.1.4 amnnudukauma OHK: lMpouecc, MHOrokpaTtHO yBenuuMBAaIOWMIn 4YUCNO Konuik dpparmeHTa
reHoma kakoro-nubo opraHuama.

3.1.5 oydepHbIn pacTBOp: PeakymoHHas cpeaa, cogepawasn pasnuyHble KOMNOHEHTbI, B TOM Yucne
WOHBI M92+, HeoOxoaumble ANs NOAAEPKAHUSA ONTUMAaNbHOW aKTUBHOCTU U CTABUNBHOCTU (hepMeHTa.

3.1.6 BHyTPeHHUN KOHTPONbHbLIX oOpasey; BKO: PacrBop, coaepxawun onpeaeneHHoe
KONM4ecTBO U3BECTHbIX parmeHToB PHK, apobaeBnsiembii B aHanu3aupyemylo npoby nepep aranom
BblAEMNEHNs LENeBoro HykNemHoBoro marepuana.
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3.1.7 BbipaBHMBaHMEe HYKNEOTUMAHLIX nocregoBartenbHocTen: [lpouecc conocraBneHus
CpaBHMBaEMbIX NMOCNEA0BATENbHOCTEN A0 TAKOTO MX B3aMMOPACMONOXEHUSA, Npu KOTOpPOM Habnioaaercs
MaKCUManbHOE KONMU4YeCTBO COBNAAEHUA HYKNeoTUa0B.

3.1.8 reHeTMyeckas HeOOHOPOAHOCTbL: [ETEPOreHHOCTb CUrHana B OTAENbHbIX MNOMNOXKEHUAX
XpoMaTtorpaMmbl, MONMY4YEHHOW npu  cekBeHupoBanHunm [JHK, obycnosneHHas npucytcTsuem B
aHanuaupyemoi npobe HeCKONbKUX rEHETUYECKU pasnuyaloLmxca popm snpyca.

3.1.9 pne3okcupuboHykneasa: PepmMeHT, paspywaiowmin JHK.

3.1.10

aeHarypauvsa OHK: lNpouecc, B pesynbrare kotoporo asyxuenodedHasi [AHK paspensercs Ha
04 HOLIeNOYEYHbIE.
FOCT P 52833, nyHkT 3.4.14

3.1.11 [AHK-nonumepasa: TepmoctabunbHeiti ¢depmeHt (OHK-3aBucumas [HK-nonumepasa),
Karanuanpyiowmin uuknuyeckui cuites AHK.

3.1.12 wpedntudmkauma: [pouecc onpeaeneHns  NPUHAANEXHOCTM  MUKpPOOpraHusma K
onpeaeneHHOMY TaKCOHY.

3.1.13 wu3onar: Yucrad KynbTypa MUKPOOPraHu3ma, BblAENEHHAst W3 Kakoro-nubo KOHKPETHOro
MCTOYHMKA.

3.1.14

na6oparopHaa npo6a: [poba, npeaHasHauyeHHasa Ans nabopaTtOpHbIX WUCCNEAOBAHUA UMK
MCMbITAHWUA.
[OCT P 50779.10, nyHkT 4.31

3.1.15 mMactepMukc: CMeCb peareHToB, HeobGxoaumbix ana amnnucukayum JHK B MUP,
BKNovaroLwan cneuuduyeckue npanmepsl n gHTD.

3.1.16 wm™arpuua: OpHouenoyeyHaa HK, «komnnementapHana cuHTesupyemon uenu [OHK,
onpeaensioLwas nocneaoBaTenbHOCTb HYKNEOTUA0B B CUHTE3IMPYEMON Lienu.

3.1.17

HYKNeuHoBble KucnoTbl; HK: Makpomonekynbl, SIBRASIIOLMECH HOCUTENSMM TEHETUYECKOW
uHdopMaLmu, UNK BbICTYNALIME B KAYECTBE NOCpegHUKa NPU CUHTE3e NONUNENTUAHOW Lienu.
FOCT P 52833, nyHkT 3.1.1

3.1.18 HykneoTuaHasa nocrneaoBaTenbHOCTL: [1OpAAOK YepeaoBaHMA HYKNeoTUAHbIX octaTtkos B HK.

3.1.19 ouuctka PHK: MNpouecc obpaboTku BbiageneHHon PHK, no3sonsaowmii NOBLICUTL €€ YNCTOTY C
LiENbIO CHMKEHWA HIMBUpoBaHus peakuyuin OT u MLUP.

3.1.20

obpaTHasa TpaHckpunTasa: depmeHT, katanusupylowmii 06patHyto TpaHckpunumio PHK B OHK ¢
ucnonb3oBaHneM OT-npaimepos.
FOCT P 52833, nyHkT 3.3.2

3.1.21

obpatHaa TpaHckpunuusa; OT: Cuntes OHK ¢ matpuubl PHK ¢ ucnonb3osaHuem dpepmeHta
obpartHoii TpaHcKpunTasbl B coyeTaHuu c OT-npaiimepom B NPUCYTCTBUM
nesokcupuboHykneotTuaTpudocdarTos.

FOCT P 52833, nyHkT 3.3.1

3.1.22

OT-npaiimep: MpariMep, UCNosb3yeMblit B 06paTHON TpaHCKPUMLUK.
FOCT P 52833, nyHkT 3.3.5

3.1.23

omkur: mMBpuamsauus npanimepa C KOMISIEMEHTAPHOW MOCNEA0BATENbHOCTLIO HYKIEUHOBBIX
KMCMOT B 3a/1aHHbIX YCNOBMSIX.
[OCT P 52833, nyHkt 3.4.15
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3.1.24 oTpuuaTenbHbIi KOHTPONbHbIN o6pasey; OKO: PacTtBop, WCMONb3yEMbIN BMECTO
aHanuaupyemor npobbl A KOHTPOMSA YMCTOThI BblaeneHnsa PHK.

3.1.25 oTpuuatenbHbi kKoHTponb MLUP; K-: PeakuuonHas cmeck ans npoeeaexus MUP, 3asegomo
He coaepkaLLas LieneBoin HYKNenMHOBLIN MaTepuan.

3.1.26

oTpuuaTeribHbIN KOHTPONb BbiAeNeHUA (KOHTPONb YUCTOThLI BblaeneHus); Kg: KoHTpornb,
npoweaLwwmii Bce atanbl Belgenennsa AHK, Ho B oTcyTcTBME aHanu3upyemMoii npoodsi.
[OCT P 52833, nyHkT 3.5.4

3.1.27

nonumMmepasHasa LuenHasas peakums; [ILUP: ®epmeHTaTMBHaa  peakuus, no3songioLas
amnnuduumpoBatb pparmeHt OHK in vitro.
FOCT P 52833, nyHkT 3.4.1

3.1.28 nonoxutenbHbIn kOHTponb MLUP; K+: PeakunoHHas cmecb ana nposegexus MNUP, 3asegoMo
coaepxaluas Lenesoi HyknenHosbln matepuan (MKO).

3.1.29 nonoxuTenbHbIA KOHTPONbHbLIW o6pa3seu; MKO: Pacteop, coagepxawui onpeaeneHHoe
KONM4YeCTBO LENEeBOro HyKNnemHoBoro matepuana ana nposegexdus Mup.

3.1.30

npaimep: OnuUroHykneotTua C  ONpPeAeneHHoOW  AMMHOW U NOCneaoBaTenlbHOCTbIO,
KOMMMEMEHTAapPHbIN PparMeHTy aHanMTUYeCckn 3Haunumon nocnegosarensHocTu AHK.

MpumedyaHune —paiimepbl orpaHM4MBaroT Lienesyto nocnegosaTtensHocTb [HK.
[OCT P 52833, nyHkT 3.4.12
3.1.31

npo6a ana aHanu3a: [Mpoba, noAroToBneHHas ANA NPOBEAEHWUA WCNbITAHUA WNU aHanusa,
KOTOPYIO NONHOCTLIO M €AMHOBPEMEHHO MCMOJb3YIOT ANSA NPOBEAEHUS UCTILITAHUSA UM aHanu3aa.
FOCT P 50779.10, nyHKT 4.32

3.1.32

NUP-npoaykt: ®parmedt AHK, amnnudpuymposanHbin B MNLP.
FOCT P 52833, nyHkT 3.4.5

3.1.33

MUP ¢ ropsuyuMm ctaptom: Aktusauusa tepmocrtabunbHoi OHK-nonumepasbl ¢ nomoLubio 3tana
nporpesa nepeg OCHOBHOW NporpaMmon, nossonaowas usbexarb Hecneyuduyeckon amnnuukayun.
[OCT P 52833, nyHkT 3.4.9

3.1.34

puboHykneasa: depMeHT, paspyatowmii PHK.
FOCT P 52833, nyHkT 3.3.3

3.1.35 cekBeHupoBanue [HK: OnpegeneHue HyKneoTuaHOM NOCNEAOBATENbHOCTM )parMeHTa
reHoma opraHusma.

3.1.36 cMmechb ne3oKcuHykneosnarpudocdaros; OHT®: Pactsop, coaepxaLumn
Ae3okcuageHosunHTpudpocdar, aesokcuuyutnauHrpudocdar, Ae30KeuryaHuHTpudgoc-gar,
AesokcutumuaunHTpudocdar, SABMNAIOWMECA  «CTPOUTENbHbIMM  OnokaMu» AN CUMHTE3a  HOBbLIX
KomnneMmeHTapHbix uenei OHK.

3.1.37 cmecb aupesokcuHykneosuarpudocdaros; aaHTD: Cmecb npousBoaHbIX AHTD, y KOTOPbIX
rMAPOKCUIbHaA rpynna y TPETLEro atoMa yrnepoga Ae3okcupubo3sl 3ameLleHa aToMoM BoAopoaa.

MpumevdyaHnne — OnyopecueHTHO-MeYeHHble AHT® Mcnonb3ylT NpU CEKBEHUPOBaHMW B KadyecTBe
TePMWHATOPOB 3MOHraLMn NpaMepoB, Tak kak UX BKITOYEHNE NpepbIBaeT BO3MOXHOCTb AarnbHENLLero YANUHEHNS Lienm
OHK.
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3.1.38

cneumduuHOCTb: CNOoCOBHOCTL NPUMEHAEMOro MEeToAa pacno3HaBaTh UCKIIOYUTENIBHO LENEBYHO
nocneaoBaTenbHOCTb U OTNNMYATL €€ OT CXOAHbIX NOCNEA0BATENLHOCTEN U 3arPA3HSIIOLLIMX NMPUMECEN.
FOCT P 52833, nyHkT 3.6.4

3.1.39

uenesas [HK: BoiGpaHHasa ans amnnudukayuu nocnegosarensHocts AHK.
FOCT P 52833, nyHkT 3.4.13

3.1.40 wTtamm: Yucrtaa KynbTypa MUKPOOPraHu3ma, BbIAEINIEHHAs M3 KOHKPETHOro WCTOYHMKA M
XapakTepusyowasaca HEKOTOPbIMA M3YYEeHHbIMWU npusHakamu (Mopdonoruyeckumu, OU3nonorMyeckumm),
OTNUYaLLMMM €€ OT APYr1X KynbTyp TOro Xe Buaa.

3.1.41 anwuusa: KV3BneyeHne BeLLECTBA W3 TBEPAOr0 HOCUTENSA BbIMbIBAHMEM MNOAXOASALLUM
pacTBOpUTENEM.

3.142

3MIOHraumMa nparvmepa: depMeHTaTMBHAA peakuus, NpuBoAsLlAas K CuHTedy Hosol uenu JHK
nyteMm go6aBneHns OAUHOYHbIX A€30KCMPUBOHYKNEOTUAOB K 3'-KOHLY npanimepa.
FOCT P 52833, nyHkT 3.4.16

3.1.43 akctpakuma PHK: O6paGoTka aHanusmpyemon npoObl BakuuHbl, BbicBOOOXaawwaa PHK
BUpYyca.

3.2 B HacToALLEeM CcTaHAapTe UCnorb30BaHbl CReayoumMe CoOKpaLLeHus:

OHK — ne3okcupuboHyKnemHoBasi KUCnoTa;

kOHK — komnnemeHntapHasn OHK;

n. H. — napa HyKneoTuaos;

PHK — puboHykrnenmHoBas KMCnoTa;

TB3 — Tpuc 6opaTHbIA 3NEKTPOAHbIR Bydep;

OOTA — HaTpueBas conb 3TUNEHANAMUHTETPAYKCYCHON KUCAOTHI;

HB — Hbtokacnckas 6onesHs;

VBB — nHMekunoHHasa dypcanbHasa 60nesHb;

MBK — MHMEKLUOHHBIN BPOHXUT Kyp.

4 YcnoBus BbINOJIHEHUSA UCNbITAHUIA U TPeboBaHus 6e30nacHOCTU

4.1 YcnoBusi BbINOSIHEHUA UCNIbITAHUN

4.1.1 OG6Gwmue TpeboBaHMsA, npeabsBNAEMble K WCNbITaTENLHOW nabopaTopum U NPOBEAEHUIO
ucnbiTaHnin, — no FOCT NCO/M3K 17025.

4.1.2 O6wme TpeboBaHua k nabGoparopum, ucnonb3yowei metoabl amnnudukauum AOHK ans
MOTNEKYNAPHO-TEHETUIECKMX UCTILITAHUIA, YCTPOMCTBO M OCHawleHue naboparopum — no NOCT P 52833
(pasgen 6).

MpumevyaHue - OpraHusayuio pabotbl nabopaTopuii, Uchonb3yoWMX MeToabl amnnudukauum HK npu
paboTe ¢ MaTepuanoM, cogepxalyuM MUKpoopraHuamel | — IV rpynn natoreHHOCTH, OCYLLECTBMSAIOT B COOTBETCTBUU C
1

4.2. Tpe6oBaHus kK nepcoHany naéoparopum

4.2.1 O6wwme TpeboBanus — no NOCT UCO/MIK 17025 u FTOCT P 52833.

422 [epcoHan pAormkeH 3HaTb npasuna pabotbl B nabopatopuu, UCMONb3yOLWENn MEeTOoAbI
amnmupukaummn  OHK, caHuTapHO-TMrMEHMYECKWe HOpMbI, NpaBuna OXpaHbl TpyAa, MOXAPHOW W
anekTpobe30nacHOCTH.

4.2.3 MepcoHan, BbIMOMHAIOWMUA UCNLITAHWA, AOIMKEeH Bnaaetb Metogamu MNLUP u cekBeHupoBaHus

OHK.
4.3 Tpe6oBaHua 6e3onacHoOCTN

431 Mpu pabore Cc XMMUYECKUMM peakTuBamu Heobxogumo cobniogatb obuwme TpeboBaHus
6e3onacHOCTH obpaLyeHus ¢ BpeaHbIMU BeLecTBaMm, ycraHoBrneHHble FOCT 12.1.007.
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MpumMmeyvyaHune — PaboTa ¢ maTepuanom, cojepxalyuMm MukpoopranHusmel |l — IV rpynn naToreHHocTw,
[oMxHa cooTBeTCTBOBaTL Tpeboaruam [1] n [2].

4.3.2 MomeweHne JOMKHO ObiTb 060PYAOBAHO 0OLIEN NPUTOYHO-BLITSXKHONW BeHTUNsAUuMen no FOCT
12.4.021. CopepxaHue BpedHbIX BELUECTB B BO3Jyxe pabouen 30Hbl He AOMKHO MPEBbLILLIATbL HOPM,
ycraHoBneHHblx FOCT 12.1.005.

4.3.3 Mpu paboTe c anekTpoycTaHOBKamMu crneayeT cobniogate TpeGoBaHus anekTpo6e3onacHocTy,
ycTaHosneHHole B FOCT P 12.1.019.

4.3.4 MomeLyeHne nabopaTopum AOIDKHO COOTBETCTBOBATL TpebOBaHUAM NoXapHoi 6e3onacHOCTH No
FOCT 12.1.004, GbITh OCHaLLEHO cpeacTBamMu noxapoTyeHus no FOCT 12.4.009.

5 CpeacTtBa nsmepeHuit, o6opyaoBaHue, peakTuBbl, NOCyAa U MaTepuanbl

5.1 lMpu npoBegeHuu wucnbiTaHMn obopyaoBaHue crneayeT obcnyxuBatb B COOTBETCTBUU C
WHCTPYKLUMsiMU npousBoautens u tpedosannsamu FTOCT UCO/MOIK 17025 n FOCT P 52833.

5.2 insi npOBEA,EHMS UCTILITAHUIA NPUMEHSIOT CrieAyloLLee CPeACcTBa M3MepeHuit u 06opyaoBaHue:

- Becbl anekTpoHHble no FOCT OIML R 76-1 Il (BbICOKOro) knacca TOYHOCTU C AENCTBUTENbHOW LEHOW
aeneHna d < 0,01 r; npu B3BewwmBaHuum B AuanasoHe ot 0,02 go 50,00 r npeagenom Aonyckaemom
MOrPeLLHOCTH NPU NEPBUYHON NOBEPKE + 4 Mr, NpY aKcnnyaTauuu — + 5mr;

- aHanusatop reHetndeckun Aana pasgenenna  @gparmeHtos JHK mMeTtogom  KanunnspHOro
anekrpodopesa ¢ pgetekyuein curHana pnoopecueHumM, nNO3BONAIOWMIA  OCYLWEGTBUTL NPOYTEHUE
HYKNeoTUAHOM nocneaoBarenbHOCTU ANUHON A0 950 N. H. C TOYHOCTLIO HE MeHee 98,5 % ;

- 6OKC namMuHapHbIN ¢ knaccom Guonorudeckon 6esonacHoctu Il Tun A ans ebigenenus HK;

- MUP-60kc ¢ 6akTepuunaHoin naMnoi;

- aMnnudukaTopbl Ans MUKPONpoGupok BmecTumocTeio 0,2 u 0,6 CM G BO3MOXHOCTBIO aKTUBHOTO
perynupoBaHunsi TeMnNepaTypbl N0 PacTBOpy B Npobupke;

- TepMmocCTaT TBEPAOTENbHLIN C AUanasoHoM Temnepatyp oT 25 °C ao 100 °C ans Mukponpobupok
BMECTUMOCTbIO 1,5 cM®;

- 0TCacbIBaTE b BAKYYMHbIN MEAULMHCKNIA C KONOOW-NOBYLUKOW;

- MUKPOLIEHTPUMYIU C YIMOBLIM POTOPOM AN MUKPONPOOUPOK BMECTUMOCTLIO 1,5 cm® co CKOPOCTbIO
BpaLLeHusa 1o 14800 06./MuH, MakcMManbHbIM yckopenuem 21100 g;

- MUHUUEHTPUAYrU-BCTPSIXMBATENU C poTOpaMu Ans Mukponpobupok Bmectumoctbio 0,2; 06 u 1,5
CM3, CKOpOCTbIO BpaLleHusl He meHee 2400 06./MWUH U MakCUManbHbLIM yCkopeHueM ao 700 g;

- XonogunbHuk ObiTOBON anekTpuuyeckuit no [OCT 26678, obGecneuvBalowmii noaaepXKaHue
TemnepaTypkl oT 2 °C 10 8 °C, ¢ MOPO3UILHOM KaMepoii, 06ecneynBaloLLnii NOAAECPXKAHUE TEMNEPATYPhl HE
BbILLE MUHYC 16 °C;

- Habop A403aTOPOB ANEKTPOHHLIX UMM MEXAHUYECKUX MeAUUMHCKMX nabopaTtopHbix no MOCT 28311, ¢
BapbupyeMbiMn 0bbemamu 403;

- KaMepy AJ151 FOPU3OHTANBHOTO ArIeKTPOdope3’a BMECTUMOCTbIO He Gonee 500 cm®;

- UICTOYHUK NUTAHUA AnA anekTodopesa NOCTOAHHOrO Toka ¢ HanpsbkeHuem ot 150 go 460 B;

- TPAHCUNIIOMUHATOP YNbTPadMONETOBbINM C KAOMHETOM ANSA NPOCMOTpa renen;

- BuaeocuctemMy C UuUMPPOBON BUAEOKAMEPOW ANA perucrtpauuum pe3ynbLTatoB W nepeaaqu
n306pakeHuns;

- NeYb MUKPOBOSHOBYIO MOLLHOCTLIO HE MeHee 800 BT, cooTseTcTByOWyl0 TpeboBanuam MOCT IEC
60335-2-25.

5.3 [Ina npoBeAeHUs UCNbITAHWI NPUMEHSIOT Creaylowwmue peakTuBbI:

a) Habop peareHToB 415 dkcTpakLum PHK | BKIIOYatoLLuii:

1) «nu3npylowmin pacTeopy;

2) «pacTBOpP ANSA OTMbIBKM Ne 1»;

3) «pacTtBop Anst OTMbIBKU Ne 3y»;

" MpuMepoM NoAXoAsLIEro 06OPYOBAHNS MOXET CNYXWUTb reHeTu4eckuii aHanusatop «AB/ PRISM 3130 Genetic
Analyzer» (Applied Biosystems, CLUA) ¢ kanunnspHelM 6nokom Tuna «3130/3100-Avant» Genetic Analyzer Capillary
Array,4 x 50 cM (Applied Biosystems, CLUA). [JaHHas MHdpopmauus ABNAETCA peKkoMeHAYeMOi W NMpuBefeHa Ans
yAoGcTBa nonb3oBaTerel HacTosiLero ctaHaapTa.

Mpumepom MoxeT cnyxuts Habop «PUBO-copb» (PBYH LIHWA 3nugemnonorun PocnoTpebHagsopa, PD).
[HaHHasa nHdopmaLns aBnseTcs pekoMeHAyeMoii 1 NpueeaeHa Ans yao6cTBa Nonb3oBaTenell HaCTOAWEro cTaHaapTa.
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4) «pacTBOp ANS OTMbIBKM Ne 4»;

5) copbeHT (25 %-Has B3Bech 4yactuy SiO, paszmepom ot 20 ao 50 mMkM B pactBope Tpuc-HCI
MOMAPHON KOHLEHTpauum 5 Mmonb/,qM3);

6) 6ydbep ans anouuun PHK;

7) BKO;

8) OKO;

6) HaBop peareHToB 4515 OT , BKNIOYAOLLMIA:

1) TpaHckpunTady o6paTHY0 PEKOMOUHAHTHYK MOAMMULMPOBAHHYIO W3 BUpyCa NelkemMuu MbilLen
«M-MLV» akTuBHOCTbIO 0,2 ea./om’ B Oycbepe ans xpaHeHus;

2) [HK-6ycpep;

3)peareHtbl «RT-mix» n «RT-G-mix-1», cogepxawme pabdounii GydepHbiit pactBop, AHT® wu
reKkCaHykneoTuaHble npaiMepsl CO Cry4anHon NOCNea0BaTeNbHOCTLIO HYKNEOTNA0B;

B) pacTBOpbl MPSAMbIX M obpaTtHbix lMLP-npaiimepos MOnApHON KOHUeHTpauuen 10 MMonb/aM® 1
YMCTOTOM CMEeuUPUYecKoro ONMroHykneoTuaa He mmeHee 98 %, nossonAlWMX aMnnuuuMpoBaTb
COOTBETCTBYIOLUME PparMeHTbl FeHOB LUTaMMOB BUPYCOB;

r «I'ILI,P-cmer-Z»*, cogepxawlyto TepmoctabuneHyto HK-nonumepasy «uaTak» aktuBHOCTbIO 0,25
en./MM°, MarHus cynbpat M@gS0,; MONAPHOW KOHUEeHTpauum 5 MMONL/AM>; Tpuc-HCI monsapHou
KOHUeHTpauuu 66 MMOﬂb/p,Ms ¢ pH 8,3; ammoHus cynbdar (NH4),S04 monspHoi KOHUeHTpauuu 16,7
Mmonb/am® ; pactBop «TBUH-20» 0,01 %-Hblif; rnuuepuHa pacteop 20 %-Hbli; KpacuTernb Kpe3oroBbli
KpacHbIii;

a) pacteop aHT®, copgepxawmii HatpueBble conmm AHT® co creneHbio ounctku Gonee 98 % u
KOHUEHTpaLuuen Kaxaoro 2 Monb/am>, pH 7,5;

€) BOA4Y OEMOHU30BAaHHYIO, knacca 4uctoTel |, cBoboaHylo oT puboHykneas, aesokcupuboHykneas,
HEeOopraHN4YecKnx n OpraHNYeCcKUX NPMMecen ¢ yaeneHbIM conpoTuBneHmem He medee 18 MOm-cwm;

) Bock ans MUP;

1) Macno sasenuHosoe meguuuHckoe no FOCT 3164,

K) arapo3y, NpuroaHyto Ansa anekrpodopetmyeckoro pasaenexunsa AHK;

n) TB3-6ychep ans anekTpochopesa (KOHLEHTPUPOBAHHLIN OydepHbIi pacTBOp, coaepaluuii Tpuc-
OCHOBaHWe MOMSPHOW KOHUeHTpauun 0,89 MOJ'Ib/JJ,Ms, OOpPHYIO KMCROTY MONAPHON KOHuUeHTpauuu 0,89
monb/am®, OATA MONAPHOIT KOHLEHTpaLmu 0,02 monb/am®, pH = 8,3);

M) pacTBop GPOMMUCTOrO 3TMAKUSA KOHLUEHTpaumen 10 MI/CM®, X. 4.

H) Mapkep monekynspHeix Macc OHK, copepxawmii pparmentsl AHK pasmepom ot 100 go 1000 n. H.
KOHUeHTpauueit 100 HI/MM®, 06'EMOM AMNSi HAHECEHNS B NYHKM rensi 3 — 5 Mm;

M) peareHT Ans ouncTku npoayktos MLUP ™ ;

p) peareHT Ans cekpennposanns IHK ;

C) CMUPT U3OMPOMUIIOBLIA MACCOBOW A0NeEN OCHOBHOTO BellecTa 99,8 %;

T) hopMamuf, BbICOKOOUYULLEHHLIN AENOHN3UPOBAHHLIA C 3NEKTPONPOBOAHOCTLIO B AManasoHe 19 —
34 MKCM/CM*4;

y) HaGop ANA CEeKTPanbHOIl KanMGPOBKN FeHETUYECKOrO aHann3aTopa

&) NonMMep ANS KaNUAMSPHOTO anekTpodopesa *;

" [aHHas WHopMaLMs SABMSETCA peKOMeHAYeMOW W npuBefeHa ANS yAo6cTBa morb3oBaTenell HacTOSILLEro
cTaHpapra.
MpumepomM MOXeT cnyxuTb Habop «ExoSAP-IT™y» (USB Corporation, CLLUA). daHnHas nHdopmauyusa sensetcs
pekoMeHAyeMolt 1 NpusedeHa ANs yAo6CTBa Nomb3oBaTenel HacTosLero cTaHaapTa.
[MpuMepom noaxoasilero peareHTa MOXeT cnyxuTb «BigDye® Terminator v1.1 Ready Reaction Mix» n3
Habopa peakT1BOB ANA cekBeHMpoBaHuA «BigDye® Terminator v1.1 Cycle Sequencing Kit» (Applied Biosystems, CLUA).
[aHHas nHdbopmauus SBrseTcs pekoMeHAYyeMOR U NpuBefeHa Ans yaobcTea nonb3oBaTenel HacTosLero ctaHgapTa
’ MpumepoMm MoxeT cnyxutb dopmamug «Hi-DiTM Formamide» (Applied Biosystems, CLUA). [aHHan
UHhopMaLNA ABNAETCS pekOMeHAYeMOil U NpUBeAeHa Ans yAoGCTBa nofb3oBaTeneii HacTosiLero craHaapTa.
MpumepoM nogxoasiiero Habopa MoxeT cnyxuTb «31xx and 3500 Matrix Standards Kit, BigDye® Terminator
v1.1» (Applied Biosystems, CLUA). JaHHas WHDOpPMaLmMs ABNSETCH peKkoMeHAyeMOW W npuseAeHa Ansa ypobcTsa
nonk3oBaTenei HacTosALLero cTaHaapTa.
6 [MpuMepomM noaxoasLLero nonuMepa MoxeT cnyxute «POP-7™ Polymer for 3130/3130xl Genetic Analyzers»
(Applied Biosystems, CLLUA). [aHHas uHdopMaLusa sBnseTcA pekoMeHAyeMoi W nNpuBefeHa Ana ypobetea
nonb3oBaTene HacTosLero cTaHaapTa.

7



FOCT P 56144—2014

L) KOHUEeHTpaT Bydepa ana kKanUNNAPHOro eneKTpoq)opeaa*;

4) BOAY AUCTMNNMPOBaHHYo no MOCT 6709.

5.4 [Insa npoBeAeHnA UCNbITAHWI NPUMEHSIOT CREAYIOLLYIO NOCYAY U MaTepuarns:

- npobupkM OAHOpPA30BbIE NONUNPONUMEHOBLIE MIOTHO  3aKPLIBAIOLUMECA PaAyMpPOBaHHbIE
BMECTUMOCTbIO 0,6 1 1,5 cM™;

- npodupku ana MNLP ¢ nnockoi KpbIwKon BMECTUMOCTbIO 0,2 om®;

- Konby koHuueckylo no FOCT 25336, U3 TepMOCTOMKOro CTekna BMECTUMOCTbIO 250 om?;

- UMNUHAPLI MEPHbIE BMECTMMOCTbIO 50 n 1000 oM’ no FOCT 1770;

- CTaKaHbl CTEKMSIHHbIE BMECTUMOCTbIO 100 1 400 cm® no FOCT 25336;

- HAKOHEYHWKM OJHOPA30Bble€ YHMBEPCANbHbIE AN AMEKTPOHHLIX UMM MEXaHWYeCKMX A03aTOPOB C
BapbUpyEMbIMM 00bLEMaMK J03;

- LUTATUBbI ANSi MUKPONPOBUPOK N HAKOHEYHUKOB;

- MnaHwetsbl 96-NMyHOUHblE ANA ABTOMATU4ECKOTO FEHETUYECKOro aHanusaTopa C YNNoTHUTENeM,
OCHOBaHMEM (LUTATMBOM) U PUKCATOPOM ;

- @MKOCTH ANns cOpoca HaKOHEYHUKOB;

- eMKOCTY ANA PacTBOPOB C YNNOTHUTENAMU ;

- eMKOCTb Ans aHoAHoro Gydepa ™;

- candeTkn AnA OYMCTKU NIUH3, XUMUYECKU YUCTHIE;

- NeHTy nabopaTopHYIO BNAroCTOMKYIO 3NMacTUYHYIO;

- xanatbl no MOCT 12.4.131 u NOCT 12.4.132;

- nepyatku no FOCT P 52239, ogHopa3oBkle U3 narekca 6e3 nyapbi;

- 6ymary ounbTpoBansHyto no MOCT 12026;

- cpeactea ans 06paboTku paGoyero mecra no [1] u [2].

5.5 [Jonyckaetca UCNONb3OBaHWE  APYrUX CPEACTB  U3MEpPEHUH C  METPONorudeckumu
Xapakrepuctukamu, a TaKke o0opyaoBaHMs, MarepuanoB, MNOCYAbl U PEaKTUBOB C TEXHUYECKUMMU
XapakTepuUCTUKaMU HE XYKe YKa3aHHBbIX.

6 CywHocTb MeToAa

6.1 CywHOCTb MeToAa 3akm4vyaeTca B OMPEAEeNieHUM HYKINEeOTUAHLIX MOCNeA0BaTeNbLHOCTEN
BapuabernbHbIX Y4acTKOB FeHOMOB LuTammoB BuUpycoB HB, UBB u WBK u3 uCnbITyeMbiX BakuUWH, MX
CpaBHEHMU C U3BECTHbLIMM MOCNEA0BATENBHOCTAMU U UAEHTUMUKALUMU BAKLMHHBIX LUTAMMOB.

6.2 NcnbiTaHe COCTOUT M3 CneayoLmx 3Tanos:

- 9KcTpakuma u ouncrka PHK Bupyca;

- peakums o6patHou TpaHckpunuum (OT) ounweHHoi PHK Bupyca;

- amnnucpukauma parmeHToB reHoma BupycoB wmetogom [UP ¢ napamu npaiimepos,
NaHKUPYIOLMMU  OMpefieNiEHHblE  y4acTKu TreHoma pAans wugeHtudukaumm wramma Bupyca: HB —
hparmeHThbl reHoB M n F, BB — cparmeHT reHa VP2, UBK — dparmeHT rexa S;

- petekumua TLP-npoayktoB MeToaOM anekTpodopesa B arapo3HOM rene Ans  BbISIBNEHUA
cneyudmveckmx nonoc amnnuduuymposanHon OHK u oueHku koHueHTpauum MNLP-npoaykToB;

- cekBeHupoBaHune T[MLP-nNpoaykToB, OYMLLEHHBLIX OT HEBKMIOYMBLUMXCA npaimepoB u AHT®,
ANAE30KCUHYKNEOTMAHBIM METOAOM C (PryOPECLeHTHLIMU KpacuTEnsMu;

" MpuMepoM NOAXOASLIEro KOHLEHTpaTa Gydepa MoxeT chyxuTs «310 and 31xx Running Buffer, 10X» (Applied
Biosystems, CLUA). [JaHHas uvHdopMauus sBNAETCS pekoMeHAYeMoil U npueefeHa Ans yao6cTBa nonb3oBaTeneit
HacToslLero cTaHaapTa.

MpuMepoM MOXeT cnyxuTb nnaHweT «MicroAmp® Optical 96-Well Reaction Plate» (Applied Biosystems, CLLA)
¢ ynnoTtHuTenem Tuna «96-Well Plate Septa» (Applied Biosystems, CLLUA), ocHoBaHnnem Tuna «3130 and 3100 series
Plate Base 96-Well» (Applied Biosystems, CLUA) u dpukcaTtopom Tuna «3130 and 3100 series Plate Retainer 96-Well»
(Applied Biosystems, CLUA). [daHHaa wHdopMaLns SBRsSeTCA peKkoMeHfyeMoW W npuBeAeHa [Aana yaobcTsa
none3oBaTereii HacTosLLero craHaapTa

" TpuMepamn MOTYT CyXWTb eMKOCTU ANs pacTBopoB «Buffer, Water, Waste Reservoirs, ynnoTHWTenb
«Reservoir Septa» (Applied Biosystems, CLLUA). JaHHas WHdOpMaLusa SBMSETCS PeKOMEHAYeMOW W npuBeaeHa Ans
yaobcTBa nonb3osaterneil HACTosILLero cTaHaapTa.

MpuMepoM MOXeT CryXuUTb eMKocTb ANA aHofgHoro Bydepa «3130/3130xI Buffer Jar» (Applied Biosystems,
CWA). OanHaa uHdopmMauus sBMsSeTCs pekoMeHAyeMoW W npusepeHa Ans ynobcTea nonb3oBaTeneil HacTosLiero
cTaHaapTa.
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- onpeaeneHne HyKneoTUAHOW NocneaoBaTenbHOCTU (PParMeHTOB reHOMOB LUTAMMOB BUPYCOB NyTEM
pasaeneHns NpoAYKTOB peakuuu CEKBEHMPOBAHMS, OYMLLEHHbIX OT u30biTka AHT®, dnyopecueHTHO-
MeYeHHbIX AAHT®, npaiimepa u conei, METOAOM KanmUISIPHOTO anekTpodopesa € AeTekumen curHana
nioopecueHLUN 1 KOHTPOSb Ka4ecTBa CEKBEHNPOBaHUS,

- CpaBHEHME MOJyYEHHOW HYKNEOTUAHOW nocneaoBaTensHOCTU (pparMeHTa reHoma Bupyca us3
aHanuaupyemoin npobbl C U3BECTHBIMM MOCNEAOBATENLHOCTAMU BUPYCHbIX LUTAMMOB M3 6a3 AaHHbIX B
uensax naeHtudukauum BakLUMHHOIO WTaMMa U UHTepnpeTaums pe3ynbTatoB UCTIbITAHUA.

7 OT60p N nogroroBka Npo6

7.1 OT60p NabopaTopHON NPOGHI

7.1.1 Na6opatopHyio npoBy OT cepuu BaKUMHbLI OTOMPAIOT METOAOM CryyaiHoro orbopa nocne
NpoOBEPKU Ka4yeCTBa YNakOBKM, MApPKMPOBKM W BHewHero Buaa B coorBetctBuM ¢ [OCT 31929.
JlabopatopHas npo6a aomkHa GbITb penpe3eHTaTUBHOI U CoAepXKaTb HE MEHee ABYX YMaKOBOYHbLIX €AUHNL
U3 KaXZ0N CepuUmn BaKLUHBI.

7.1.2 Mpu nony4eHUn HeyaOBNETBOPUTESNbHBLIX PE3YNbTATOB UCTILITAHMIA NPOBOASIT NOBTOPHLIN OTOOP
nabopaTtopHoi Npobbl OT YABOEHHOrO KONUYECTBA €AMHULL YAKOBKU TOW ke cepun B cooTBeTCcTBUM ¢ TOCT
31929.

7.1.3 Na6opatopHble Npobbl XpaHAT B COOTBETCTBUM C YCIIOBUSIMM, YKa3aHHbIMU NPOU3BOAUTENEM B
HOPMAaTUBHBIX AOKYMEHTAX Ha KOHKPETHYIO BaKLMHY.

7.2 NoaroToBKa aHaNU3UPyeMon NpoodkbI

7.2.1 Kaxxayo aHanusupyemyio npo6y noaroTaBnuBaloT B O4HOPA30BbIX NepyaTkax.

7.2.2 N3 ogHON ynakoBOYHOM eauHULbl OTOupaiot 10 MM XUKOi BaKLMHbI U NEPEHOCAT B O4HOPa30BYIO
MONUNPONUMEHOBYIO MUKPOMPOBUPKY BMECTUMOCTDLIO 1,5 oM.

7.2.3 JlnodpunusmpoBaHHele OPMblI BaKUWMH MpPeABAPUTENIBHO PECYCNEH3UPYIOT B CTEPUNbHOM
pacTBopuTENE U rOTOBAT aHanu3upyemyto npoby no 7.2.2.

8 JkcTpakuma u ounctka PHK

8.1 Okctpakumio n ounctky PHK n3 ananusmpyemonn npoObl BakuuHbl NPOBOAAT C UCMOMb30BaHUEM
KoMnnekra peareHToB A4ns BblaeneHus PHK no 5.3 copOUMOHHbIM METO40M.

8.2 MoTOBAT HEOGX0AMMOE KONMMYECTBO O4HOPAa30BbLIX MPOOMPOK (MO YMCNY aHanu3upyeMbix nNpob) u
[06aBnalOT Npobupky Ans oTpuuaTtensHoro koHTponsi Kg. BHoOcAT B kawayw npobupky no 0,45 oM’
«NM3NpYIOLLLIEero pacTeopa» M no 5 Mm® BKO. MpoBupku MapkupyoT.

8.3 B npotGupku no 8.2 BHocaT no 10 MM> aHanuaupyembix npoB, MCNONb3ysi HAKOHEYHUKM C
aspo3ornkHeIM 6apbepom. B npobupky Kg BHOCST 10 MM OKO.

8.4 B kaxayto npobupky no 8.3 BHocAT 25 Mm® copbeHTa, KOTOpbI NpeaBapUTENbHO BCTPSAXMBALOT.
CoaepxuMoe npobupoK NepemMeLUMBaOT U MHKYOMPYIOT NMpu KOMHaTHOI Temnepatype B TeyeHue 8 — 10
MWH, BCTpAXMBas vepes kaxable 2 — 3 MUH. 3aTteM ocaxaaloT cCopbeHT B MUKpOUEHTpudyre ¢ yrioBbiM
potopoM npu 5000 06./MvuH B TeyeHune 30 ¢. HagocagouHylo XXMAKOCTb yAansitoT, UCMOMb3YA BaKyYMHbIN
oTcacbiBaTenb C KONBON-NOBYLUKON U OTAENbHbIA HAKOHEYHWK ANS KXXA0W aHanManpyemMom npoodsol.

8.5 K nonyyeHHomy nocne ueHTpudyrnposaHusa copberty no 8.4 gotasnstotr no 0,4 om® «pacrBopa
Ana otMbiBkn Ne 1». lMepemelunBaioT Ha BCTpAXMBATENEe A0 MOSIHOTO PeCyCneH3upoBaHus copbeHTa.
Cop6eHT ocaxpaarwT ueHTpudyrnposaHnem npu 5000 o6./mMuH Ha MukpoueHTpudyre B TedeHue 30 c.
YpansaT HagoCafouHYl KMAKOCTb, WCMOMb3ys BaKyyMHblii OTcacbiBaTene G KONGOW-NOBYLUKOW K
OTAENbHbIA HAKOHEYHUK AN KaXKA0W aHanu3npyemon npobsi.

8.6 [Baxabl NOBTOPSIOT NPOLeAypY OTMbIBKW, MCMONb3ys No 0,5 cM® «pacTBOpa ANs OTMbIBKK Ne 3,
aHanoruyHo 8.5.

8.7 3ateM npoueaypy OTMbIBKM NMOBTOPSAIOT, UCnonb3ys no 0,4 o’ «pacTBopa Ana OoTMbIBKU Ne 4»,
aHanornyHo 8.5, npu 9TOM CopbBeHT ocaxaaroT LeHTpudyruposaHuem npu 10000 06./MuH.

8.9 Mpobupkn ¢ OTMbITbIM copBeHTOM No 8.7 NoMeLualT AN ero NoAcyLIMBaHUA B TepMOCTaT npu
TeMmnepatype 60 °C Ha 12 — 15 muH. NpKU 3TOM KPbILLKM NPOBUPOK AOIMKHbI ObITh OTKPLITHI.

8.10 B npo6upkn ¢ NOACYLLIEHHLIM OTMbITLIM COpBeHTOM A06aBnsioT no 50 mm® Gycepa Ans anoLUM
PHK, kpaTkoBpeMEeHHO NepeMeLunBaloT Ha BCTPsXMBATersie, MOMELLAIOT B TepMmocTaT Mnpu Temnepatype
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60 °C Ha 2 — 3 MWH, cHOBa BCTPSIXMBAIOT, a 3aTeM LieHTpudyrupyior npu 12000 — 13000 06./mMuH Ha
MUKPOLIEHTpUAYre C YrnoBbIM POTOPOM B TEYEHUE 1 MUH.

8.11 HapgocanoyHas >xuakocTb, MONy4YeHHas nocne LeHTpUdyruposanus no 8.10, COAeP>UT OUYULLIEHHYIO
PHK (PHK-npoBy), koTopyto 3aTeM UCMONb3YIOT Ans peakumn OT B COOTBETCTBUM C pa3aenom 9.

Cpok xpaHeHuss PHK-npoGbl npu Temnepatype ot 2 °C go 8 °C — He Gonee 4 u.

9 Peakuusi ooparHom TpaHckpunuum (OT)

9.1 [Ina nposeaeHus peakyum OT ncnonb3yiloT Habop peareHToB No 5.3.

9.2 'OTOBAT peakyMOHHYIO CMeCb. [Insi 3TOro B MUKpPONPOOMpPKY BMECTUMOCTLIO 0,6 oM’ BHOCAT 125
MM° pearenta «RT-mix», 0GABNSIOT 5 MM® peareHTa «RT-G-mix-1» 1 6 MM® 0GPaTHOM TPAHCKPUNTA3bl «M-
MLV», TwatenbHO nepemMeLUMBaltoT.

9.3 B MUKpONpPOBUPKI BMECTUMOCTBIO 0,6 CM> BHOCSIT N0 10 MM® rOTOBOI peakunoHHON cmeckn no 9.2 n
no 10 mm> PHK-npo6, NONyYeHHbIX B COOTBETCTBMM C pasgenom 8. OCTOpPOXHO nepemeLunBaloT
nunetTuposaHueM. UHkybupylotr npobupku B TeueHue 30 MuH B TepmocTtare npu Temnepatype 37 °C.
Monyyenubii npenapatr kAHK pa3ssogar B paBa pasa [JHK-Gycepom, akkypatHO nepemelumnsaiot
MUNEeTUPOBaHNEM.

9.4 Cpok xpaHeHus rotoBoro npenapara kJHK npu Temnepatype He Bbilwe MUHYC 16 °C — He Gonee
Cemu AHel unu npu TeMnepartype He Bbillie MuHyC 68 °C — He 6onee ogHoro roga.

10 AMnnudukauma pparmeHTOB reHoMa BUPYCHbIX wTamMmmoB metogaom MLP
10.1 Ona maeHTudukaumn wrammos Bupyca HB ucnonb3yioT Ase napbl npaiMepoB, NO3BONAOWMX
amnnuduuuposaTb dparMeHt F-reHa anuHow 442 n. H. u dparmeHt M-rena anuHon 1051 n. H., B

COOTBETCTBUM C Tabnuuen 1.

Tabnwuya 1—Mpaiimepsl 4NA naeHTUdUKaLmm wraMmmos Bupyca HB

HaumeHosaHne HanpasneHue HykneoTtnaHas nocrneaosarensHOCTL MoroxeHe’
npanmepa npavimepa
NDF-1 Mpsimoit 5'-CTCTTGA(T/C)GG(C/T)AG(G/A)CCTCT(T/C)GC-3' 4635 — 4656
NDF-2 Ob6paTHbIit 5'-GCCACTGCTAGTTG(T/G/C)GATAATCC-3' 5076- 5054
NDM-3 Mpsimoit 5'-GGAGTGCCC(C/TYA/G)ATTGTGCCAAGATG-3' 3268 — 3292
NDM-4 OB6paTHblit 5'-GTGGTC(A/G)G(C/A)GIA)GTCAC(T/C)GCGAC-3' 4318 — 4298

" YkaszaHsl nosuyuM nepBOro W MOCMEAHEero HykneoTuaa COOTBETCTBYIOWEro npaimepa OTHOCUTESbHO
nocnefoBaTenNbHOCTU reHoma Bupyca HE ¢ perncTpauuoHHbiM Homepom AY845400 B 6asax faHHbIX.

10.2 Onsa maeHTudukauum wrammoB Bupyca MBK ucnone3yoT napy npaimMepos, NO3BONAIOLLYIO
aMnnucuLmMpoBaTh parMeHT S-reHa AnnMHON 467 n. H., B COOTBETCTBUU C Tabnuuen 2.

Tabnwuuya 2—Tllpaimepsl Ana nageHTudUKkauum Wrammos Bupyca NBK

HanmeHoBaHve HanpaeneHue HykneoTraHas nocriefosaTenbHOCTb MonoxeHune
npavimepa nparimepa
IBV-S-1 Mpsimoii 5'-ATAATACTGG(C/T)AA(C/T)TTTTCAGATGG-3' 21071 — 21095
IBV-S-2 OB6paTHbIit 5'-CTCACCTN(A/T/G)ATAAACACC(C/T)TTAC-3' 21537 — 21515

" YkasaHbl MO3WLUMM NEPBOro M MOCMEAHEero HyKneoTWaa COOTBETCTBYIOLLErO MpaiiMepa OTHOCMTENLHO
rocnegoeaTenbHOCTU reHoMa Bupyca MBK ¢ pernctpaunoHHeiM HomepoM FJ904721 B Basax faHHbIX.

10.3 OnA uaentudukaumm wrammoB Bupyca MBB wmcnonb3yoT napy npavmepos, NO3BOMSAIOLLYIO
aMnnmuumMpoBaTh parMeHT VP2-reHa AnuHOW 743 n. H., B COOTBETCTBUU C Tabnuuen 3.
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Ta6bnuuya 3 —MNpaimepsl ANs uaeHTudUkaLum wrammos Bupyca VBB

HaumeHoBaHue HanpaeneHue MocnepoBaTenbHOCTL NonoxeHwe’
npanmepa npanmMepa
IBDV-VP2-1 Mpamoii 5'-GGCCCAGAGTCTACACCATAAC-3' 735 — 756
IBDV-VP2-2 Ob6paTHbIN 5'-CCGGATTATGTCTTTGAAGCC-3' 1477 — 1457

YKasaHbel NO3WUMKW NEpBOrO U MNOCNEAHEro HyKNeoTUAa COOTBETCTBYIOWEro npaiMepa OTHOCUTENBHO
nocrefoBaTenesHOCTU reHoma Bupyca UBB ¢ perucTpaumoHHBIM HoOMepoM JQ4717101712 B 6a3ax AaHHbIX.

10.4 Ons nposeaeHus MNLUP rotosat mactepmukc «ML|P-cmecwb-1», cmewusas no 0,10 om® pacTBopoB
npsamMoro u obpatHoro MNMUP-npaimepos, 0,25 om® pacteopa aHT® n 0,05 oM’ AENOHU30BAHHOW BOAbI.

10.5 3ddekTuBHOCTL akcTpakuum PHK u peakuun OT nposepsaoT ¢ nomowbio MUP-BbiABNEHUA B
aHanusupyembix npobax BKO, nobaeneHHoro Ha atane akctpakuyun PHK no 8.2.

10.6 [Ona MUP wucnonb3yloT cpegHeCTeHHble MUKPONpooupku BmecTUMOCTbio 0,6 oM’ unmn
TOHKOCTEHHbIE BMECTMMOCTbIO 0,2 cM”™ B 3aBMCMMOCTW OT Tuna amnaudukatopa. OnA nNOBblEHUA
cneunguUYHOCTN NPUMEHSAIOT «FOPSAYUA CTApT» C BOCKOBOW MPOCMNOMKOMW, ANS 4Yero BOCK pacnnasnsailoT B
TepmocrTare npu Temnepartype 90 °C.

10.7 B Mukponpo6upku no 10.6 BHOCAT No 5 mMm° «MNUP-cmecu-1», nonyyveHHon no 10.4, HacnausaioT
cBepxy no 10 MM® pacnnaBneHHOr0 BOCKA TaK, YTOGbl OH MOMHOCTHIO HaKPbI >XMAKOCTb. 3aKpbiBaKOT
KPbILLKW, AernalT MOMEeTKM C HauMEHOBAHWEM UCNONb3yeMoW napbl npanWmMmepoB. ECnuM BOCK MOKPbIN
YXMAKOCTb HEPOBHO MNKM 00pa3oBanuChb My3bipyu, NPOrpesatoT NPOOUPKK B TEpMOCTaTE B Te4eHue 1 MUH npu
Temnepatype 95 °C n oxnamgaror.

Cpok xpaHeHua mactepmukca «[MLP cmecb-1» noa Bockom npu temneparype muHyc 20 °C — He
Bonee LwecTn MecsiLeB.

10.8 Ona amnnudukauum B Mukponpobupku no 10.7 HA NOBEpXHOCTb HaHOCAT no 10 MM «TLP-
cMmecu-2» no 5.3, Nnpu 9TOM OHA He AOrShKHA NPOBanMBaTLCA NOA BOCK U cMmewwmBaTtbes ¢ «[MLP-cMecbio-1».
B npoTuBHOM cnydae npoGuMpKy CUMTaIOT OpakoM M YTUNU3UPYIOT.

Mpu ucnonb3oBaHuu amnnucpukaTtopos 6e3 HarpeBaeMoOn KpbILLKM B MUKPONPOOupkn aob6asnsatotr no
kanne (npuMmepHo 25 MM3) Ba3enuHoBOro Macna.

3aTtemM B 0gHY MUKponpoOupky BHOCAT 10 mMM° Kg, a B ocTanbHble — no 10 mm® kAHK aHanuanpyemsbix
npoo.

10.9 B aByx Mukponpo6upkax CTaBAT KOHTPONbHbIE peakuyuu amnnucukaumm no FOCT P 52833:

- oTpULAaTenbHbI kKoHTponb MNLP K- — BMecto [IHK-npo6bl BHOCST 10 Mm° [IHK-6ydbepa;

- NONOXUTENLHBIN KOHTponb MLP K+ — emecto [IHK-npo6bi BHOCAT 10 MM° MKO (2 x 10° reHOMHbIX
3KkBMUBaneHToB BupycHou kAHK B KyGuueckux caHTumeTpax).

10.10 3anyckaloT Ha amnnudukaTope nporpaMMy TEpMOLIMKITMPOBAHUA B COOTBETCTBUM C Tabnuuen 4.

Tab6nuya 4 — Nporpammbl gna amnnudpukaunn KOHK supycoB HB, MUBK n BB Ha TepMoumknepax ¢ akTUBHLIM
perynuposaHuem TeMnepaTypbl No pacTBopy B npobupke

HawmeHoBaHue . N .
npaiiMepos Temnepatypa , °C Bpems , ¢ Yueno yukros

95 Maysa

95 300 1
NDF-1/NDF-2

95 10

40

60 10

72 10

72 300 1

10 XpaHeHune
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OkoHYaHue mabnuup! 4

HaunmerosaHue < . .
Mpaiiviepos Temnepatypa, °C Bpems, ¢ Yueno uyiknos
95 Maysa
95 300 1
NDM-3/NDM-4
95 20
40
63 20
72 40
72 300 1
10 XpaHeHue
95 May3a -
IBV-8-1/IBV-S-2 95 300 1
95 20
40
50 20
72 40
72 300 1
10 XpaHeHue
95 Maysa
IBDV-VP2-1/IBDV-VP2-2 95 300 1
95 20
40
55 20
72 40
72 300 1
10 XpaHeHue
’ [MpuBefeHHble pexumbl MLP onTuUMu3MpoBaHbl Ha Tepmouukriepax «Tepuuk», «GeneAmp PCR System
2400» un «Applied Biosystems® 2720 Thermal Cycler».

Mpu poctwkeHun Temnepatypbl 95 °C mukponpobupkun no 10.8 m 10.9 nomMewawT B HAYENKU
amnnudukaTopa u CHUMaIOT NPOorpaMMy C nays3bl.

Mocne 3aBeplueHus peakuMum MUKPONMPOOMPKM OTNPAaBNAOT B MOMELUeHWe AeTeKuuM u  yyeta
pesynbTaToB NP meToaom anektpodopesa B COOTBETCTBUM € pasgenamu 11 n 12.

10.8 Cpok xpaHeHus1 aHanM3nmpyeMbix npod nocne amnnucukaumm npu KOMHaTHOW TemMnepaType — He
Gonee 16 4, npu Temnepartype ot 2 °C 10 8 °C — He Gonee cemu JHeN, Npu TeMnepartype MUHyc 16 °C —
He Gonee wecTu MecsLeB.
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11 Oerekuusa NUP-npoaykTtoB MeToaoMm 3nekTpodopesa B arapo3HOM rene

11.1 NoaroToBKa K UCNbLITAHUIO

11.1.1 TotoBAT paGounit anekTpodopesHbIi Gy?ep: B MEpHbI uunuHap snusaioT 50 om® TBO-
6ydepa, foBOAAT AUCTUNNUPOBAHHON BOAON A0 500 cM™ U nepeMeLLnBaloT.

11.1.2 Bepyr 1,7 r araposbl ana anektpodopesa [OHK, nomewator B CTEKNAHHYKO Konby w3
TEPMOCTOMKOro CTeKna BMECTUMOCTbIO 250 cm®. Hanusator 100 cm® pabouero anektpodopesHoro bycepa
no 11.1.1, nepeMeLIMBalOT BpaLleHUeM KOmnbbl U NNABAT B MUKPOBOSIHOBOM NeYn 4O NOJHOTO pacTBOPEHUS
araposbl. Bpems nnaBneHus arapo3bl B MUKPOBONTHOBOW Neyn MOLHOCTbI0 800 BT npu ee 3arpy>XeHHOCTU
O0AHOW KON6on — 1,5 MUH.

11.1.3 BblHuUMalOT konby C pacnnaBneHHON arapo3oil W3 MUKPOBOSIHOBOW MNE4YU, aKKypaTHO
nepeMeLLnMBaioT, BpaLlas konoy.

11.1.4 Mocne 9TOro BHOBb MOMELLAOT KONOYy C arapo3oii B MMKPOBOMHOBYK neyb Ha 1,5 MuH (npu
moLuHoctn 800 BT), A0BOAAT arapo3y 40 KUMEHMS,

11.1.5 BbiHUMAIOT KOOy M3 MUKPOBOMHOBOWN MEYM U OCTYXAIOT araposy 40 Temneparypsl 85 °C — 70
°C, Bpawas konoy.

11.1.6 K pacteopy araposbl, nony4yeHHomMy no 11.1.5, po6asnsior 5 Mm> pacteopa 6poMuUCTOro aTuaus
KOHUeHTpauunen 10 mr/om®, TLWAaTEeNbHO NepeMeLLMBaloT pacTBOp. [NONyYEHHbIW arapo3Hblii reflb UCNOMb3YIOT
ANA 3anNvMBKU B pamKy Kamepsbl.

11.1.7 BblpaBHMBAIOT CTOMNUK ANA 3anMBKKU renen, 3anveatoT araposHbli refb, NosyyeHHbln no 11.1.6,
B PamMKy KaMepebl.

11.1.8 YcraHaBnuBatoT rpeBeHkn, He KacasiCb AHa PaMKM KaMepbl, Ha pacCTOSHUM He MeHee 3 CM apyr
oT Apyra. TonwmHa arapo3Horo rens 4omkHa GbiTb okono 0,6 oM.

11.1.9 MNocne nonHOro 3acTtbiBaHUA arapo3Horo rens (30 MUH NpM KOMHATHOW Temnepatype),
OCTOPOXXHO BbIHUMAIT U3 Hero rpebeHkn, He noBpeauB MyHkM. MOMELLaloT paMKy C roTOBbIM arapo3HbiM
renem B Kamepy Tak, 4ToObl NyHKM pacnonaranucb Grvke K oTpuuaTtenbHOMy anekTpoay. 3anuBaioT B
kamepy pabounii anektpocopesHbiin 6ydep no 11.1.1 Tak, yTo6bl OH NOMHOCTLIO MOKPLIN arapo3HbIN renb.

11.2 NMpoBeaeHue anekTpodopesa

11.2.1 U3 npoBbupok ¢ npogyktamu amnmudukauum no 10.7 otbuparot no 10 Mm> aHanuaupyembix npoo
U BHOCSIT B NYHKM arapo3HOro rens. B kaXaom psaay NyHOK arapo3Horo renst o6ssarenbHoO BHOCAT K+ u
mMapkep MonekynspHbolix macc OAHK no 5.3.

11.2.2 Moaknio4aloT kamepy K UCTOYHMKY Toka, cobniogasa nonsipHocTb (OHK pomkHa asuratbcs B
HanpasfieHWN MONOXUTENBHOIO 3N1eKTpoaa). AnekTpodopes NnposoaAT npu HanpshkeHuu ot 180 ao 250 B B
TeyeHne 20 — 30 MUH, NpK 9TOM KpacCUTellb KPEe30soBbIi KpacHbIi, Bxoaswmin B «MLP-cmecb-2», nomkeH
NPOABMHYTLCA HE MEHee YeM Ha 2 CM OT ctapta. OnTUManbHas HanNpPsPKEHHOCTb ANEKTPUUYECKOro nNons npu
3TOM cocrasnsiet 10 B/cm.

11.2.3 Mo 3aBepLUEHMN BPEMEHM SnekTpodopesa BbIKNOYAKT UCTOYHMK TOKa, NEpeHOCAT pamKy C
reneM Ha Y®-TpaHCUNNIOMUHATOP, PacrofioXUB MONOChI FOPU3OHTaNbHO fyHKamu BBepx. [lomydaiot
n3obpakeHne arapo3Horo rens (anekTpodoperpammy) Ha KOMNbIOTEPE C NOMOLLBLIO BUAEOCUCTEMBI.

12 Yuert pesynbTaros lNLP

12.1 Yuet pesynbratoB [LP npoBOAAT no Hanuuui MnM OTCYTCTBUIO HA 3nekTpodpoperpamme
cneundmdeckux nonoc amnnucuumposanHHon [OHK. [OnuHa aMnnuduuMpoBaHHLIX —cneuudUeckux
dparmenTos JHK:

- parmenTa F-reHa supyca H6 — 442 n. H;

- parmenta M-reHa supyca H6 — 1051 n. H;

- pparmenTta S-reHa supyca MIBK — 467 n. H;

- pparmenta VP2-rena supyca BB — 743 n. H.

OnuHa pparmenta BKO ykaszaHa B UHCTPYKLMKU NO €ro NPUMEHEHUIO.

12.2 Y4yeT HauMHaKT C OUEHKM pe3ynbTaToB amnnudukauuyv nonoXuTenbHbIX W OTpULATENbHbIX
koHTporneii no FTOCT P 52833 B cooTBeTCTBUM € Tabnuuen 5.
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Tabnwuya 5— Oxugaemblil pesynbTaT aMnaMUKaLMN NONOXUTENbHBIX M OTpUL@TeNbHBIX KOHTponei MLP

Hanuuve cneuudmdeckoit nonockl Ha anekTpodoperpaMmme, COOTBETCTBYOLLEN
KonTpons BKO cbparmeHTy F-reHa | cparmeHTy M-revHa Sj');—?:;im)::a chparmeHTy VP2-reHa
Bupyca Hb Bupyca Hb I/IBpr Bupyca BB
BKeTpakymm + - - - -
PHK, Kg
P, K- - - - - -
MnupP, K+ + + + + +

MMpuMedaHue — 3HaK «+» 03Ha4aeT, 4To o6HapyxeH ML|P-NpoayKT, 3HaK «—» — He 0BHapyXeH.

B nopoxkax K+ n Kg ¢ BKO gomkHa ObITh ipkas CBETALLAACA NONoca COOTBETCTBYIOLLEro pasmepa.

B popoxkax K+ ¢ MKO eupycoe HB, UBB n NBK pomxHbl Habnoaatbcsa cneuuduyeckne mnonochl
amnnuduumposaHHoi OHK cooTBeTcTBYIOWEN AMNWUHBI N0 12.1.

B popoxkax K- un Kg, kpome Kg ¢ BKO, He AOMKHO ObITb HUKAKMX NONOC, 32 UCKMIOYEHUEM BO3MOMXKHbIX
AVMEpPOoB npaMepoB, HaXoAALWLMXCA HMKe ypoBHA 100 n. H.

12.3 Ecnu pesynbTaTbl aHanusa MONOXUTESbHLIX U OTpULIATENbHBIX KOHTPOMEeH He COOTBETCTBYIOT
npuBeAeHHbIM B Tabnuue 5, ucnbiTaHne NOBTOPSAIOT CO CMEAYIOLMX STaMoB:

- ecnu B AOpOXKax oTpuuaTtenbHblX KOHTponen Kg u/mnu K- BbisBnseTcs cneuuduyeckas nonoca,
3Ha4MT, NpousoLLa KOHTaMWHaUUsi peakTUBOB UMM npo6. MpUHUMAlOT Mepbl MO BbIABIEHMIO UCTOYHUKA
KOHTaMuHauum. MoBTOPSAIOT UCNbITAHUE B COOTBETCTBUM C pasfenom 7;

- ecnm B npobax ¢ BKO He BbIABMAETCA COOTBETCTBYWOLLAA crneuuduyeckas nonoca, HeodxoauMo
MOBTOPUTbL UCMbITAHME B COOTBETCTBUU C pa3aenom 7;

- ecrnv B Aopoxkax K+ He BbISIBNAKOTCA cneuuduyecknue nonockl, NOBTOPSAOT ucneiraHne ¢ arana lMLpP
no 10.7;

- ecnu B JOpPOXKaxX 3rnekTpodpoperpammbl HabNIOAATCA HecneuudUieckne nonocbl Ha pPasHbIX
YPOBHAX, TO MCMbITaHME nosTopsloT ¢ dtana MUP no 10.7. Bo3MOXHble NPUYUHBLI Hecneuudu4eckon
amMnnuukaLum — OTCYTCTBME «rOpAYero crapTa» WIM HEBEPHbIA TeMNepaTypHbIi PeXuMm B AYenkax
amnnudumkaropa.

12.4 Ecnu pesynbtatbl amnnudukauun KOHTPOMEN He MpOTUBOpEeYaT OXugaemMomy pesynbTaty B
cooTBeTCcTBMM C Tabnuuen 5, yuuTbiBAOT pe3ynbTaTbl aMmnnudukauum aHanu3upyembix npob.
WHtepnpeTtauuio pesynbtatos MNLP-amnnudukaumum nposoasiT B COOTBETCTBUM C Tabnuuen 6.

Tabnwuuya 6 —WHTepnpeTtayus pesynsTatos MLP-amnnndukaumm aHanuanpyembix npob

Cneuucbuyeckasn noroca Ha anekTpodoperpamme, cooTBeTCTBYIOW A
Pesynerar MLP-aHanusa parmenTy ¢parmeHTy ¢parmeHTy ¢parmeHTy
F-reHa supyca M-reHa Bupyca S-reHa Bupyca VP2-reHa Bupyca
HB HB NBK 71515
Brissnena kHK supyca HB + + - -
BrisBnena kHK supyca MBK - - + -
BeisBnexa kHK supyca Mbb - - - +
Beisenena kKHK supycos HB, BB, UBK + + + +
Beisenena kKHK supycos HB, MBEK + + + -
Beisenena kJHK supycos UBK, BB - - + +
Buissnena kAHK Bupycos Hb, Ubb + + - +
kOHK BupycoB He BbisiBrieHa - - - _

MpumeuaHue — 3HaK «+» 03HaYaeT, YTo oGHapyxeH MLP-npoayKT, 3HaK «—» — He obHapyXeH.
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12.5 ina ananu3upyembix npo6, cogepxawmx kAHK Bupyca, B 4OpoXKe A0IpKHA HabnioaaTbea Apkas
CBETALLAACA NON0ca Ha ypoBHe, cooTBeTcTBylowweM MNKO aaHHoro Bupyca.

12.6 OueHuaioT koHueHTpauuio MLIP-npoaykTa, cpaBHWBasa BM3yanbHO MHTEHCUBHOCTb CBEYEHUS
COOTBETCTBYIOLIEH €My nofockl M Nonoc Mapkepa MonekynspHeix macc JOHK no 53 Ha
anekTpodoperpamme. Ucnbitanusa (cekseHuposanne [JHK) npobbl npoomkaioT npu ycrnosuM, €Cnu
csedeHue nonockl MLP-npoaykta TOW X€ MHTEHCUBHOCTM UNM 60fnee WHTEHCUMBHO MO OTHOLUEHMIO K
CBEYEHMIO NONOC Mapkepa MonekynapHbix macc JHK.

12.7 B cnyyae, ecnu nonoca MNUP-npoagykta MEHEE UHTEHCUBHA MO OTHOLLEHMIO K MONocaM Mapkepa
MornekynspHbix Macc OHK, To npoBOAAT NOBTOPHOE UCNbITAHNE, HAa4YMHaA ¢ aTana BbigeneHua PHK.

MpumedvyaHUe — HU3KWA ypoBEHb UNKM OTCYTCTBME aMnnuduKauun dparMeHTa reHoma BUpyca MOXeT
ObiTb B HEKOTOPbLIX Criyyasix OBYCMOBIIEHO HEMOMHLIM COOTBETCTBUE HYKNEOTUAHOW MOCNefoBaTeNlbHOCTU LWTaMMa
BUpYyca M ucnonb3yembix MNLP-npaiiMepoB. B nofoGHBIX crydasx pekoMeHAyeTca paspabaTbiBaTh cnelududeckue
AaHHOMy LUTaMMy BUpyca NpaiiMephbl Ha OCHOBaHUU CBEAEHU O OCOBEHHOCTSAX €ro re HETUYECKO CTPYKTYPHI.

13 CekBeHMpoBaHue aMnNNUULMpPOBaHHbIX (hparMeHTOB reHoma

13.1 Oumctka MUP-npoaykra

13.1.1 Nepen cekBeHMPOBaAHUEM aMMNMAPULIMPOBAHHOIO hparmMeHTa reHoma npoBoaAaT ounctky MLP-
NPOAYKTA, Nosly4eHHOro B COOTBETCTBUM C pasaenomM 10, OT HEBKMIOUMBLUMXCS NpaiMepoB U gHTO.

13.1.2 OnsA ounctkm Gepyt 0,5 — 2,0 Mm® MUP-npoaykTa, gobasnsit 2 MM’ peareHTa Ansi OYUCTKU
npoaykros MUP no 5.3 n nepeMmeLumBaloT NMNeTUpoOBaHUEM.

13.1.3 Mony4eHHblin no 13.1.2 pacTteop MHKYBMpYOT npu Temnepatype 37 °C B TeyeHue 15 muH. 3atem
BCTPAXMBAIOT W OCaXKOAIOT Kaniu KpaTKOBPEMEHHbIM LEHTPUMYTMPOBAHUEM U CHOBA WHKYOWUPYIOT Mpu
Temnepatype 80 °C B TeyeHue 15 MuH.

13.2 MpoBeaeHne ceKBEHUPOBAHUA

13.2.1 OunweHHblie B cootBeTcTBUM ¢ 13.1 MLP-npoayKTbl CEKBEHMPYIOT C NPSAMOro U 06paTHOro
npaiivepoB. Ons F-reHa Bupyca HB u S-reHa Bupyca WMIBK B peakumio cekBeHuposanus Gepyt 20 Hr
cooteTtcTBytowero MUP-npoaykta (AHK); ana npoaykros amnnudukauum M-reHa supyca HB u VP2 rena
sBupyca NBK — 40 Hr.

13.2.2 OnsA npoBeeHnst peakuu B TOHKOCTEHHbIE MMKPOMPOOMPKU BMECTMMOCTLIO 0,2 cM® BHOCAT
HeoBxoaumoe konuuecto JHK no 13.2.1, 0,8 MM® CneLMcUYHOro npaimMepa MOMSIPHOI KOHLEHTpaLum 1
MKMOMNL/AM®, a Takke 1 MM> cmecu peareHTa ans cekseHupoBaHusi no 5.3. MNpu atom o6wmi obbvem
PeaKLUNOHHO CMECH A0IDKEH BbiTb 5 MM,

13.2.3 TepmouuknupoBaHMe NpPOBOAAT Ha amnnudukaTopax € TEepMOCTATUPYEMON KPbILLKOW,
cobnioaas cneayowmii PeXUM:

a) HauyanbHaa aeHatypauusa — 1 MuH Npu Temneparype 96 °C;

0) 3atem 25 LMKNOoB:

1) aeHarypauus npu Temneparype 96 °C — 10 ¢;

2) omxur nparimepa — 5 C;

3) anoHrauua npaiiMepa npu Temneparype 60 °C — 4 MuH.

13.2.4 Oxur B peakuum CeKBeHMpOBaHMWS NPOBOAAT NPU Temneparype:

- 60 °C — ansa npanmepos NDF1, NDR2, NDM3 w NDMA4;

- 55 °C — ans npavimepos /BDV-VP2-1 u IBDV-VP2-2;

- 50 °C — ana npanmepos /BV-S-1 n IBV-S-2.

13.2.5 lony4yeHHble nocne amnaudukaumm npoAayKTbl CEKBEHMPOBAHUA — peakuUOHHYI0 CMeChb
06BbeMOM 5 MM® — MCMONb3YIOT AN AANbHENLLIEro UCTbITAHUS B COOTBETCTBUM C pasaenom 14.

14 OnpeneneHne HyKNeoTUAHOW MocrieAoBaTeNIbHOCTU (PParMeHTOB reHOMOB
WTaMMOB BUPYCOB METOAOM KanursisipHOro anekTpocdopesa

14.1 NoaroToBka aHaNU3upPyemMomn Npodbl C NPOoAYKTaMM CEKBEHUPOBAHUSA

14.1.1 MpoBOAAT OUMCTKY PEAKUMOHHOW CMECH, MONYYEHHOW B COOTBEeTCTBMU C 13.2, OT u3bbITKa
AHT®, dnyopecueHTHO-MeueHHbIX aAAHT®, cekBeHupylowlero npammepa wu  conew oca>|¢|e|-w3|eM
NONMUHYKNEOTUA0B M3OMPOMNUIMOBLIM CNUPTOM. [NsA 3TOr0 K peakuMOHHOW cmecu obbemMoM 5 MM~ B
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Mukponpobupke aobasnsior 30 MM> 75 %-HOTO M30NPONUAOBOTO CMMPTa U UHKYOMPYIOT B TeyeHue 20 MUH
npu KOMHaTHON TEMMeparype.

14.1.2 Mukponpobupku ¢ nonydeHHon no 14.1.1 cmecoio ueHTpudyrupyiotr npu 14000 06./MuH B
TeyeHne 20 MUH U yAansaIoT HaA0CaA04HYIO XXNAKOCTb.

141.3 K nonyueHHomy ocagky no6aensior 100 MM> 75 %-HOrO M30OMPOMMMOBOIO cnupra,
ueHTpudyrupytot npu 14000 06./MUH B TEUEHUE ABYX MUHYT M YAANSIOT HAA0CAA0UHYIO XUAKOCTb.

14.1.4 BbiCylLMBaIOT NonydYeHHbIN no 14.1.3 ocagok B TepmocTarte npu Temneparype 65 °C B TeueHue
10 MuH 1 pacreopsioT B 20 MM® ¢dopmamuaa no 5.3.

14.1.5 MonyyeHHble aHanuaupyemble npobbl B hopmamuie nepeHocAT B 96-NyHOUHbIA MIaHLeT,
3aKpbIBAKOT YNMOTHMTENEM U NOABEPraloT TEMoBOW AeHaTypauuu npu Temnepatype 95 °C B TeueHue 3
MWH, a 3aTemM npu Temnepartype 4 °C — B Te4YeHue 5 MUH.

14.2 MpoBeaeHne KaNUIMAPHOro anekTrpodopesa

14.2.1 MoaroToBneHHble B COOTBETCTBMU C 14.1 aHanusupyembie npoObl, coaepkalyue npoAYKTbl
CEKBEHMPOBAHMUS, pasfensioT MEeTOoAOM  KanunnsapHoro anekrpocdopesa € AeTekuuen curHana
donioopecueHLmn.

14.2.2 TlloaroTtoBKy, BCe 3Tanbl WCMbLITAHUA W WHTEPNpPEeTauuio pesynbTaToB  BbIMOIHAIOT B
COOTBETCTBUM C MHCTPYKLMEN NO JKCTyaTauum reHeTuYeckoro aHanusaropa no 5.2.

14.2.3 TlporpamMMmHOoe oGecneyeHue TreHEeTUYEeCKOro aHanu3aTopa asBTOMATMYECKU aHanuaupyet
NONy4YeHHbIe CUrHarbl (XPOMAaTOrpaMmbl) U ONpeAensieT nocneAoBaTenbHOCTb HYKNeoTuaoB. Pe3ynbratom
aHanu3a sBnseTcs pacwudpoBaHHas MNOCMNeAO0BaTEeNbHOCTb HYKNEOTUAOB, MpPUBEAEHHAn Hag nuKamu
XpomMartorpammel B oopmare abi paina.

14.3 KoHTpOnb KayecTBa CEKBEHUPOBAHUA

14.3.1 [nA OUEHKM KayeCcTBa CEKBEHWPOBAHUS, MOMCKA MPUYMH WU NyTeW YCTPaHeHua npodnem
PEKOMEHAYETCA MCNONb30BaTb NMPUMEpPbI TUMOBLIX Pe3ynbTaToOB, NPUBEAEHHbIE B npunoxeHun A. [Ona
nocreayowein MAeHTUUKAUUMN BaKUMHHBIX LUTAMMOB B COOTBETCTBMM C pasgenom 15 wucnonb3yior
HYKNEeOTUAHbIE MNOCNEAOBATENbHOCTM HA XpoMarorpaMmmax, MnonyyYeHHolx no 14.2.3, € BbICOKON
MHTEHCHUBHOCTbIO CUrHana (nioopecueHLMn n XopoLwo pasaesneHHbIMU NMUKamMu.

14.3.2 JONOMHWTESLHO BPY4YHYIO NPOBEPAIOT KOPPEKTHOCTL YTEHUA HYKITEOTUAOB B LIENIAX UCKIIOYEHUSA
OLMOKM aBTOMATUYECKOro aHanu3a. YAanawT NNoX0 4YuTaeMble u3-3a BCMEecKoB )OHa HyKNeoTuabl B
Hauyane xpomartorpaMMmbl M oBnacTb npanmepa Ha koHue cekBeHupyemoro [LP-npoaykra. B cnyuae
NPUCYTCTBUS Ha XpOMaTOrpaMMe B  HEKOTOPbIX NO3ULUUSAX HYKIIEOTUAHOW  MOCIEeA0BaTENbHOCTH
reHeTUYeCcKOn HeoaHOPOAHOCTU YCTaHaABMMBAIOT 0003HAYEHUWE HeonpedeneHHOro Hykneormaa «N» (CMm.
Tabnuuy A.1, NyHKT 5).

14.3.3 TloaTtBepxpalT AOCTOBEPHOCTb ONpPeAeneHuss  HYKNeoTMAHOW nocneaoBaTenibHOCTH,
0bbeauHsa nepekpbiBaomecs parmMeHTbl ¢ NPAMOro U oOpaTHOro npaiMepoB C NOMOLLBIO anropuTMa
CLUSTAL.

15 WNpeHTndmkauma BUPYCHbIX WTAaMMOB U WHTEpnpetauusi pe3yribTaTtoB
UCNbITaHUA

15.1 Ona waeHTudpukaymm wTamMOB BUPYCOB MUCMbITYEMbIX BaKUWH CPAaBHUBAIOT MNONYYEHHYIO B
COOTBETCTBUM C pas3genomM 14 HykneoTUAHYI MNOCNeaoBaTenbHOCTb (pparMeHTa reHoma C WU3BECTHbIMU
nocrneaoBaTenNbHOCTAMU BUPYCHbIX LUITAMMOB.

15.2 [OnAa  noucka  TrOMOJIOTMYHBLIX  MOCINEAOBATENbHOCTEH  CPABHMBAIOT  HYKNEOTUAHYIO
nocneaoBaTenbHOCTb  hparMeHTa reHoma  BakUMHHOTO  LTaMMa B TEKCTOBOM  dopmate ¢
nocneaoBaTenbHOCTAMU, UMeLMMUCA B Ba3ax gaHHbIX C Ucnonb3oBaHuem anroputma BLAST. Otyet 0
nouCKe MPEACTaBNAETCA B BuAE CMMCKa MOCNEA0BATENIbHOCTEN LUTaMMOB/M3OMNATOB, C KOTOPbLIMM
nonyvyeHHas B pe3yfbTaTe UCMbITaHUSA HYKNEOTUAHas MoCnefoBaTeslbHOCTb WMMEeT  HauborbLuyio
rOMOIIOrMIO.

B cnyyae ecnu HykneoTuaHas rMocreaoBaTeNnbHOCTL (pparMeHTa reHoma LiTamMMa Bupyca
UCMbITYEMOI BakKLMHbl OTCYTCTBYeT B 0asax [aHHbIX, 00palLalTcs K—MPOU3BOAMTENIO BaKUWHbI ANA
nony4eHusi AOMONHUTENBHOW MHOPMaLUK O TEHETUYECKON CTPYKTYPE LUTammMa.

15.3 Ecnu nonyyeHHass HykneoTuaHasi nocrnegoBatensHoCTe MMeeT 100 %-Hywo romMornoruio ¢
aHanorMyHbiM y4acTKOM reHOMa LuTaMMa BWpYCa, 3asBIIEHHOr0 B COMNPOBOAMTENbHOM [OKYMEHTauuu
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BaKLMHbI, MPUHUMAIOT, YTO HE BbLISABNIEHO FEHETUYECKUX OTNIMYMW LITamMma WCNbITYEMOW BaKUWHblI OT
3a5BIEHHOTO.

15.4 Ecnu nonyyeHHass HykneoTuaHas nocnefoBaTeNbHOCTb MMEET He3HauuTenbHble OTNMYMA OT
nocnefoBaTenbHOCTM 3asBMeHHOro wramma (6onee 99 % roMomnoruu), NPUHUMAKOT, YTO LUTAMM
UCMbITYEMOW BakKUWHbI UMEET BbLICOKYIO CTENEeHb FOMOSOTMM C 3asBNIEHHbIM, C YKa3aHWeM BbISIBMEHHbIX
OTNNYUIA.

15.5 B cnyyae 3HauuTErbHbIX OTIMYUIA MOSYYEHHOW HYKNEOTUAHON MOCneaoBaTenbHOCTH OT
3asiBneHHoro wwramMa (MeHee 99 % romonoruu) MPUHUMALOT, YTO LUTAMM WCMbITYEMOW BaKLWHbI He
COOTBETCTBYET 3asABNEHHOMY LUTAMMY C yKa3aHWEM BbISBMEHHbIX HYKNEOTUAHBLIX OTIINYUNA.

15.6 B cnyvyae 3HauuTEmNbHbIX OTAMYUIA NOSNYYEHHOW HYKNEOTMAHOW NOCneaoBaTenbHOCTU OT
3aSIBMIEHHOrO LWTaMMa W MpPW YCMNOBUM BbICOKOW FOMOSIOTMM C aHANOrMYHbIM Y4aCTKOM FEHOMAa APYyroro
wramMa (6onee 99 % romonoruu), NPUHUMAIOT, YTO MONYYEHHAA HYKNEOTUAHAs MNOCNeAoBaTerbHOCTb
NnpuHaAAnNEXuT He3asBMeHHOMY LWTaMMy, YKasblBalOT €ro HasBaHue, TMpoUCXoXKAEeHue W CTeneHb
FEHeTUYECKUX OTMMYMIA OT 3asBIEHHOTO.

15.7 Ecnv nony4YeHHas HyKNeoTuaHasA nocnefoBaresibHOCTb UMEET reHeTUYECKy0 HEOAHOPOAHOCTb B
OTAeNbHbIX nonoxeHusx (oM. Tabnuuyy A.1, NyHKT 5), NPUHMMAIOT, YTO LUTAMM MCNbLITYEMOM BaKUWHbI
reHeTUYEeCKU HEOAHOPOAEH.

15.8 Ecnu nony4yeHHasi HyKneoTmaHasi NocneaoBaTenbHOCTb UMEET FreHETUYECKYI0 HEOQHOPOAHOCTb,
HO BO3MOXHOCTb YCTAHOBIEHUSA POACTBA C OMNpeAesiEHHbIM LUTAMMOM UMK U30NATOM BUPYCa COXpaHAETCS,
MPUHUMAIOT, YTO LUTAMM MCMbITYEMON BaKUMHbI MMEET TFEHETUYECKYID HEeOAHOPOAHOCTb C yKasaHuem
Hanbonee romornornyHbIX NocneaoBaTeNbHOCTEN.

15.9 B cnyyasx, onucaHHblx B 15.5, 15.6 n 15.8, pesynbraTbl UCNbITAHUSA PEKOMEHAYETCA AOMONHATb
pesynbTatamu UIOreHETUYECKOrO aHanu3a, HarnsgHo MNPeACTaBrsAoWEero ypOBeHb HYKMEOTUAHbIX
pasnuuuii Nony4eHHOn HYKNEOTUAHOW NOCNeA0BATENbHOCTU U NOCEA0BaTENbHOCTEN U3 6a3 AaHHbIX.
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MpunoxeHve A
(cnpaBoyHoe)

Mpumepbl pe3ynbTatoB cekBeHMpoBaHusa HK

A.1 MpumMepbl pe3ynbTaToB cekBeHnpoBaHus AHK, BO3MOXHbIE MPUUMHBI HeyAauHbIX UCMbITaHUi 1 MyTW ycTpaHeHust Npo6sieM npuBefeHbl B Tabnuue A.l.
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MpogomkeHne Tabnunuybl A. 1

MonyyeHHbI pe3ynbTaT

OTCYTCTBUE BbIPaXEHHbIX MUKOB,
CUTHAN Ha ypoBHe wyma npuéopa

OCHOBHOW curHan uteHus
matpuubl AHK nget Ha coHe
6onee UAn MeHee BbIpaXeHHOrO
BTOPOro curHana Uam HeckKosbKux
curHanos

dparmeHT XxpomaTtorpaMmmsl

170 1SO
1Ji GCl I CTGACT cclAcccccT TCI

BO3MOXHbIE NPUYUHBI

1)B peakuMOHHY0O CMeCb
He fo6aBfieH oAWNH U3
KOMMOHEHTOB: roToBas
cMechb Ans
CeKBEHNpOBaHUA,
MaTpuua unu npaimep;
2) HepocTatouHoe
KONIM4YecTBO MaTpuubl B
aHanusupyemoii npob6e;
3) MNpaiimep He
KOMNeMeHTapeH AaHHOW
maTpuue

HapyweHue pexuma MUP,

npueogdauiee K noaBneHuo

Hecneundunyecknx
npoAyKToB
amMnandgukaumm

YcTpaHeHue npobnem

MoBTOpeHne ucnblTaHnA c atana
npoBegeHna peakuum
cekBeHupoBaHus. B cnyuvae
BOCNPOM3BEAEHNSA HeyJauyHoro
pesynbTaTta UcnbiTaHne
NOBTOPAKT C 3Tana BblgeneHns
PHK Bupyca

[MoBTOpHOE UCMNbITAHME
aHannsnpyemoi npo6bl, HaYMHas
c atana nNuP

#1959 d 1004
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MpogomkeHne Tabnuupl A. 1

MonyyeHHbIii pesynbTat

['eTeporeHHoOCTb CUrHana B
OTAENNbHbIX NOJTOXKEHUAX
XpomatorpamMmmebl

MKW 0YeHb BbICOKOM MHTEHCUB-
HOCTX B Hauane xpomaTorpamMmbl,
6bICTPOE MafieHne curHana,
KOPOTKOE MPOYTEHNE MaTpuLpl

dparMeHT xpomaTorpammbi

HGGAG AC AGHGHC GCH IT

30 100
GGCGGT ACTGAAGCT

G

B0O3MOXHble NpUYKHbI

MpucyTcTBme B
aHannsmpyemoi npobe
HECKOJ/IbKMX reHeTUYeCKn
pasnuyatolmxcs opm
BMpyca

Meperpyska peakunoHHOM
cmecn OHK matpuueit, B
pe3ynbTarte 4ero
HapabaTbiBaeTCs
OZIHOBPEMEHHO C/IMLIKOM
MHOFO KOPOTKUX
thparmeHTOB,
aMnAndmKaums AJNHHbIX
hparMeHTOB TOPMO3UTLCSH
Hef0CTaTKOM
dhiyopecueHTHO-
MeUYeHHbIX 4AHT®

YcTpaHeHue npo6nem

[oBTOpPHOE MCnbITaHNe
aHanusMpyemon npo6bl, HaunHasa
c arana Mup.

B cryyae noBTOPHOro nosyyeHus
aHanornyHbIX JaHHbIX
UHTepnpeTauusa pesysibTatos no
15.7n 15.8

YMeHblleHne KoHueHTpauun JHK
MaTpuLbl Ha aTane npoeefeHus
peakuun cekBeHNpoBaHus
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MpogomkeHne Tabnumubl A. 1

Ne n.n

MonyyeHHbIl pesynbTat

Meperpyska KOpOTKUMHU
parmeHTamMmu matpuubl (20 — 40
M. H.) B Hayasle xpomaTtorpammeil,
fianee BblcOTa NMUKOB Pe3KO
CHMWXaeTcs

Mukn Ha xpomaTorpamme ciesa
UMelT KpyTble Kpas, a cnpaBa —
nonorve

dparmeHT xpomaTtorpaMmmbl BO3MOXHbIE MPUYNHBI
MpucytcTBne B
aHanusupyemoii npobe
60/bWOro KoanyecTea
AnMepoB npalimepos,
ob6pa3oBaBLINXCA B
pesynbtate MNUP

20
GCGCCGGTTAGCCGTGIGC CTAA AC T GC AG

3arpsisHeHne maTpuupbl
no60oYHLIMM BeLecTBamu,
HanpumMmep, ConsimMmn

360 370
GAG CGC GAC TAACACCGAG AG

YcTpaHeHue npo6iem

lMoBTOpeHne ncnbiTaHWe, HaynHas
c atana Mup.

YnyuyweHne Kkayectsa OUYUCTKN
OHK matpuubl ans
CekBeHUpoBaHua (Hanpumep,
Bblpe3aHue dparmeHTa
ocHoBHOro npogaykra MLP u3
araposHoro rens)

[ToBTOPAT UCNbITaHWE C 3Tana
ounctkn MUP npopykra,
NCMNoNb3yT allbTeEPHATUBHbIE
MeTOo/Abl O4UCTKKU (Hanpumep,
nepeocaxpgexHne AHK aTunosbiM
CNMPTOM B MPUCYTCTBUU aLeTaTa
Kanus)
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F8 OkoHuyaHue Tabnuubl A, 1

Ne n.n Mony4eHHbIii pesynstar ®parMeHT XpoMaTorpammbl BO3MOXHbIEe MPUYNHBI YcTpaHeHvie npo6nem
9 Bcnnecku hnioopecueHynm HepoctaTtouHo OnTUMU3auMs YCNOBMIi peakunu
HecBs3asWuUxcs Bo Bpems MLP- 360 370 3 appekTMBHAA OuMCTKa CEeKBEHMPOBAHUS.
rc 1 G it ill CGCIGGGG1G ~ o
peakuun oopPecLEeHTHO- ot peakuMoHHOIi cMecu oT OnNTUMU3aUNsA YCIIOBUA OUUCTKU
MeuYeHHbIX TEpPMNHATOPOB HECBS3aBLNXCS peakuMoHHOIi cmecH,
hnoopecLeHTHO- MCMoNb30BaHUE APYrUX
MeUeHHbIX TepMUHATOPOB  AOCTYMHbIX HA60POB peareHToB
10 MosiBneHue B NPOM3BOJILHOM MonagaHue B KANUANAP MoBTopeHMe aTana KanuaisipHoro
MecTe Y3KOro U BbICOKOTO MuKa T cencTAS caccacet e KpucTanna nonuMepa, anexkTpodhopesa aHanM3npyemoi
BCEX YeTblpex LBETOB pedekt anekTpocopesa npoo6sl
m U . f .
11 Pa3MbliBaHWe NUKOB Ha 200 210 20 YXyAlWeHne KavyecTsa MpoBefeHne TEXHUYECKOTO
xpomarorpamme A ATGGGGGG AAACCCCCCCCGG< nosMMepa, ucToueHme 06CnyXuBaHUs aHanusaropa c
6ydhepHOro pacrsopa, 3amMeHol 6ydepa n nonumepa.
3arpsi3HeHne Kanuanspos MoBTopeHne aTana KanuaasipHoro

anekTpochopesa aHann3Mpyemoii
npoo6bl
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MY 1.3.2569-2009

CI1.3.2322-2008

FOCT P 56144—2014

Bubnuorpadus

OpraHu3sauus paboTel nabopaTopuii, NCNONb3YIOLWWUX METOALI aMNMUGUKaLIMN HYKNENHOBbIX
KucrnoT npu paboTe ¢ MaTepuanoM, cogepxawium MukpoopraHuamel | — [V rpynn
naToreHHoCTM

BesonacHocTb paboTbl ¢ MUKpoopraHuamamu Il — IV rpynn naToreHHOCTU (OnacHOCTH) U
B03OyAuUTENAMMW NapasnTapHeIx GonesHei

23



rOCT P 56144—2014

YOK 619:578.831.11:578.834.11:636.5:006.354 OKC 11.220

KnioyeBble cnoBa: BakuuMHa npoTuB GonesHu Hbiokacna, BakuMHA NPOTMB MHMEKLMOHHON BypcanbHOW
6onesHn, BakuMHA NPOTUB WHAEKUUOHHOro OpoHxuta Kyp, MUP, ceksenuposanwe [OHK, BbigeneHwe
HYKNEMHOBOrO  MaTepuana, peakuuss oOpaTHOM  TPaHCKWUMUMKM,  ONpeferneHue  HyKneoTUAHOM
nocneaoBaTenbHOCTH, MAGHTUMUKALMA BaKLIMHHBIX LUTAMMOB

MoanucaHo B nevatb 03.03.2015. dopmat 60x84%.
Yen. ned. n. 3,26. Tupax 31 ak3. 3ak. 1039

MOAroTOBNEHO Ha OCHOBE 3MNEKTPOHHON BEpCUN, NPEAOCTABIEHHOI paspaboTUMKOM cTaHaapTa

OrYMN « CTAHOAPTUH®OPM»,
123995 MockBa, "paHaTHbI nep., 4.
www.gostinfo.ru info@gostinfo.ru
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