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1 PA3PABOTAH ®epgepanbHbiM rocyfapcTBEHHbIM 6lOAXETHbIM YyupexaeHuem «Bcepoccuiickuin
rocygapcTBeHHbI LLeHTp kayecTBa v cTaHfapTu3auum TeKapCTBEHHbIX CPEACTB A1 XUBOTHbIX Y KOPMOB»
{®dIrBY «BIHKW»)

2 BHECEH TexHunyeckum komuTetom no crtaHpgaptusauum TK 454 «OxpaHa XW3HW U 300pOBbA
XWBOTHbIX N BETEPUHAPHO caHMTapHas 6e30MNacHOCTb NPOAYKTOB XXMBOTHOTO NPOUCXOXAEHNUS 1 KOPMOB»

3 YTBEPX/AEH n BBEJEH B AEWCTBUWE MMpukasom deaepasbHOro areHTCTBa MO TEXHWYECKOMY
perynupoBaHuio n metponorum ot 30 ceHTabpsa 2014 r. Ne 1246-cT

4 BBEJEH BMNEPBbIE

MpaBuna nNpuMeHeHUs HacToAWero craHgapTa ycTaHoBneHol B TOCT P 1.0—2012 (pasgen 8).
MHdopmaumna 06 M3MeHeHMAX K HacT oAl eMy cTaHaapTy Nnyb6nkyeTCca B eXerogHom (Mo CoCTOSAHUIO Ha
1aHBaps TekKylero roga) UHPOpMaLMOHHOM yKkasaTene «HaunoHanbHble cTaHgapThbi». a ouymanbHbli
TeKCT W3MEHeHW/A M NonpaBoK — B eXeMeCAYHOM uHdopmaunoHHOM YykasaTene «HauuoHanbHble
cTaHgapTbi». B cnyyaB nepecmoTpa (3amMeHbl) WAM  OTMEHbl HacToOAWeEro cTaHjapTa
cooTBeTCTBYyKUee yBefoMneHne 6yaeT onybauMKkoBaHO B 6Gauxailwem Bbinycke WHAOPMAaLWOHHOMO
ykaszaTena «HaunmoHanbHble cTaHgapTbi». COOTBeTCTBYLWasa nHpopmaumsa, ysejoMneHme u TekCcTbl
pasmelialoTCcsA Takke B MH(OPMaLMOHHON cucTeme obwero noabL3oBaHusA - Ha oduyManbHOM caiiTe
depepanbHOro areHTCTBa MO TEXHWYECKOMY peryimpoBaHuio U mMeTponorunm B ceTwu WHTepHeT
(gost.ru)

© CtaHpapTuHdopm. 2015

B Poccuiickoii ®egepauuy HacTOSWMIA CcTaHJapT He MOXeT OblTb MOSIHOCTb WKW YaCTUYHO
BOCMPOW3BEAEH, TUPAXMPOBAH W pacnpocTpaHeH B KayecTBe oduuManbHOro usgaHusi 6e3 paspelleHus
denepasibHOrO areHTCTBa N0 TEXHUYECKOMY PerysimpoBaHui 1 MeTposorum
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HAUWOHANBHBMNW CTAHOLAPT POCCUMCKOWMW SGEJLEPALUMN

CPEACTBA NTEKAPCTBEHHbIE BUONOTMYECKWE ANA BETEPUHAPHOTO NMPUMEHEHNA

MeTop cekBeHMpOBaHUA )parMeHTOB reHomMa A1 UgeHTUdrKaynm BakLMHHbIX WWTAMMOB BUPYCOB
60ne3Hn Hblokacna, nHhekyMoOHHOW BypcanbHol 601€e3HN N UHA EKLMOHHOTO GPOHXUTA 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

Jata BBegeHus — 2016—01—01

1 O6s1acTb NPUMEHEHUA

HacToswuii cTtaHjapT pacnpocTpaHseTca Ha 6Guonornyeckue JfiekapcTBeHHble cpefcTBa AN
BETEPUHAPHOro MPUMEHeHUA — BakuyWHbl NpPOTMB 60s1€3HM Hblokacna, WHMEKUNOHHOW 6ypcanbHoW
60n€e3HN, UHEKLMOHHOTO GPOHXMTA Kyp (fafiee — BakWUWHbI) — W ycTaHaBNMBaeT MeTOo[ CEKBEHWPOBaHUSA
parMeHTOB reHomMa ANA UAEHTUDUKALUN COOTBETCTBYIOLNX BAKLWHHBIX LWTAMMOB.

2 HopmaTuBHbIE CCbI/IKMN

B HacTosuWem cTaHAapTe UCNO/b30BaHbl HOPMAaTUBHbIE CCbINIKW Ha cnefyolwe ctaHgapThbl:

FOCT 12.1.004-91 CwucTtema cTaHfapToB 6e3onacHocTu Tpyga. MoxapHaa 6e3onacHocTb. O6uwwme
TpeboBaHus

FOCT 12.1.005-88 Cuctema cTaHgapToB 6e3onacHocTu Tpypa. O6wue caHUTapHO-TUTMEHUYecKne
TpeboBaHUA K BO3ayXy paboyei 30HbI

FOCT 12.1.007-76 Cuctema ctaHgapToB 6e3onacHocTu Tpyga. BpeaHbie BewectBa. Knaccudukauyms
n obwune TpeboBaHNs 6e30NacHOCTH

FOCT 12.4.009-83 Cuctema cTaHAapToB 6e3onacHocTu Tpyga. lNoxapHas TexHuka ANS 3aluTbl
06bekToB. OCHOBHblEe BUAbl. PasmelleHne n o6cnyxusaHune

FOCT 12.4.021-75 Cuctema cTaHgaptoB 6e3onacHoctu Tpyda. CucTemMbl BEHTUNAUUOHHbIE. Obwune
TpeboBaHusa

FOCT 12.4.131-83 Xanathbl XXeHckne. TexHnyeckne ycrnosus

FOCT 12.4.132-83 Xanatbl MyXcKne. TexHnyeckune ycroBus

FOCT OIML R 76-1-2011 TlocypapcTBeHHas cuctema obecneyeHus efuHCTBA U3MepeHWii. Becobl
HeaBTOMaTW4eckoro AeicTeusa. Yacte 1. MeTponornyeckne n TexHuueckne tpebosanms. VicnbitaHns

FOCT 1770-74 (NCO 1042-83, NCO 4788-80) [lMocypna MepHas nabopatopHas CTeknsHHas.
LinnnHapel, MeH3ypku, konbbl, Npobupkun. ObLiMe TeXHUYeckue ycnoBus

FOCT 3164-78 Macno Ba3e/iIMHOBOe MeAuLMHCKoe. TexXxHuyeckne ycnosus

FOCT 6709-72 Boga anctunnnposaHHasa. TexHU4yeckne ycsiosusa

FOCT 12026-76 bymara chunbTpoBanbHas nabopaTopHasa. TexHu4yeckue ycnoBus

FTOCT WCO/M3K 17025-2009 O6wwue TpeboBaHMA K KOMMNETEHTHOCTU WUCAbITaTeNbHbIX W
KannbpoBOYHbIX nabopaTopuii

FOCT 25336-82 MNocypa n ob6opynoBaHnsa nabopatopHble CTekNAHHbIE. TUNbl, OCHOBHbIE NapameTpbl
1 pasmepsbl

FOCT 26678-85 X0oNoAunbHUKA W MOPO3UNBLHUKN OGbITOBbIE 3J/IEKTPUYECKME KOMMPECCUOHHbIE
napameTtpuyeckoro psga. ObLme TexHmyeckne ycnosus

M3panne opuumnansHoe
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FOCT 28311-89 [o3aTtopbl MeauuuHckMe nabopatopHbie. O6uWMe TexHuyeckme TpebOBaHUA 1
MeTOoAbl UCNbITaAHWUM

FOCT 31929-2013 CpepcTtBa NnekapCTBeHHble AN BEeTepUHapHOro npuMmeHeHus. lMpasuna npuemMku,
meToAbl oT6opa nNpob

FOCT IEC 60335-2-25-2012 Be30nacHOCTb ObITOBbIX W aHaNOrMM4YHbIX 3EKTPUYECKUX NpUBOpPOB.
Yactb 2.25. YacTHble Tpeb6oBaHWsA [N  MUKPOBOJIHOBbIX nNedyeit, BKIOYAsAs KOMOWHWPOBAHHbIE
MWKPOBOJ/IHOBbIE Meyn

FOCT P 12.1.019-2009 CucTtema cTaHgapToB 6e30nacHocTu Tpyfaa. dnekrpo6e3onacHocTb. O6uime
Tpe6oBaHNA 1 HOMEHKNaTypa BUAO0B 3aLiUThI

FOCT P 52239-2004 {UCO 11193-1:2008) lMepuyaTkn MefULMHCKME AUATHOCTUYECKME OfHOpPa30BbIe.
YacTb 1. Cneuudpmkauunsa Ha nepyaTkm U3 KayuyykoBOro narekca uam pactesopa

FOCT P 52682-2006 CpepctBa NnekapcTBeHHble A1 BETEPUHAPHOro NpUMeEHeHUs. TepMUHbl ©
onpegenexHns

FOCT P 52833-2007 (MCO 22174:2005) Mwukpo6Monorna nuuieBoin NpoAyKUMM W KOPMOB ANA
XWBOTHbIX. MeToh nonumepasHoi uenHoit peakuyun (MUP) ansa  onpefeneHnsa  naToreHHbIX
MUKpoopraHnsmoBs. O6ume TpeboBaHnsA n onpefesieHns.

MpumeuaHune — TMpu NOMb30BAHUM HACTOSILLMM CTaHAAPTOM LenecoobpasHo MpoBepuTh aelicTBue
CCbIJTOYHbIX CTAHAAPTOB B MHDOPMALMOHHON cucTeMe 06LLEro Nosib30BaHUst — Ha othuLManbHOM caiite depepasnbHOro
areHTCcTBa MO TEXHUYECKOMY PEry/IMPOBaHUI0 1 METPOSIONN B CETU VIHTEPHET WM Mo eXerogHoMy UHAOPMAaLIOHHOMY
ykasatenio «HauuoHasbHble CTaHAapTbl», KOTOPbI ONy6/MKOBaH MO COCTOSAHMIO Ha 1 sHBaps Tekyllero roga, v no
BbIMyCKkaM eXeMeCA4YHOro MHhOPMaLMOHHOTO ykasaTens «HaumoHasbHble CTaHAapTbl» 3a Tekywwmin rog Eciv 3ameHeH
CCbINIOYHBI CTAaHAAPT, Ha KOTOpbIA AaHa HefaTMpOBaHHAasi CCblIKA, TO PEKOMEHAYeTCsl UCMOMb30BaTb AENCTBYHOLLYHO
BEPCUI0 3TOr0 CTaHAapTa C YY4eTOM BCeX BHECEHHbIX B [JaHHYI0 BEepCuio M3MeHEeHWA. Ecnn 3ameHeH CCblIOYHBbIM
CTaHAapT, Ha KOTOpbIi AaHa AaTMpOBaHHasi CCblka, TO PEKOMEHAYEeTCsl UCMO/b30BaTh BEPCUID 3TOTO cTaHaapTa ¢
YKa3aHHbIM Bblle FoA0M yTBEpPXAEeHUA (I'IpVIHﬂTI/Iﬂ). Ecnn nocne yTBepXaeHna HacTtosdlwero ctaHgapta B CCbI/TOYHBIIA
CTaHAapT, Ha KOTopblii AaHa AaTMPOBaHHasi CCblfika, BHECEHO M3MEHeHMe, 3aTparvBalollee MosioKeHue, Ha KoTopoe
[aHa CCbifka, TO 3TO MOJSIOKEHWE PEKOMEHAYeTCs NPUMEHNATb 6e3 yyeTa AaHHOr0 M3MEHeHWs. Ecny CCblIoYHbIiA
CTaHAapT OTMEHEH 6e3 3aMeHbl, TO NOJIOXKEHNE, B KOTOPOM fiaHa CCbl/lKa Ha HEro, PEKOMeHAyeTCA NPUMEHSTb B YacTu,
He 3aTparvBatoLLei 3Ty CCbIKy.

3 TepMuHbI, onpeaesieHNst U CoKpaLLeHus

3.1 B HacTosAiweM cTaHgapTe npuMeHeHbl TepMuHbl Mo FTOCT P 52682, a Takxe cnegyroline TepMUHbI
C COOTBETCTBYHOLWMMMN ONpefesieHNAMN.

3.1.1 anroputm BLAST: AAroputM noucka pPOACTBEHHbIX HYKNEOTUAHbLIX WAN aMUHOKUCIOTHbIX
nocneposaTenbHOCTEN B 6a3ax AaHHbIX.

MpumeuyaHne — B HacTosiem cTaHgapTe nog 6asamu AaHHbIX MoApasymMeBalTcs 6asbl AaHHbIX
GenBank. EMBL u DDBJ. AoCTynHble 4epe3 MOWCKOBOW WHTepHeT-pecypc www.ncbi.nlm.nih.gov, cogepxalume
oxapakTepusoBaHHble nocnefosaTtesibHoCcT HK opraHnM3mMoB pasfnuHbiX BUAOB W [OCTYMHblEe MNOMb30BATENSAM Ha
6e3B03Me3HOI OCHOBE.

3.1.2 anroputm CLUSTAL: ANroputM MHOXECTBEHHOIO BblpaBHUBAHUSA HYKNEOTUAHbLIX WU
aMWHOKMCNOTHbLIX Nocsief0BaTesibHOCTEN.
3.1.3

amnnudcnkatop: ABTOMATMYECKMA NpubOpP, BLINOMHAKWNA Heobxoaumble ans MUP  yuknbl
HarpeBa W ox/axAeHus c 3afaHHbIMU YC/TOBUAMMU.
FOCT P 52833. nyHkT 3.4.20

3.1.4 amnnudwukauma AHK: Mpouecc, MHOrokpaTHO yBeNWYMBAKOLWMUIA YUCNO KONUIA chparmeHTa
reHoma Kakoro-nnm6o opraHusma.

3.1.5 6ydhepHblli pacTBOp: PeakuynmoHHasa cpega, cogepxallias pa3fimiHble KOMNOHEHTbI, B TOM Yucne
NoHbl MA2*, Heo6xoAMMble ANA NOAAEPXAHUS ONTUMANbHON aKTUBHOCTU U CTabunbHOCTW hepmeHTa.

3.1.6 BHYTPEHHWI KOHTPONbHbIN o6pas3ey; BKO: PacTtBop, coaepxawuini onpegeneHHoe
KOSIMYecTBO U3BECTHbIX (hparmeHToB PHK. po6aBnsiemblii B aHanusupyemykl npoby nepes 3Tanom
BblA€NEHNA LeNeBoro Hyk1IeMHoBOro matepuana.


https://meganorm.ru/Index/46/46836.htm
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3.1.7 BblpaBHUBaAHWE HYKNeOTUAHbIX MNocnepoBaTenbHocTeli: [lpouyecc conocTaBneHus
cpaBHMBaeMbIX NocrefoBaTenbHOCTER A0 Takoro MX B3aMMOPaCMo/IOKeHUs, Npu KOTopoMm HabGnwopaeTcs
MakcMMasibHOe KO/IM4ecTBO COBMNaAeHNn Hyk1eoTUa0B.

3.1.8 reHeTnuyeckass HeOLHOPOAHOCTb: [eTepOreHHOCTb cuTasa B OTAE/IbHbIX MNOMOXEHNAX
XxpomatorpaMmbl,  NoJly4yeHHoli npu  cekBeHupoBaHuu [HK, o6ycnoBneHHas npucyTcTBuem B
aHanm3upyemoii npobe HeCKONbKMX FTeHeTUYeckn pasamyarowmxca gopm Bupyca.

3.1.9 gesokcupnboHykneasa: ®PepmeHT, paspywatowmnin AHK.

3.1.10

peHartypauua AHK: Tpouecc, B pe3ynbTare KoToporo AsyxuenoydyeyHasa [AHK pasgensetcsa Ha
ofHouenoYeyHble.
FOCT P 52833. nyHKT 3.4.14

3.1.11 [AHK-nonumepasa: TepmocTabunbHblii depmeHT (AHK-3aBucumas [AHK-nonumepasa),
KaTanuanpywmin uuknndecknini cuHtes AHK.

3.1.12 noeHTuduKauma: Mpouecc onpepeneHus NpUHaANeXHoCTU MUKpoopraHusma K
onpefeneHHOMY TaKCOHY.

3.1.13 un30naT: Ywnucrtaa KynbTypa MUKpOOpraHusma, BblAeNeHHas W3 KakKoro-imbo KOHKPEeTHOro
NCTOYHUKA.

3.1.14

na6bopaTtopHasa npob6a: [poba, npegHa3HauyeHHas [ANA NabopaTopHbIX UCCNeAOBaHUA wunn
NCNbITAHWUA.
FOCT P 50779.10. nyHKT 4.31

3.1.15 wmacTepmukc: Cmecb peareHToB, Heobxogumbix Ana amnangukauum AHK B TMLUP.
BK/tovauwan cneyudmyeckme npainmepbsl 1 gHT®.

3.1.16 wmatpuua: OpHouenoveyHas HK, komnnemeHTapHass cuHTe3upyemoli uenun [OHK,
onpegensawuas nocnegoBaTtenlbHOCTb HYK1EOTUAO0B B CUHTE3UPYEMOW Lenu.

3.1.17

HyKnenHoBble kucnoTbl; HK: Makpomonekynbl, SBAAKOLWMECS HOCUTENAMU T[EHeTUYeCcKoin
nHopmaLmuun, uau BoicTynarwlne B kKayecTse nocpefHnKa npyu cCUHTese nNonunenTUaHoM uenu.
FOCT P 52833. nyHkT 3.1.1

3.1.18 HykneoTugHaa nocnepoBaTeNbHOCTL: MNoOpPAAOK YepeAOBaHUA HYKNEeO0TUAHbIX ocTaTkoB B HK.

3.1.19 ounctka PHK: Mpouecc 06pa6boTkn BblaeneHHoin PHK. no3BoNsAwWMIA NOBLICUTL €€ YACTOTY C
Lieflblo CHUXEeHUs nHrmbuposaHus peakyuii OT un MLP

3.1.20
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3.1.24 oTpuuaTenbHbili KOHTPONbHbIA o06pasey; OKO; PacTBop, WUCNONb3yeMmblii BMecTO
aHanu3npyemoin npobbl ANA KOHTPOASA YACTOTbI BbligeneHusa PHK.

3.1.25 oTpuyaTtenbHbllii KOHTponb MLUP; K-: PeakynoHHas cmecb Ans nposegexHus MLP. 3aBegomo
He cofepxalan LeneBoil HyKIeMHOBbI MaTepuan.

3.1.26

oTpuuaTesnibHblii KOHTPONb BbigeNeHNss (KOHTPONb 4WCTOTbl Bbigenenuns); K, KoHTponb.
npoweawunii Bce atanbl BoigeneHns AHK. HO B OTCyTCTBME aHanu3npyemoi npoobsl.
FOCT P 52833, nyHkT 3.5.4

3.1.27

nonuMepasHas  uenHas  peakuusi; TLP; ®epmeHTaTMBHas  peakuusi, no3BofsiowWwas
amnanduymposatb pparmeHT AHK in vitro.
FOCT P 52833, nyHKkT 3.4.1

3.1.28 nonoxuntenbHbln KOHTponb MUP; K+: PeakunoHHasa cmecb Ans nposegeHus MUP. 3aBegomo
coepxalias ueneBoli HyknenHoBblit matepuan (MKO).

3.1.29 nonoxutenbHblli KOHTPONbHLIA o06pasey; MKO: PacTtBop, cogepxawuin onpegeneHHoe
KONMYEeCTBO LLe/IeBOro HyKN1eMHOBOro MmaTtepuana gnsa nposegenua MUP.

3.1.30

3.1.35 cekBoHupoBaHuo [AHK: OnpepgeneHve HykIeoTWAHON nocnepoBaTenbHOCTU hparmeHTa
reHoma opraHusma.

3.1.36 cMmechb Ae30KcuHykneosnagTpugocdaTos; OHT®: PacTBop, copepxalymnii
fe30KkcnajeHosnHTpudocdar. fes3okcmumTuanHTpudocdar, fesokcuryaHuHTpudoc-dar,
Le30KCUTUMUANHTPUdocdar, ABNAKOWMECS  «CTPOUTEeNbHbIMW  6/10KaMu»  ANA  CUHTE3a  HOBbIX
KOMMeMeHTapHbIX uenein HK.

3.1.37 cmecb gupgesokcuHykneosnaTpudocdartos; goHT®P: Cmecb Npon3BoAHbIX AHT®. y KOTOPbIX
rMApoKcunbHana rpynna y TpeTbero atoma yrnepoga Ae3okcupn6o3bl 3amelieHa aToMOM BOA4OpoOAa.

Mpumeuyanne — dnyopecUeHTHO-MeUYeHHble AUHT® MCnonb3yloT MpU CEKBEHUMPOBAHWW B KavecTse

TEPMMNHATOPOB 3/10Hraynmn I'IpaVIMepOB, TaK KakK UX BK/1IKOYEHME NnpepbiBaeT BO3MOXXHOCTb ,qaanel?lwero yYANnHeHna uenun
JHK.
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3.1.38

3.1.40 wtamm: YwucTasa KynbTypa MWUKPOOpraHvw3ma, Bblfe/ieHHas W3 KOHKPETHOro WCTOYHMKa WU
XapakTepusylowascsa HeKOTOPbIMW M3YYeHHbIMWU MNpu3Hakamu (Mopdonornyeckumun, usnosornyecknmu),
oTANYaLWNMK ee oT APYrUX Ky/bTyp TOro Xxe BuAa.

3.1.41 oanwounsa: W3Bneyenne BewecTsa W3 TBEPAOr0 HOCWUTENS BbIMbIBAHWEM MOAXOAALM
pacTBopuTenem.

3.1.42

afoHrauma npaiimepa: depmeHTaTWBHAs peakuus, NpuBogsAwas K cuHTe3y Hosoi uenu AHK
nyTem fo6aBneHnNs OLNHOUYHBIX [,€30KCUPUBOHYKNEOTUAOB K 3'-KOHLY npaiimepa.
FOCT P 52833. nyHkT 3.4.16

3.1.43 akcTpakumsa PHK: O6pab6oTka aHanu3umpyemoli npob6bl BakuWHbl, BbicBO6OXAawwWwas PHK
Bupyca.

3.2 B HacTofAlWeM cTaHfapTe UCMO/Ib30BaHbl CleayLne cokpaLleHus:
OHK — ne3okcupunboHyKnenHoBas KUCNoTa;

KAHK — komnnemeHTapHaa OHK;

n. H. — napa HyK1eoTuoB;

PHK — pu6oHyknenHoBas Kucnorta;

TB3 — Tpuc 6opaTHbIii 3NeKTpoaHbIA Bydep;

OATA — HaTpueBas Co/b 3TUNIEHANAMUHTETPAYKCYCHOW KUC/OThI;

HB — Hblokacnckas 60/1e3Hb;

MBB — uHdekymoHHaa bypcanbHas 601€e3Hb;

NBK — UH(EKLNOHHBIA BPOHXUT Kyp.

4 YcnoBus BbIMOJIHEHUA UCTbITAHUW U Tpe6OBaHI/IH 6e3onacHocTun

4.1 YcnoBus BbINOJITHEHUSA UCNbITAHWUNA

4.1.1 O6wune TpeboBaHusa, npeabABAsSseMble K WCNbITaTeNbHOW snabopaTtopum u MNPOBEAEHUIO
ncnbiTaHnii. — no FOCT MCO/M3K 17025.

4.1.2 O6wwne TpeboBaHus kK nabopatopuu, ucnonb3ywuelr Metoabl amnnudukaumm AOHK ana

MO/TEKY/IAPHO-TEHETUYECKUX WUCMbITAHUA, YCTPONCTBO M ocHauweHue nabopatopum — no FOCT P 52833
(pasgen 6).

NMpumevyaHue - OpraHuzaunio paboTbl nabopaTopuil, UCNOMb3YOLWMX MeToAbl amnadukaumm HK npu
pa6oTe C MaTepuasioM, CoAepXaliMM MUKPOOPraHu3mbl | — IV rpynn natoreHHOCTW, OCYLLECTB/AT B COOTBETCTBUN C
-

4.2. Tpe6boBaHua kK nepcoHany nabopatopuu

4.2.1 O6bwume TpeboBaHua — no NFOCT MCO/M3K 17025 n TOCT P 52833.

4.2.2 TlepcoHan p[onxeH 3HaTb npasuna paboTel B nabopaTopuun, WUCNONb3yWOLWeER MeToabl
amnaudpmkauun  OHK, caHUTapHO-TUTMEHWYECKUE HOPMbI, MNpaBuia oxpaHbl Tpyha, MOXapHOW u
3/1eKTP06Ee30MacHOCTH.

4.2.3 lepcoHan, BbIMOMHALWMNIA MCNbITAHWA, AO/MKeH BnafgeTb metogamu TMLIP u cekBeHMpoBaHusA
OHK.

4.3 Tpeb6boBaHusa 6e3onacHoOCcTun

4.3.1 Mpn paboTe C XMMUYECKMMW peakTMBamMu Heobxoaumo cobnwpatb o6wue TpeboBaHusa
6e3onacHOCTM o6paleHns ¢ BpegHbIMK BelecTBamu, yctaHoBneHHble TOCT 12.1.007.
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MpumeyaHune — Pabota c mMartepuasioMm, CoaepxaliyMm MUKpoopraHuambl Il — IV rpynn natoreHHocTu,
[O/MKHA cooTBETCTBOBATL TpeboBaHuAM [1] v [2].

4.3.2 TomelieHne [JO0MXHO 6biITb 060pyA0BaHO 06LEd NPUTOYHO-BLITSXHON BeHTUNnAumei no FOCT
12.4.021. CopepxaHne BpefHbIX BewecTB B Bo3gyxe pabouyeil 30HbI He [AO/HKHO MpeBbiWaTb HOPM,
ycTtaHoBneHHbIXx TOCT 12.1.005.

4.3.3 MNpu paboTe ¢ 3neKTpoycTaHOBKaMu cnepyeTt cobnwogate TpeboBaHWUS 31eKTpo6e3onacHocTH,
ycTaHoBneHHble B TOCT P 12.1.019.

4.3.4 MNowmeuieHne nabopaTopun JO/HKHO COOTBETCTBOBATb Tpe6oOBaHUAM NoXapHoi 6e3onacHOCTU Mo
FOCT 12.1.004, 6bITb OCHaLLeHO cpeAcTBamMu noxapoTywexns no FTOCT 12.4.009.

5 CpepacTBa M3MepeHuin, 060pyaoBaHMe, peakTuBbl, Nocyha 1 matepuansl

5.1 Tpu nposejeHun wuCNbITaHWi o6opyaoBaHMe cnepyeT o6cnyxusaTb B COOTBETCTBUM C
WHCTPpYKUMAMY nponssogutens n tpe6osaHmamm NOCT MCO/M3K 17025 n TOCT P 52833.

5.2 lns npoBeAeHNa UCNbITaAHU NPUMEHSAIOT creayloliee cpeAcTBa nsmepeHuii n obopyaosaHue:

* BECbl 3/1eKTPOHHbIe No TOCT OIML R 76-1 Il (BbICOKOr0) Kflacca TOYHOCTU C A€CTBUTENbHOWN L,eHOoN
nenennss d s 0.01 r; npu B3BewwuBaHWM B AuanasoHe oT 0.02 pgo 50.00 r npegenom pgonyckaemoi
NOrpeLwHoCcTN NpM NepBUYHON NoBepke + 4 Mr, Npu aKkcnayataunum — + 5mr;

* aHanusaTtop reHeTuyeckuin Ana pasgenedvs dparmeHTos [AHK MeTogom  KanunnapHoro
anekTpodopesa C fJeTekumeld curHana aopecueHLmn, MNOo3BOMAWMNIA OCyWecTBUTb MNpoyYTeHue
HYKNeoTUAHON nocnefoBaTeNbHOCTM ANMHOK g0 950 N. H. ¢ TOYHOCTbIO He MeHee 98.5 % ;

* GOKC TaMUHapHBLINA € Knaccom buosiornyeckoin 6esonacHocTu Il Tun A ansa sbigenenns HK;

 MLLP-60KC C 6GakTepULUAHONI Namnoii;

e amnandukaTopbl ANA MUKPONPO6GUPOK BMecTUMOCTb 0.2 M 0.6 cM3 C BO3MOXHOCTbIO aKTUBHOIO
perynuposaHua TemnepaTypbl N0 pacTBOpy B NPOGUPKE;

e TepmocTaT TBEPAOTE/IbHbIA C Anana3zoHoM TemnepaTyp oT 25 °C go 100 °C gns mukponpo6upok
BMecTUMoOCTbio 1,5 cm3;

e OTCcacbiBaTe/lb BaKyyMHblli MeAULUHCKUI C KONBGON-N0BYLLKOA;

* MUKPOLEHTPUYrKM C Yr10BbIM POTOPOM A1 MUKPOMPOOGUPOK BMECTUMOCTbIO 1.5 cmj co CKOPOCTbLIO
BpaleHus Ao 14800 06./MWH. MmakcumasbHbiM yckopeHuem 21100 g;

* MUHULEHTPUQYIM-BCTPAXMBATENN C poTopamMu ANs MUKponpobupok BmecTumocTbio 0.2; 0.6 n 1.5
CM3, CKOpPOCTblO BpaleHns He meHee 2400 06./MWUH 1 MakcuMasibHbIM yckopeHuem o 700 a:

* X0NnoaunbHWK 6bITOBOK 3nekTpuyecknii no TOCT 26678. obecneunBawwuii nogaepxaHue
TemnepaTypbl oT 2 °C fo 8 ‘C. ¢ MOpPO3UbHOI Kamepoii, obecneunBaloWnin nogaepxaHne Temnepatypbl He
Bbile MUHYC 16 °C;

* Habop [03aTOPOB I/IEKTPOHHbBIX UM MeXaHUYecknx MeauuunHckux nadopatopHbeix no FOCT 28311, ¢
BapbupyemMbiMn obbemamu [03;

* KaMepy A1 TOPU30HTA/IbHOrO 3/1eKTpohopesa BMeECTUMOCTbIO He 6osiee 500 cm3;

* UICTOYHWK NUTaHUA ANS 3nekToope3a NOCTOSHHOrO TOKa € HanpsxeHnem oT 150 go 460 B:

e TpaHCUANOMUHATOP YNbTpadnoneToBblli C KabMHETOM ANA NpocmoTpa renei;

- BMAeocuctemy c UuUMKDPOBOI BMAEOKAMEpPOn AN perucTpaunvM pesynbTatoB U nepegaun
n3o06paxeHns;

- NeYyb MUKPOBOJIHOBYK MOLLHOCTblO He mMeHee 800 BT, cooTBeTcTBYlOWY TpeboBaHuam FOCT IEC
60335-2-25.

5.3 ns npoBeAeHNs UCNbITAHU NPUMEHSAIOT crefylolme peakTuBbl:

a) Habop peareHTOB AN 3KcTpakumm PHK  BkaouvaroLmii:

1) «nm3unpyowumii pacTeop»;

2) «pacTBOp A/151 OTMbIBKM NO 1»;

3) «pacTtBOp ANA OTMbIBKM NoO 3»;

Mpumepom noaxogsilero 060pyA0BaHNS MOXET CNYXUTb reHeTnyeckuii aHanusaTop «AB1 PRISM 3130 Genetic
Analyzer» (Applied Biosystems. CLUA) ¢ kanunnsipHbim 610kom Tuna *3130/3100-/Warn» Genetic Analyzer Capillary
Array.4 * 50 cm (Applied Biosystems. CLUA). [laHHas uHdopmauys SBAsSieTC pekoMeHAyeMoi 1 npusegeHa Ans
ypo6cTBa nonb3oBaTesneli HaCToSALEro cTaHaapTa.

MpumepoM MOXeT cnyxutb Habop «PUBO-copb» (PBYH LIHAW Snungemunonorum PocnotpebHaasopa. P®).
[JaHHas nHdopmaumsa ABsSeTCS PekoMeH4yemoi 1 npusefeHa Ans y[06cTBa nob3osartesieil HacTosALLIero cTaHgapTa.
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4) «pacTBOp A/719 OTMbIBKM Ne 4»:

5) copbeHT (25 %-Has B3Becb uyacTuy Si02 pasmepom oT 20 ago 50 mkm B pacTteBope Tpuc-HCI
MONAPHOW KOHUeHTpauun 5 mmonb./gm3);

6) 6ydhep ans anwouun PHK;

7) BKO;

8) OKO;

6) Habop peareHToB ana OT', BKIOYAK LW UIA:

1) TpaHcKkpunTasy o6paTHYl PeKOMOWHAHTHY MOAUMULMPOBAHHYID W3 BUpyca NelikeMuun Mblllei
«M MLV» akTuBHocTbio 0,2 eg./cm3B bydepe Ansa xpaHeHus;

2) AHK-6ydep;

3)peareHTbl «RT-mix» n «RT-G-mix-1», cogepxawme pabounini 6ydepHbili pactBop, AHT® n
rekcaHyk/neoTuHble npaiMepbl Co C/lyvyaiiHoi nocneoBaTesibHOCTbIO HYK1€0TUA0B:

B) pacTBOpbl NpsAMbIX WM 06paTHbiX [MLP-npaiimepoB MOASIPHON KoHUeHTpauuei 10 mMmMonb/gm3 n
4yncToTON cneunduueckoro ONINTOHYkNeoTuaa He MeHee 98 %, no3BOAALLWMX aMnaAUn@uUUMpoBaTh
cooTBeTCTBYOWMNE (DparMeHTbl reHoB WTaMMOB BUPYCOB;

r) «MUP-cmecb-2»', cogepxallyo TepmoctabunbHyto AHK-nonnmepasy «[unaTak» akTuBHOCTbiO 0.25
ef./Mm3. marHua cynbdat MgS04 monspHoOW KoHueHTpauunm 5 wmmonb/gm3; Tpuc-HCI monspHoi
KOHUeHTpauun 66 mmonb/am3 ¢ pH 8.3; ammouusa cynbdat (NH4)2S04 monapHoW KoHueHTpauun 16,7
MMONb/AM3 ; pacTBOp «TBUH-20» 0.01 %-Hblli; rAnuepuHa pactBop 20 %-HbliA; KpacuTesb KpPe3osioBbli
KpacHblIii;

A) pactBop gHT®. cogepxawuii HaTpmeBble conu AHT® co cTeneHbl o4YnUCTKM 6Gonee 98 % u
KOHLeHTpauwnei kaxgoro 2 mons/gm3 pH 7,5;

e) BOAY AeMOHM30BaHHYI0, knacca 4nucTtoTbl |, cBo6oAHYIO OT pubOHykneas, Ae30KCMPUOOHyKNeas,
HeopraHM4yecknux v opraHNuYecknx NpuMeceit ¢ yaesibHbIM CONpPoTUB/IEHNEM He MeHee 18 MOM-cwMm;

X) Bock gna MNupP;

1) macno BasenuHosoe mMeauunHckoe no FOCT 3164;

K) araposy, NpurofHyto Ans anekrpodopetnyeckoro pasgenenus AHK;

n) Tb3-6ycep ans anektpodopesa (KOHUEHTPUPOBAHHLIW GydhepHbIli pacTBop, cogepxalwuii Tpuc-
OCHOBaHWe MONAPHON KoHueHTpauun 0,89 Monb/AM3 6GOpPHYH KUCAOTY MONAPHON KOoHueHTpauuu 0,89
Monb/am3, ATA MonspHoi KoHueHTpauumn 0,02 monb/gm3, pH = 8,3);

M) pacTBOp GPOMMUCTOrO 3TMANSA KOHUeHTpauuein 10 mr/cm3. x. u.;

n) mapkep monekynapHbix macc HK. cogepxawuii pparmeHtsl JHK pasmepom ot 100 go 1000 n. H.
KOoHUeHTpauunel 100 Hr/MM3, 06beEMOM A1 HAHECEHUA B NYHKN rena 3 — 5 MmM3

n) peareHT 415 O4UCTKM npoAaykTos MLUP";

p) peareHT ans cekseHmpoBauma AHK

C) CNUPT N30NPONWAOBLIA MacCOBO A0Nei ocCHOBHOTO BelecTBa 99,8 %;

T) dhopmMammnp BbICOKOOUULLEHHbI AENOHU3NPOBAHHBIN C 3/1€KTPOMPOBOAHOCTLIO B gnana3oHe 19 —
34 MKCMm/cm4;

y) Habop Ana cnekTpasbHO KaMbpoBKN reHeTUYecKoro aHanusaropa 3

&) nonvmep ANa KanunNAapHOro anekTpodopesa’s;

[JaHHan vHdopmaumsa sBnseTca pekomeHAyemoi 1 npuBegeHa ANns ynobcTBa nosfb3oBaTeneli HacTosLero
cTaHfjapra.
MpuMepoM [MOXeT cNyxuTb Habop «ExoSAP-IT™s» (USB Corporation, CLUA). JaHHaa vHdopmaumsa ssnsetcs
pekoMeHAyeMoi 1 npuBefeHa Ana yao6eTea nonb3oBartesneil HacTOSILLEro cTaHaapTa.
MprMepoM noaxoAsiliero peareHTa MOXeT CryxuTb «BigDye® Terminator vi.1 Ready Reaction Mix» u3
Habopa peakT1BOB /19 cekBeHnpoBaHus «BigDye® Terminator v1.1 Cycle Sequencing Kit» (Applied Biosystems. CLUA).
[JaHHan nHdopmauuma aBnseTcs pekomeHayemoii 1 npueedeHa Ana yao6ctea nonb3oBaTeneil HacTosLWero ctaHgapTa
* TpuMepoM MOXeT CcnyxuTb dopmamung «Hi-DITM Formamide» (Applied Biosystems, CLUA). [aHHas
nHhopmaumsa ABNseTCs pekoMeHayeMol U npuBedeHa ANa yaobcTea nosb3oBaTenieil HacTosALWero ctaHgapra.
Mpumepom nogxogsilero Habopa MoOXeT cnyxmTb «31xx and 3500 Matrix Standards Kit. BigDye® Terminator
v1.1» (Appbed Biosystems. CLUA). JaHHas uHopmauus SIBASETCA PEKOMEHAYeMO U npuBefeHa Ans ypoobetea
nosib3oBaTesieli HaCTOSLLEro cTaHaapTa.
' Mpumepom noaxoAsLiero nonvMepa MoxeT cnyxutb «POP-7,m Polymer for 3130/3130x1 Genetic Analyzers»
(Applied Biosystems, CLUA). [faHHaa wHopMauus ABNSETCS pPeKkoMeHAyemoil u npusefeHa [Ans  ynobersa
nosib3oBaTesieli HaCTOSLLEro CTaHAapTa.
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L) KOHUeHTpaT 6ychepa Ansa kanunnapHoro anekTpocopesa’;

4) BOAY AuCTUNAMpPOBaHHy no FOCT 6709.

5.4 ins npoBeAeHNa UCNbITaAHUA NPUMEHAIOT CreAyoLWwyo nocyay u matepuansl:

- nNpobupkn ofHopasoBble MOSIMNPONUIEHOBLIE MIOTHO  3aKpbliBalwLWMecs rpagynpoBaHHbIe
BMecTUMocTbio 0.6 u 1.5 cm3;

- npobupkn ansa MLUP ¢ n10CKOW KpbIWKOA BMeCTUMOCTbio 0.2 cM3;

* K0onby KoHnyeckyto no FOCT 25336, U3 TepMOCTOWKOro cTeks1a BMeCTMMOCTbi0 250 cm3;

- UMNMHAPbLI MepHble BMecTUMocTbio 50 n 1000 cm3no NOCT 1770;

- CTakaHbl CTEKNSAHHbIE BMecTMMOCTbio 100 1 400 cm3no NOCT 25336;

* HAaKOHEYHWKN OfHOpa30Bble YHWBeEpCasibHble A1 3NEKTPOHHbLIX WAN MeXaHU4yeckux [03aTOpoB C
BapbuMpyembiMn o6bemamu [03;

- WTATUBbI NS MUKPONPOOBUPOK U HAKOHEYHUKOB;

- nnadweTbl 96-NyHOYHble A9 aBTOMAaTUMYECKOro reHeTUYecKoro aHasunsartopa C YM/J0THUTENEeM,
OCHOBaHMeMm (WwWTaTMBoMm) n onkcaTopom”;

- eMKOCTU ANna c6poca HaKOHEYHUKOB;

- EMKOCTWN A1 pacTBOPOB C yNJOTHUTENAMU ”;

- eMKOCTb AN aHoAHOro 6ydepad;

mcandeTkn 4NA OYUCTKN NINH3, XUMUYECKN YUCTbIE;

- IeHTy NabopaTopHy0 BAAroCTOWKY 31aCTUYHYIO;

-xanatbl no F'OCT 12.4.131 n roCT 12.4.132;

- nepyatkn no FOCT P 52239, ogHopa3oBble U3 aTekca 6e3 nyapbl:

e 6ymary punbtpoBasnbHyto no FOCT 12026;

- cpefcTBa ansA o6paboTkm paboyero mecta no (1) u (2).

5.5 [JonyckaeTtcs UCMNoNb30BaHMe  APYrux  cpeicTB  M3MEpeHuin ¢ MeTposiorMyecknmmn
xapaktepuctukamu, a Takxe o060pyaosaHusd, MaTtepuanos, MNOCYAbl W pPeakTUBOB C TEXHUYECKUMU
XapakTepucTukaMmn He Xyxe yKkasaHHbIX.

6 CyuwHoCTb mMeTopa

6.1 CywHocTb MeTOfa 3ak/yaetcs B ONpefesieHNn HYKNeOoTUAHbIX nocrsefoBaTesibHOCTe
BapnabesnbHbIX Yy4yacTKOB reHomoB wTamMmoB Bupycos HB. WUBB u WBK 13 ucnbiTyembiX BakuuH, uX
CpaBHEHMN C U3BECTHbIMM NOCNEA0BATE/IbHOCTAMMU N NAEHTUMDUKALUN BAKLUHHBIX LUTAMMOB.

6.2 NcnblTaHNne COCTOUT U3 CNefyoLWmnX aTanos:

* 3KCTpakuymna n ounctka PHK Bupyca,

- peakuus obpartHoli TpaHckpunuyum (OT) oumnwieHHol PHK Bupyca:

- amnaudukauns  QparMeHTtoB reHoma Bupycos metogom [P ¢ napamu npalimepos,
hnaHkMpylowmMMn onpegesieHHble  y4yacTku reHoma Ansa ugeHtudukauumn wrtamma Bsupyca: HB —
hparmeHTbl reHoB M u F, UBB — cparmeHT reHa VP2. UBK — dparmeHT reHa S;

* petekuus [MUP-npoAykToB MeTO4OM 3nekTpodope3a B arapo3Hom resie A8 BblABAEHUA
cneyudunyeckmx nosoc amnandguumnposaHHoin HK n oueHkn koHueHTpauuu MLP-NpoaykToB;

* cekBeHuposaHue [1LIP-NpoAyKTOB. OUMIEHHbIX OT HEeBKIUMBLIMXCA npalimepos u AHT®,
ONAE30KCUHYKNEOTUAHbIM METOL0M C (PIyOpPeCLEeHTHLIMU KpaCUTENAMU;

Mpumepom noaxodsLLero KoHueHTpaTa 6ydhepa roxet cnyxutb «310 and 31xx Running Buffer. 10X» (Applied
Biosystems. CLUA). [JaHHaa uHdopMauus sBNSeTCS pekoMeHayemol v npueegeHa Ans yaobcTBa nonb3osartenei
HacTosLLero cTaHgapTa.

MprMepoM MOXeT CnyxuTb nnaHweT «MicroAmp® Optical 96-Well Reaction Plate» (Applied Biosystems. CLUA)
¢ ynnotHutenem tuna «96-Well Rate Septa» (Applied Biosystems, CLUA), ocHoBaHuem tuna «3130 and 3100 series
Plate Base 96-Well» (Applied Biosystems. CLUA) u dmkcaTopom Tuna «3130 and 3100 series Plate Retainer 96-Well»
(Applied Biosystems. CLUA). [laHHas wHdoOpMaLWs SBASETCA PeKkoMeHAayemoi U1 npuBefeHa [Ans  ypobecTsa
nofb3oBareneli HacTosLLero cTaHgapTa

Mpumepamy MOryT CAYXWTb eMKOCTM ANns pacTBopos «Buffer, Water. Waste Reservoir», ynnotHutenb
«Reservoir Septa» (Applied Biosystems. CLUA). [laHHas MH(opmMaums sSiBNSieTCA PEKOMEHAYEMOl U npuBedeHa ANns
yf06CcTBa Nnosib3oBaresieil HaCTOSILLEro cTaHaapTa.

* TIpUMEPOM MOXET CNYXWTb eMKOCTb A/19 aHodHoro 6ydepa «3130/3130x1 Buffer Jar» (Applied Biosystems.
CLWA). faHHaa uHdopMauus ABNSETCA pekoMeHAyemoil u npusedeHa ANs yaobcTBa nonb3oBaTeneil HacTosLiero
cTaHgapra.
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- onpegeneHne Hyk/eoTUAHOI NocneAoBaTeNbHOCTH (PpParMeHToB reHOMOB LITAMMOB BUPYCOB NMyTeM
pasjeneHus NpPOAYKTOB peakuuu CEKBEHUPOBAHWSA, OUYMLEHHbIX OT U36bITkKAa AHT®. dnyopecyeHTHO-
MeUeHHbIX AAHT®, npaiiMepa u coneii, METOAOM KanmuAspPHOTO 3anekTpodopesa c AeTekuuei curHana
¢htoopecuUeHUn 1 KOHTPO/b KaYecTBa CEKBEHUPOBAHUS;

e CpaBHeHWe TMOoJIyYeHHOW HYKNEeoTUAHOW nocnefoBaTeNbLHOCTM pparMeHTa reHoma Bupyca u3
aHanu3upyemoli npo6bl C U3BECTHbIMU MOC/IE0BATE/IbLHOCTAMU BUPYCHbIX WITAMMOB M3 6a3 AaHHbIX B
Lensx naeHTMMuKaLnmM BakLMHHOTO WTamMMa U MHTepnpeTauns pesynbTaToB UCMbITAHUS.

7 OT60p N NOAroToBKa rnpob

7.1 Ot6op nabopaTtopHOil NPo6bI

7.1.1 NabopaTopHylo npoby OT cepuu BaKuWHbI OTOMpalT MeTOoAOM chydyaliHoro otbopa nocne
NPOBEPKN KayecTBa YNakoBKW, MapKMpPOBKW W BHelwHero Buga B cooTtBeTcTBum ¢ [OCT 31929.
NabopaTtopHas npoba Ao/KHa OblITb penpe3eHTaTUBHON U coepxaTb He MeHee ABYX YNaKoBOYHbIX eAUHNUL,
13 KaXxaoi cepun BaKLMHbI.

7.1.2 MNpu noAy4YeHUn HeyaoBAETBOPUTE/bHbLIX pPe3ynbTaToB UCMbITaHW NPOBOASAT NMOBTOPHbIN 0THOP
nabopaTopHoi Npobbl OT YBOEHHOIO KO/MYECTBa eMHUL, YNaKkoBKN TOl e cepun B cooTBeTcTBumn ¢ FOCT
31929.

7.1.3 abopaTopHble Mpo6bl XpaHAT B COOTBETCTBWUM C YC/IOBUSIMU, yKa3aHHbIMW Npou3BoguTenem B
HOPMAaTUBHbIX JOKYMEHTaX Ha KOHKPETHYIO BaKLuUHY.

7.2 ToproTtoBKa aHanM3npyemoi npobbl

7.2.1 Kaxpayto aHanusnpyemyto npo6y noarotaBnnBaloT B O4HOPaA30BbIX NepyaTkax.

7.2.2 3 opgHOW ynakoBo”oW efuHULbl oT6MpaoT 10 MM3XMAKOW BakUUHbI 1 NEPEHOCSAT B O4HOPA30BYH
NOIMNPONUIEHOBYIO MUKPONPOGUPKY BMECTUMOCTbIO 1.5 cmM3

7.2.3 JlnocunusnpoBaHHble (OPMblI BakUWH NpeABapuUTENIbHO pPecyCcneH3mpylT B CTEPUNIbHOM
pacTtBopuTesie U roToBAT aHanusnpyemyw npoby no 7.2.2.

8 OkcTpakuusa n oynctka PHK

8.1 3kcTpakuuilo n ounctky PHK 13 aHannsmpyemoii npobbl BakuyMHbl NPOBOAAT C MCNONb30BAHMEM
KoMMaeKTa peareHToB gns BbigeneHns PHK no 5.3 copbuMOHHLIM METOAOM.

8.2 TOTOBAT HeobX04MMOE KOMMYECTBO OLHOPA30BbIX MPO6GUPOK (MO YUCAy aHanM3Mpyembix nNpob) u
fob6aBnsawT Npobupky Ans oTpuuyatenbHoro KoHTpons KO. BHocAT B kaxgyw npobupky no 0.45 cm3
«nm3npytouiero pactsopa» m no 5 Mm3BKO. Mpobupkn mMapkupytoT.

8.3 B npobupkun no 8.2 BHOcAT no 10 MM3 aHanu3umpyembix MNpo6, MCNOAb3yss HaKOHEYHUKM C
a3po30/bHbIM 6apbepom. B npobupky KB BHOCAT 10 MmM3 OKO.

8.4 B kaxayt npobupky no 8.3 BHocAT 25 Mm3 copbeHTa, KOTOpbIi npegBapuTesibHO BCTPAXMBAIOT.
Cofepxvumoe Npo6MpoK NepemellBaloT U UHKYOMPYIOT Npu KOMHaATHOW TemnepaType B TeuyeHnune 8 — 10
MWH, BCTpAXMBaa uyepes KaxAable 2 — 3 MUH. 3aTem ocaxfaloT COpbeHT B MUKPOLLeHTpudyre C yrioBbiM
potopom npu 5000 06./MuH B TeuyeHme 30 c. HapocafouHyl XWUAKOCTb yAansoT, UCMNOb3ys BakKyyMHbI
oTcacbiBaTelb C KON16ON-TOBYLIKOW U OTAE/bHbIA HAKOHEYHUK AN KaXA0i aHann3npyemoi npobbl.

8.5 K nonyyeHHomy nocne ueHTpudyrnposaHma copbeHTy no 8.4 gob6asnsatT no 0.4 cm3 «pacTBopa
ana oTmbiBkM N9 1». lNepemelunBaloT Ha BCTpAXMBaATeNo A0 MOJSIHOTO pecycrneH3upoBaHusa copbeHTa.
CopbeHT ocaxpalT ueHTpudyrmposaHnem npu 5000 06./MMH Ha MuKkpoueHTpudyre B TeuyeHue 30 c.
YpansawT HafocafOYHYK XKUAKOCTb, WCNONb3ys BaKyyMHblA oOTcacbiBaTeslb C KONGOW-/0BYWKOW 1
0TAENbHbIN HAKOHEYHUK ANSA KaXA0W aHann3npyemoi npobsbl.

8.6 [lBaxxabl NOBTOPAIT npouenypy OTMbIBKU, ncnonbdya no 0.5 cmj «pactesopa A1A OTMbIBKM N? 3»,
aHasnormyHo 8.5.

8.7 3aTtem npoueaypy OTMbIBKM NOBTOPSAKT, ucnonbdys no 0.4 cm3 «pacTBopa 418 OTMbIBKM N» 4»,
aHanornyHo 8.5. npu aToM copbeHT ocaxgatT ueHTpudyrnposaHmem npu 10000 06./MUH.

8.9 lMpobupkn ¢ OTMbITbIM COpP6EHTOM Mo 8.7 nomelwalT ANS €ro NoACylnBaHUA B TepmMocTaT npu
Temnepatype 60 °C Ha 12 — 15 mMuH. Mpy 3TOM KpbIWKM NPOBUPOK JO/DKHbI BbITb OTKPbLITHI.

8.10 B npobupku ¢ NOACYLWEHHLIM OTMbITbIM copbeHTOM gob6aBnsatT no 50 mm3 bydhepa Ana anounmn
PHK. kpaTkoBpeMeHHO nepemMelinBaldT Ha BCTpAXuUBaTesie. NomelialoT B TepmocTaTl npu Temnepartype
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60 °C Ha 2 — 3 MWH, CHOBa BCTpPAXUBAlOT, a 3aTeM UeHTpudyrupyT npm 12000 — 13000 06./MUH Ha
MUKpPOLEHTpUdyre ¢ yrnoBbIM pOTOPOM B TedeHue 1 MUH.
8.11 HagocagouyHas XXnMAKOCTb, NOAyYeHHas nocse ueHTpudyrnpoBaHusa no 8.10. COAEPXUT OUULLEHHYIO

PHK (PHK-npo6y). KoTopylo 3aTem UCMONb3yIT ANA peakuun OT B COOTBETCTBUM C pa3genom 9.
Cpok xpaHeHna PHK-npo6bbl npu Temnepatype oT 2 BC g0 8 °C — He 6onee 4 u.

9 Peakuyusa obpatHoii TpaHckpunuun (OT)

9.1 Aina npoBeaeHns peakymn OT ncnonb3yT Habop peareHToB no 5.3.

9.2 TOTOBAT peakyWoHHYH CMecb. [lna 3TOro B MUKPONPO6GMPKY BMecTumMocTbio 0,6 cm3 BHOCAT 125
MM3 peareHTa «RT-mix», no6aBnatT 5 Mm3peareHTa «RT G-mix-1» 1 6 Mm306paTHO TpaHckpunTasbl «M-
MLV». TwaTtesnbHO nepemMeLwnsaoT.

9.3 B Mukponpo6upkn BMmecTumocTbto 0.6 cM3BHOCAT No 10 MM3rOTOBOI peakLynoHHON cmecu no 9.2 n
no 10 mm3 PHKnpo6, nonyyYeHHbIX B COOTBETCTBUM C pasgenom 8. OCTOPOXHO nepemewnBaloT
nunetupoeaHnem. MHKY6upylT npobupkn B TeyeHne 30 MUH B TepmocTate npu Temnepatype 37 °C.
Mony4yeHHblld npenapat kAHK pasBogaT B pgBa pasa [JHKG6ydepom, akkypaTHO nepemellvBaloT
nuneTupoeaHnem.

9.4 Cpok xpaHeHus rotoBoro npenapata kAHK npu Temnepatype He Bbiwe MUHyc 16 °C — He 6onee
ceMu gHeli Wan nNpu TemnepaType He Bblle MUHYC 68 °C — He 60/siee 04HOro roga.

10 AMnnnunkauma pparMeHTOB reHoMa BUPYCHbIX wWTammoB metogom [MLUP

10.1 Ana waeHTudurkaumm wTammos Bupyca HB ucnonb3yoT ABe napbl npaliMepoB, NMO3BOASAKLWUX
amnnudgunympoBaTtb parmeHt F-reHa gnuHoii 442 n. H. u dparmeHT M-reHa gnuHoi 1051 n. H., B
COOTBETCTBMM C Tabnuuein 1.

Ta6nunuya 1— Mpalimepbl 4nsa naeHTUUKaymy WTammos Bupyca HB

Haumerosarue Hanpasnerive HykieotuaHas nocnefoBaTeisHoCTb TonoxeHue
npalivepa npalivepa
NDF-1 Mpsamoii SACTCTTGALT/CIGGIC'TIAGCG'AJCCTCTIT/CjGC-a’ 4635 — 4656
NDF-2 OG6partHbIii 5'-GCCACTGCTAGTTG(T/GIC)GATAATCC-3' 5076- 5054
NDM-3 Mpamoii 5'-GGAGTGCCC<C/T)(AfG)ATTGTGCCAAGATG-3' 3268 — 3292
NDM-4 OGpaTHblii 5-GTGGTC(AIG)G<GIA)(G'A)GTCAC(T.|C)GCGAC-3' 4318 — 4298

YkasaHbl MO3UUMM NEPBOr0 W NOCMEAHEro HykneoTuaa COOTBETCTBYIOLEro npaiMepa OTHOCUTENIbHO
nocnegosarefibHoOCTV reHoma Bupyca Hb ¢ pernctpaynoHHsiM Homepom AY845400 B 6a3ax AaHHbIX.

10.2 Onsa unpeHTudunkaumm wtammoB Bupyca WBK ucnonb3yoT napy npalimepos, NO3BOSAIOLLYIO
amnnudunympoBaTb hparMeHT S-reHa AAUHOW 467 N. H., B COOTBETCTBMMU C Tabnuuen 2.

Tabnwunuya 2— Mpalimepbl ANa naeHTudmkaummn wrammos supyca VBK

HavmeHoBaHvie HanpasneHvie HykneoTuaHas nocnegoBartefibHOCTb MonoxeHune
nparivepa nparivepa
IBV-S-1 Mpsimoi 5-ATAATACTGG(C'T)AA{CIT)TTTTCAGATGG-3' 21071 — 21095
IBV-S-2 O6partHbIii 5'-CTCACCTN(A[T/G)ATAAACACC(CIT)TTAC-3' 21537 — 21515

Yka3zaHbl NO3WLMKM MEPBOTO W MOCMEAHEero HykleoTuga COOTBETCTBYHOLEro mnpalimepa OTHOCUTESIbHO
nocnegosartefnibHOCTV reHoMa Bupyca VBK ¢ pernctpauymoHHsbiM Homepom FJ904721 B 6a3ax AaHHbIX.

10.3 Ona wnaeHTudukaumm wTtammoB Bupyca WMBB ucnonb3yT napy npaiiMepoB, MO3BOASIOLYIO
amnnuuunposatb hparmeHT YP2-reHa AnvnHol 743 n. H.. B COOTBETCTBUM € Tabnuueli 3.
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Ta6bnunuya 3— Mpalimepsl 4nA ngeHTUrkaumm wrammos Bupyca VBB

HanmeHoBaHne Hanpasnexvie MocnepoBarenbHOCTb MNonoxeHve
npaivepa npaiivepa
IBDV-VP2-1 Mpamoii 5-GGCCCAGAGTCTACACCATAAC-3' 735 — 756
IBDV-VP2-2 O6partHbIit 5'-CCGGATTATGTCTTTGAAGCC-3' 1477 — 1457

YkazaHbl MNO3NLMVM MEPBOr0 W MOC/MEeAHEro Hyk/eoTuaa COOTBETCTBYIOLWIETO Mpaiimepa OTHOCUTESIbHO
nocnefosaTenibHOCTU reHoma Bupyca VBB ¢ pernctpaumoHHbiM Homepom JO411012 B 6a3ax AaHHbIX.

10.4 Ana nposepneHus MNUP rotoBat mactepmukc «MUP-cmecb-1», cmewmnsBaa no 0,10 cm3pacTtBopoB
npsimoro n o6patHoro MLP-npaiimepos. 0.25 cm3pacTteopa gHT® 1 0.05 cmM34eMOHN30BAHHO BOAbI.

10.5 3dppekTuBHOCTL 3kcTpakuun PHK n peakuun OT npoBepsatoT ¢ nomouwbio MUP-BbisBNEHUS B
aHanu3upyembix npobax BKO, gob6aBneHHOro Ha aTane akcTpakuum PHK no 8.2.

10.6 Ana TLUP wncnonb3ywT cpedHecTeHuWble MWKPONpobupkn BmecTUMocTbio 0.6 cM3 wam
TOHKOCTEHHble BMecTUMOCTbio 0.2 cM3 B 3aBUCMMOCTM OT Tuna amnaudukatopa. [ns MNOBbiEHUN
CNeunduYHOCTN NPUMEHAIT «rOpPAYUA CcTapT» C BOCKOBOW MPOCMOWKOW, ANA 4Yero BOCK pacnnabnfalT B
TepmocTarte npu temnepatype 90 °C.

10.7 B mukponpobupku no 10.6 BHocAT no 5 mm3 «[LP-cmecn-1». nonyyeHHoin no 10.4. HacnausaloT
csepxy no 10 mMm3 pacnnaBfieHHOro BOCKa Tak. YTOOGbl OH MOJSIHOCTbK HaKPbIl XWUAKOCTb. 3akpbiBalT
KpbILWKK, AenalT NOMEeTKM C HauMeHOBaHMeM WCMOosb3yeMoi napbl npaiimepoB. Ecnv BOCK MOKPbIN
XWUAKOCTb HEPOBHO MM 06pa3oBannchb Ny3bipu, NPOrpesalnT NPo6GMpPKU B TepmocTaTe B TeyeHne 1 MuH npu
Temnepatype 95 °C n oxnaxpgarr.

Cpok xpaHeHus macTtepmukca «[lLUP cmecb-1» nofg BockoM npu Temnepatype mMuHyc 20 °C — He
6onee WecTn MecsaLes.

10.8 Ana amnnucukaumum B MUKponpobupkn no 10.7 Ha MOBEPXHOCTb HaHocAT no 10 mm3 «MLP-
cmecu-2» no 5.3. npu 3TOM OHa He [0/hKHa NpoBasinBaTbCs NoJ BOCK U cMeliunBatbhca ¢ «lLP-cMecbo-1».
B npoTuBHOM cnyyae Npo6upky cuntalT 6pakom v yTUAN3UPYIOT.

Mpn ncnonb3oBaHMn amnamdukaTopos 6e3 HarpeBaemMoi KpbIWKW B MUKPONPOGUPKM [06aBNAT MO
kanne (npumepHo 25 MM3) Ba3esIMHOBOro Macna.

3atem B 04HY MuUKponpobupky BHocAT 10 MM3 KB. @ B ocTanbHble — no 10 MmM3 kAHK aHanmsmpyembix
npo6.

10.9 B gByX MUKpONpPO6GUpPKax CTaBAT KOHTPOJIbHbIE peakuyuu amnandgukauum no FrOCT P 52833:

- oTpuuartenbHbli KOHTponb MUP K— BmecTo AHK-npo6bl BHocAT 10 mm34HK-6ydepa;

* MONOXUTENbHbIN KOHTponb MUP K+ — BmecTto AHK-npo6bl BHOCAT 10 MM3 KO (2 * 103 reHOMHbIX
9KBUBAJ/IEHTOB BUPYCHOW KAHK B Kybuyeckux caHTumeTpax).

10.10 3anyckaloT Ha amnandurkaTope nporpaMMy TepMOLMKIMPOBAHNA B COOTBETCTBUMN C Tabnuuei 4.

Ta6nunua 4 — MNporpammbl gns amnandprkaumm kAHK supycos Hb. MBK n VBB Ha Tepmouuknepax ¢ akTUBHbIM
perynvMposaHuem Temrneparypbl No pacTBopy B Npobupke

HavmeHosaHve

npalivepos Tewmneparypa . °C Bpems .c Yucno uyknos
95 May3a
95 300 1
NDF-VNDF-2
95 10
40
60 10
72 10
72 300 1
10 XpaHeHune
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OkoHuYaHve Tabnuubl 4

HavimeHoBaHvie

. .
npavivEpos Temneparypa'. *C Bpewms', ¢ Yncno LB
95 Maysa
95 300 1
NDM-3/NDM-4
95 20
40
63 20
72 40
72 300 1
10 XpaHeHue
95 Maysa -
IBV-S-1/IBV-S-2 95 300 1
95 20
40
50 20
72 40
72 300 1
10 XpaHeHune
95 May3a
IBDV-VP2-1/IBDV-VP2-2 95 300 1
95 20
40
55 20
72 40
72 300 1
10 XpaHeHune

MpuBeaeHHble pexumbl MLP ontuMmusnpoBaHbl Ha Tepmouukiepax «Tepuukn. «GeneAmp PCR System
2400» n «Applied Biosystetns® 2720 Thermal Cyder*.

Mpn poctuxeHun TemnepaTtypbl 95 °C mukponpobupkm no 10.8 m 10.9 nomewarwT B AYenKku
aMmnangukaTopa u CHUMaT nporpamMmmy ¢ naysbl.

Mocne 3aBeplweHNs peakuum MUKPONPOOBUPKM OTNPaBAAT B MNOMeleHWe AeTekuunm u yyeTa
pesynbtaToB MNMLP meToaom anekTpocopesa B cOOTBETCTBUM ¢ pa3genamm 11 un 12.

10.8 Cpok xpaHeHunsa aHanM3MpyeMbix Npob nocne amnandukaymm npu KOMHaTHOW Temnepatype — He
6onee 16 4, npu Temnepatype ot 2 u o 8 °C — He 6o/nee cemu gHein, Nnpu TemnepaTtype MuHyc 16 °C —
He 6onee WecTn Mecsaues.
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11 AeTtekumnsa MUP-npoayKToB MeTOAOM 31€KTpodpope3a B arapo3HoOM rene

11.1 NMoAroToBKa K UCMbITAHUIO

11.1.1 ToToBAT pabouwnii anekTpodhopesHblii bydep: B MepHblil uuamHap BameawT 50 cm3 TE3-
6ydepa, LOBOAAT AUCTUNNNPOBAHHON BoAol A0 500 cm3u nepemeLlnBaioT.

11.1.2 bepyt 1.7 r arapo3bl Ana anektpocgopesa [AHK. nomewawT B CTEKNAHHYKW Konby u3
TEPMOCTOIKOro cTekna BMectuMmocTbio 250 cm3. HanueatT 100 cm3 paboyero anekTpodopesHoro bydepa
no 11.1.1, nepemMewnBalT BpaleHMeM Konbbl N NNaBAT B MUKPOBOJSIHOBOI Neyu A0 NOSIHOTO pacTBOPeHUs
araposbl. Bpems nnasnieHus araposbl B MUKPOBOJIHOBOI Meyn MoOWHOCTbio 800 BT npu ee 3arpyXeHHOCTH
OfHOW kon6oi — 1.5 MUH.

11.1.3 BblHMMaT KoNby C pacnnaBfeHHOl arapo3oli W3 MUKPOBOJSIHOBOM Meuyn, akKypaTHO
nepemeluvsaloT, Bpauiasa Konoby.

11.1.4 MNocne 3TOro BHOBb MOMeLLalOT KOGy C arapo3oil B MUKPOBO/IHOBYHO Medb Ha 1.5 mMuH (npwu
MouHocTy 800 BT), fOBOAAT arapo3y A0 KAMEeHUs.

11.1.5 BbIHUMAKT KON6GY U3 MUKPOBOJTHOBOI Neyn 1 OCTyXalT araposy Ao Temnepatypbl 65 °C — 70
°C. Bpaw,as konoy.

11.1.6 K pacTtBopy araposbl, nonyyeHHomy no 11.1.5. po6aBnsaT 5 Mm3 pacTtBopa 6pPOMUCTOrO 3TMAUSA
KoHueHTpauwneid 10 mr/cm3, TwaTenbHO NnepemMeLlnBaT pacTBop. MoNyYeHHbI arapo3Hblii resb UCNob3yIoT
ONA 3a/MBKU B pamKy Kamepbl.

11.1.7 BblpaBHMBAOT CTONINK ANS 3a/IMBKU Tefieid, 3a1UBalOT arapo3Hblil refib, NoyyYeHHbIn no 11.1.6,
B pamkKy Kamepbl.

11.1.8 YcTaHaBMBalOT rpe6eHKN, He Kacasicb fiHA pamMKu KaMepbl, Ha PacCcTOsAHUM He MeHee 3 CM Apyr
oT Apyra. TonuwmHa arapo3Horo rens gosmkHa 6biTb 0kos10 0.6 cM.

11.1.9 Mocne noJIHOTO 3acTbiBaHMA araposHoro rena (30 MWH NpU KOMHATHOW TemnepaTtype),
OCTOPOXHO BbIHUMAT M3 Hero rpeb6eHkn, He NoBpeaAuB NYHKU. [MomelialT pamKy C rOTOBbIM arapo3HbliM
refem B Kamepy Tak. 4Tob6bl NYHKM pacnonaranucb 6amxe K oTpuuatenbHOMY 3nekTpoay. 3anuBalwT B
Kamepy pabounii anekTpodopeaHblii 6ydep no 11.1.1 Tak. 4UTOGbl OH MOSIHOCTbIO MOKPbIN arapo3Hblil refb.

11.2 MpoBegeHune anekTpodopesa

11.2.1 N3 npo6upok c npogyktamu amnandukaumm no 10.7 otéupatot no 10 mm3aHannsmpyembix npo6
M BHOCAT B JIYHKW arapo3HOro rens. B kaxAom psgy NyHOK arapo3Horo rens o6ssaTenbHO BHOCAT K+ wu
Mapkep mosiekynsapHbix macc AHK no 5.3.

11.2.2 MopaxknkoyarT Kamepy K UCTOYHUKY Toka, cobnigas nonapHocte (AHK gonxHa gBuratbcsa B
Hanpas/leHUN NONIOXUTENbHOT0 3anekTpoga). dnekTpodopes NPoBOAAT Npu HanpshxeHun oT 180 go 250 B B
TeyeHne 20— 30 MUH, NpK 3TOM KpacuTesb KPe30/0BbIi KpacHbI, BXxoAAwWwmMiA B «MLUPcMecb-2», Ao/mKeH
NPOABUHYTHCA HE MeHee YeM Ha 2 cM OT cTapTa. OnTumanbHas HanpPsXXEeHHOCTb 3/1IEKTPUYECKOro Nosaa npu
3TOM cocTasnseT 10 B/cm.

11.2.3 Mo 3aBeplweHUn BpeMeHu anekTpodopesa BbIKIYAKT UCTOYHUK TOKA, NEPEeHOCAT paMmKy C
refem Ha Y® TpaHCUANIOMUHATOP, pPacnosioXuB MOJOCbl TOPU3OHTANIbHO JyHKamu BBepx. [lonyvaioT
n3obpaxeHne arapo3Horo rens (anekTpodoperpammMmy) Ha KOMNbIOTEPE C NOMOLL LI BUAEOCUCTEMBI.

12 YyeT pesynbTtartos MNP

12.1 YueT pesynbtatoB [P npoBogAT No HaaAu4Mi WAM OTCYTCTBUIO Ha 3nekTpocoperpamme
cneynduyecknx nonoc amnanduympoBaHHoii AHK. [nuHa amnamduuupoBaHHbIX chneuuguyeckux
thparmeHTos AHK:

- bparmeHTa F-reHa Bupyca HB — 442 n. H.

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

- hparmeHTa S-reHa supyca WbK — 467 n. H,;

- hparmeHTa YP2-reHa Bupyca BB — 743 n. H.

OnuHa dparmeHTta BKO ykasaHa B UHCTPYKLWU MO €r0 NPUMEHEHUIO.

12.2 Y4yeT HayMHaT C OUEHKM pe3ynbTaToB amnandukauuy MONOKUTENbHBIX W OTpULATENbHbIX
KoHTponei no FTOCT P 52833 B cOOTBETCTBUU C Tabnnuei 5.
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Ta6nuua 5— Oxugaemblii pesynbTar amnandmkauyum nonoxXuTeNbHbIX 1 0TpULATENbHBIX KOHTPOoeH MLP

Hannuve cneumdudyeckoii nosiock! Ha 3M1eKTpodoperpamMmce, CoOTBETCTBYHOLLEN

KoHTposib oparmenty F-TeHa pparmeHTy Mremva thparmenty hparmeHTy YP2-rema
BKO S-reHa Bupyca
supyca Hb Bupyca Hb VIEK Bupyca V/IBb
SKCTpakuum * - - - -
PHK. Ka
MupP. K- - - - - -
MupP. K+ + + + + .

MpumeuvaHne — 3HaK «+» 03HaYaeT, 4To 0bHapyxeH MNLP-NpoayKT, 3HaK «-» — He 06HapYXeH.

B popoxkax K+ n Kec BKO pgosmkHa 6biTh ipkasa cBeTAWwasca nosoca COOTBETCTBYOLWEro pasMmepa.

B pgopoxkax K« ¢ MKO Bupycos HB. UBB n WBK pgomxHbl HabnwpaTbca cneuymduyeckme nonochbl
amnnunguumpoBaHHoi AHK cooTBeTCcTBYOW e ANAUHBLI No 12.1.

B gopoxkax K- n Ksa. kpome KB c BKO. He f0/1KHO 6biTb HAKAKMX NOMOC, 3@ UCKIIOYEHNEM BO3MOXHbIX
AVMepOoB npaimepoB, HaXoAAWKNXCA HMUXe YPpoBHS 100 n. H.

12.3 Ecnu pesynbTaTbl aHanu3a NOMIOXUTENbHbIX U OoTpuuaTefibHbiX KOHTPONMEN He COOTBETCTBYHOT
npusefeHHbIM B Tabnvue 5. ucnoiTaHne NOBTOPSAIOT CO CAeAyLWNX 3Tanos:

* eCin B A0POXKaxX OoTpuuaTesnbHbiX KOHTponein KB n'mnm K- BbisiBNseTca cneuuduueckas nosoca,
3HaunT, Npousoluna KOHTaMuHauua peakTMBOB WMAW Npo6. MPUHUMAKOT Mepbl NO BbIABAEHUIO WUCTOYHMKA
KOHTamuHauuun. MoBTOPAT UCNbITaHNE B COOTBETCTBUM C pas3fesiom 7,

* ecnn B npobax ¢ BKO He BbisiBNseTcs cooTBeTCTByWOLWas cneundunyeckas nosoca, Heob6xogmmo
NOBTOPUTb UCMbITAHWE B COOTBETCTBUMN C pasfeniom 7;

* ec/in B fopoxkax K+ He BbIABNANTCA cneuynduyeckne nonockl, NoBTOPAT UcnbiTaHne ¢ atana MLUP
no 10.7;

- ecnn B A0poxKax anekTpodoperpamMmbl HabnwgarTca Hecneumduyockme nNOAOCbI Ha pasHbIX
YPOBHSIX, TO WCNbiTaHWe NOBTOPAKT ¢ 3Tana MLLP no 10.7. BO3MOXHble NPUYUHbLI Hecneundguyeckoi
amnandukaumm — OTCYTCTBME «TOPSAYEro crtapta» WM HEBEPHbIl TemnepaTypHblli pexum B sAdelikax
amnnndukaTopa.

12.4 Ecnn pesynbTatbl aMnandukauum KOHTPONeil He NpOTMBOpeYaT OXuWAaemMoMy pesynbraty B
cooTBeTCcTBMM € Tabnuueih 5. yuuTbiBaT pe3ynbTaTbl amnaugukaumm aHanusupyembix npoo6.
NHTepnpeTauuto pesynbtatos MUP-amnangukaumm npoBoaAaT B COOTBETCTBUM C Tabnuuein 6.

Tabnunuya 6— VHTepnpeTaums pesynbtaTos MLP-amnandmkaumm aHanMsvpyembix npob

Cneumdnyeckas nosoca va 3MekTpoghoperpamMme. COOTBETCTBYIOLLAs

PesynbTat MLP-aHamsa hparmeHTy thparmeHTy thparmeHTy (pparmeHty
F-rema Bupyca M-reHa Brpyca S-revia Bupyca Y$i2-reva Bupyca
HB HB VBK VBB
Bobissnena k[HK supyca Hb + + - -
Bbisisnena »HK Bupyca NBK - - + -
Bbissnena kJHK Bupyca VIBb - - - +
Bobisisnena k[JHK sBupycos Hb. Nbb. IBK + + + +
Bbissnena »HK Bupycos Hb. NBK + + + -
Bbissnena kJHK Bupycos VBEK. BB - - + +
Bobiasnexa kJHK Bupycos HB. BB + + - +

KOHK B1pycoB He BbisiB/ieHa - - - R

MpumeuyaHne — 3HaK «+» 03HaYaeT, YTO 06HapYXeH MNLP-NpoayKT, 3HaK «—» — He 0OHapYXeH.
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12.5 Aina aHanusupyembix npo6, cogepxawux KAHK supyca, B 4OpoxKe fo/HKHA HabnohaTbCsa apkas
cBeTAlWanca nosoca Ha yposHe, cootseTcTBytouiem MNMKO gaHHOro supyca.

12.6 OueHuBalT KOHueHTpauuto [MLP-npoayxta. cpaBHMBAas BW3yaslbHO WHTEHCUBHOCTb CBEYEHUA
cooTBeTCTBylOW el eMy Mnonockl W MOMoC Mapkepa MofekynspHelx macc JAHK no 5.3 Ha
anektpocoperpamme. WcnbiTaHns (cekseHuposaHue [HK) npo6bl npogosxatwT npu ycnosuu, ecnu
cseyeHne nonocbl MUP-npogykta TOW Xe WHTEHCUBHOCTM WM 60/iee WHTEHCMBHO MO OTHOWEHUI K
CBEYEHUI0 Mosoc Mmapkepa MonekynapHbix macc JHK.

12.7 B cnyyae, ecnu nonoca MLP-npogykta MeHee MHTEHCMBHA MO OTHOLWIEHUIO K MojsiocamMm mapkepa
MonekynsapHbiX macc AHK. To npoBOAAT NOBTOPHOE UCMbITaHUE, HaYMHaA ¢ aTana BblgeneHus PHK.

MpumeuyaHue — HU3KMA ypoBEHb WM OTCYTCTBUE amnauduMkauuu parmMeHTa reHoma BUpYca MOXET
6blTb B HEKOTOPBIX C/lyyasix OGYCNOB/IEHO HEMO/HbIM COOTBETCTBME HYKIEOTUAHON MOC/EA0BATENBHOCTY LUTaMMa
BMpyca U ucnosbayembix MLUP-npaiivepos. B nogo6HbLIX Cnyyasx pekoMeHAyeTcs paspabarbiBaTb creuududeckue
[aHHOMY LITamMMy BUpYyca npaiMepsbl Ha OCHOBaHUM CBEAIEHNI O OCOBEHHOCTSIX €10 TEHETUYECKON CTPYKTYpbI.

13 CekBeHUpOBaHMe aMnNINMULNPOBAHHbIX ()parMeHToB reHoma

13.1 Ouuctka NMUP-npoaykta

13.1.1 Mepep cekBeHMpoBaHneM aMnanuuMpoBaHHOro hparmeHTa reHoma nNpoBoAAT oymcTky MLIP-
npoAykTa, NOMIY4YEHHOro B COOTBETCTBUM € pa3geniom 10. 0T HEBKNOUYMBLIMXCA nNpaimepoB n gHT®.

13.1.2 Ana ouncTtkm 6epyT 0.5 — 2.0 mm3 MNLUP-npoaykta. f06aBnsi0T 2 MM3 peareHTa 4151 OUNUCTKU
npoayktos MLP no 5.3 n nepemewwnBaoT NnMNeTMpoBaHneM.

13.1.3 MonyyeHHbIlh no 13.1.2 pacTtBop MHKY6MpYylOT npu Temnepatype 37 °C B TeyeHne 15 MuH. 3aTem
BCTPAXUBAKT U OcaxgalwT Kannum KpaTKOBPeMEeHHbIM LeHTpudyrupoBaHMem u CHOBa WHKYOMpylT npu
Temnepartype 80 °C B TeyeHne 15 MuH.

13.2 MpoBegeHne cekBeHUpoOBaHUA

13.2.1 OuuuweHHble B cooTBeTcTBuM c 13.1 TILP-npoAyKTbl CEKBEHWPYHT C MNPSAMOro u obpaTHOro
npaliimepoB. Ans F-reHa Bupyca HB n S-reHa Bupyca WBK B peakuuio cekBeHupoBaHusi 6epyT 20 Hr
cooTBeTcTBYtouero NMUP-npoaykta (4HK); gna npoayktoB amnnudukaynn M-reHa Bupyca HB n VP2 reHa
Bupyca MBK — 40 Hr.

13.2.2 Ans npoBefeHus peakuuyn B TOHKOCTEHHble MUKPOMPOGMPKM BMECTUMOCTbIO 0.2 cM3 BHOCAT
Heobxoammoe konuyectso AHK no 13.2.1, 0.8 mm3 cneundunyHoro npainmepa MONSAPHON KOHUEHTpauum 1
MKMONb/AM3, a Takke 1 MM3 cMecu peareHTa ANns cekBeHupoBaHus no 5.3. Mpu aTom o6wuii 06bEM
peakuMoHHOl cmecn fo/MKeH 6bITb 5 MM3.

13.2.3 TepmouuknMpoBaHMe TMNPOBOAAT Ha amMmaaugukatopax C TepMOoCTaTUpyeMoi KpbILKOWA,
cobnogas cnefyowmnii pexum.

a) HavyanbHada geHaTtypaums — 1 MuH npu Temnepatype 96 X ;

6) 3aTem 25 LMKNOB:

1) peHatypauusa npu temnepatype 96 X — 10¢;

2) oTxur npaiimepa — 5 c;

3) anoHrauus npaimepa npu temnepatype 60 °C — 4 MuH.

13.2.4 OTXWUr B peakumMn cCeKBeHMpoBaHMA NPOBOAAT NpPU Temnepartype:

- 60 X — ana npaiimepos NDF\. NDR2, NDM2, 1 NDM4)

-55 X — pna npalimepos IBDVVP2-A n IBDV-VP2-2;

-50 X — ansa npaiimepoB IBV-S-1 un IBV-S-2.

13.2.5 MonydyeHHble nocne amnaudukauum npoayKTbl CEKBEHUPOBAHUA — peakuWoHHY CMecChb
06beMOM 5 MM3— MCNoNbL3YT ANA AafbHERLWero NcnbiTaHUsa B COOTBETCTBUM € pasgenom 14.

14 OnpepgeneHne HyYK/eoTUAHOW nocnegoBaTeslbHOCTU (PparMeHToOB FeHOMOB
W TaMMOB BUPYCOB METOAO0OM KanuaaspHOro afiekTpocopesa

14.1 MoAaroToBka aHanN3NpyemMoi Nnpobbl C NPOAYKTaMKN CeKBeHNpOBaHuUA

14.1.1 MpoBOAAT OYUCTKY PeakUuWOHHO cMecu, Mony4vyeHHol B cooTBeTcTBMM C 13.2, OT M36bITKA
AHT®. dnyopecueHTHO-MeuYeHHbIXx AAHT®. cekBeHupylowero npariMepa w conell  ocaxgeHnem
NO/IMHYKNEO0TMA0B M30MPONUAOBLIM CNUPTOM. [N 3TOr0 K peakuuoHHOW cmecu o6bemMom 5 mMM3 B
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Mukponpobupke go6asnaoT 30 Mm3 75 %-MOro M30NponNMIOBOro CNMpTa U UHKYbuUpyT B TeyeHne 20 MUH
npu KOMHaTHOW Temnepartype.

14.1.2 Mwukponpobupkn c nosnyydyeHHoin no 14.1.1 cmecbio ueHTpudyrupytot npu 14000 06/MUH B
TeyeHne 20 MUH U yAaNaoT HAA0CaL0UYHYIO XNUAKOCTb.

14.1.3 K nonyyeHHomy ocagky pobasnsawT 100 mMm3 75 %-HOro M30NpoONMIOBOrO CcnupTa,
ueHTpudyrupytoT npu 14000 06./MVUH B TeYeHMe ABYX MUHYT U yAaNSA0T HAL0CaA0UHYI0 XNAKOCTb.

14.1.4 BbicywnBaT NosyyeHHblli no 14.1.3 ocafok B TepmocTate npu Temnepartype 65 °C B TeyeHune
10 muH 1 pacTBopsAoT B 20 Mm3opmamumaa no 5.3.

14.1.5 MonyuyeHHble aHanusmpyemble nNpobbl B chopmMamuge nepeHocAT B 96-/yHOUHbIA naaHWwer,
3aKpblBaKT YN/IOTHUTENEM W NOABEprawT TEnJ0BOW geHaTypauuu npu Temnepatype 95 °C B TeyeHue 3
MUH. a 3aTeM npu Temnepatype 4 °C — B TeyeHue 5 MUH.

14.2 TlpoBefeHue KanunaAapHOro afokTpodopesa

14.2.1 TMoproToBfieHHble B COOTBeTCTBMM C 14.1 aHanusmpyemble npobbl, cogepxalwiue npoayKTbl
CeKBEHMPOBaHWA, pasfensaAnT MeTOAO0M  Kanua/IipHOro  3fiekTpodopesa C  AeTekuumeid  curHana
hnopecueHymn.

14.2.2 TloAroToBKY, BCe 3Taflbl WUCNbLITAHMA W WHTepnpeTtauuto pes3y/bTaToB BbIMOMHAKT B
COOTBETCTBUMN C UHCTPYKUMEN MO 3KCnyaTaunuu reHeTuyeckoro aHanusaropa no 5.2.

14.2.3 TMporpammMHOoe ob6ecneyeHne TreHETUYECKOro aHasmn3atopa aBTOMaTUYECKW aHanusupyert
no/lyYeHHble CUrHaNbl (XpomaTorpammbl) U onpegensieT nocnefoBaTeNbHOCTb HYK/1€0TMA0B. Pe3ynbTatom
aHanuMsa sBNfeTcsA pacwudposBaHHas MnocnefoBaTesibHOCTb HYK/eOoTUA0B, MNpuBefeHHas Haj nukamu
XpomaTtorpammsl B hopmate abicdaiina.

14.3 KOHTpONb KayecTBa CeKBeHWpPOBaHUA

14.3.1 [ns OueHKM KayecTBa CEKBEHWPOBAHMA. MNOWCKa MNPUYUH W MyTell ycTpaHeHua npo6nem
pekomeHAyeTcA WCMoNb30BaTb NMPUMeEPbl TUMOBbLIX pPe3ynbTaToB, NMPUBEfEHHble B NpuaoxeHun A. Ans
nocnegywoweid naeHTUUKALNN BaKLMHHLIX LITAMMOB B COOTBETCTBUM C pasgenom 15 ucnonbsyoT
HykneoTuAHble nocnefoBaTesibHOCTM Ha XpomaTorpammax, Mofly4eHHbiXx no 14.2.3. ¢ BbICOKOM
WHTEHCUBHOCTbIO cUrHana 1lopecLeHL MU 1 XOPOoLLO pasfesieHHbIMU NUKaMu.

14.3.2 loNONHUTENBHO BPYYHYIO MPOBEPSOT KOPPEKTHOCTb YTEHWUA HYKNEOTUAO0B B LieNIAX UCK/TI0YeHNA
oWwnbKM aBTOMATUYECKOrO aHanusa. YAansawT MJoX0 yMTaeMmble K3-3a BCMAECKOB (DOHA HykneoTuAbl B
Havyane xpomartorpammMmbl W o6nacTb npaiiMepa Ha KoHue cekBeHupyemoro T[LIP-npogykta. B cnyvae
NpUCyTCTBMS Ha XpomartorpaMMe B  HEKOTOPbIX MNO3MUMSAX  HYKNeOoTUAHOW nocnefoBaTesibHOCTU
reHeTUYecKol HEeOo[HOPOJHOCTU yCTaHaBAMBaKT 0603HauYeHWe HeonpeAesieHHOro Hykneotuga «Al» (cm.
Tabnuuy A.1, NyHKT 5).

14.3.3 TlogTBepxAaaloT [OCTOBEPHOCTb  ONpefesieHNs  HYKNeoTWAHOW  mocnefoBaTenbHOCTH,
06beANHAA MepekpblBalowWwyecs parMeHTbl ¢ MPSAMOro M 06paTHOro MpaMepoB C MOMOLLbIO anroputma
CLUSTAL

15 WpeHTUUKaumsa BUPYCHbIX WTaMMOB W WHTeprnpeTaunsa pe3ynbTaTtoB
ncnbiTaHuA

15.1 Ana wvaeHTMdMKauUUM WTamMMOB BUPYCOB WCNbITYEMbIX BaKUWH CpaBHWBAOT MOJSyYEHHYIO B
COOTBETCTBUM C pa3genom 14 HykNeoTUAHYK nocnefoBaTefnlbHOCTb (dparMeHTa reHomMa € U3BEeCTHbIMU
nocnefoBaTeslbHOCTAMU BUPYCHbIX LUTAMMOB.

15.2 Ons novcka rOMOJIOTUYHbBIX nocnepoBaTesibHOCTEN cpaBHMBAKOT HYKNeOoTUAHYI
nocnepoBateNbHOCTL  (hparMeHTa reHomMa  BakUWHHOrO WTamMmMa B TekcToBom  copmate c
nocnepoBaTeslbHOCTAMU, MMeELWNUMNCS B 6a3ax AaHHbIX C Mcnofb3oBaHnem anroputma BLAST. Otvet o
noucke npeactaBnsieTcs B BMAE CNKUCKa MNOC/AeAoBaTeNbHOCTEW LWTaMMOB/M30NATOB. C  KOTOPbIMU
nonyyeHHas B pe3ynbTaTe WCNbITAHWS HyKNeoTMAHAs NocnefoBaTeNlbHOCTb WMMeeT Haubonbluyio
roMooruio.

B cnyyae ecnu HykneoTuaHas nocnefoBaTeflbHOCTb parmMeHTa TreHoMa WTamMma Bupyca
UCNbITYEMOl BakuWHblI OTCYTCTBYeT B 6a3ax [AaHHbiX, obpalalTcs k—pou3BOAUTENO BaKLWHbI ANS
nosly4yeHnUs AOMNOMHUTENbHOW MHpopMaLMM O TeHeTUYECKON CTPYKType wramma.

15.3 Ecnu nonyvyeHHaa HykneoTuaHasa nocneposartesibHocTb umeeT 100 %-Hyi romosiornio c
aHanorMyHbIM Yy4aCcTKOM reHomMa LWTamma Bupyca, 3asB/IEHHOr0 B CONPOBOAUTENbLHON AOKYMeHTauumn
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BaKUWHbI, MPWHUMAIOT, YTO He BbISIBIEHO TEHEeTUYEeCKUX OT/MYMi WTamMma MWCNbITYyeMOW BaKUWHbI OT
3aAB/IEHHOrO.

15.4 Ecnu nonyyeHHas HykneoTugHaa nocfiefoBaTe/ibHOCTb MMEeT He3HauyuTesibHble OTANYUA OT
nocnefoBaTeslbHOCTM 3asB/lIeHHOro wTtamma (6onee 99 9% romosiorMu), MNPUHAMAIOT, UTO LWTaAMM
UCMbITYEeMON BaKUWHbI MMEET BbICOKYI CTeneHb OMONOINW C 3asiB/IEHHbIM, C YKa3aHWeM BbISIBJIEHHbIX
OT/INUNIA.

15,5 B cnAyyae 3HauUTeNbHbIX OTAWYUIA NOMYYEHHON HYKIEOTMAHON nocnefoBaTesibHOCTU OT
3asB/eHHoro wramma (mMeHee 99 9% romMosorMu) NPUHUMAlOT, 4YTO LWITAMM MUCNbITYEMOW BakLWHbl He
COOTBETCTBYET 3asiBJ/IEHHOMY LUTAMMY C yKasaHWeM BbISIB/IEHHbIX HYK/1€O0TUAHbIX OT/INUUNA.

15.6 B cnyyae 3HauUTeNbHbIX OTAWYUIA NOMYYEHHON HYKNeOoTWAHOW nocnefoBaTeslbHOCTU OT
3asiB/IeHHOro0 lWTamMMa W Npu yC/iI0BUKM BbICOKOM FOMOJSIOTMM C aHaforM4yHbIM Yy4yacTKOM FeHoMa Apyroro
wramma (6onee 99 % romosiornm), NPUHUMAalOT, 4YTO MOJIyYeHHas HyKneoTuAHas nocsiefoBaTe/lbHOCTb
NpUHag/iexnT Hes3asdAB/IEHHOMY LWTamMMy, YKasblBaldT €ero HasBaHue, TMNPOUCXOX[EeHne U© CTeneHb
reHeTMYeCcKnX OT/INYMNIA OT 3asABNIEHHOTO.

15.7 Ecnu nonyyeHHasa HykneotugHas nocriefoBaTes/ibHOCTb UMEET FeHeTUYECKY0 HEOAHOPOAHOCTL B
OTAEe/NbHbIX NONoXeHUAX (cMm. Tabauuy A.l. NyHKT 5). NpUHMMAlOT, 4YTO WTAMM MWCMbITYEeMON BaKLWHbI
reHeTU4ecKkn HeoHOPOEeH.

15.8 Ecnv nonyyeHHaa HykneotugHasa nocsefoBaTe/lbHOCTb MMeeT reHeTUYeckyto HeoAHOPOAHOCTb,
HO BO3MOXHOCTb YCTaHOB/IEHUA POACTBA C ONpefesieHHbIM WTaMMOM WX U30NATOM BUPYyCa coxpaHaeTcs,
NPMHUMAIOT, 4YTO LWTAMM MUCNbITYEMO BakUWHbI UMeeT TeHeTUYeCKyl0 HeOLHOPOAHOCTb C YykasaHuem
Hanbosiee roMOJIOrMYHbIX NOCNe0BaTe/IbHOCTEN.

15.9 B cnyyvanax, onucaHHbiX B 15.5. 15.6 n 15.8. pe3ynbTartbl UCNbITAHUA PEKOMEHAYETCA AOMOHATL
pesynbTatamy (PUOTEHETUYECKOr0 aHanusa, HarfisgHo npejcTaBnfaloWero YpoBeHb HYKNeOTUAHbIX
pasnnunii Nosly4eHHON HYKIeoTUAHON nocnefoBaTeIbHOCTM U NOCne0BaTes/IbHOCTEN U3 6a3 JaHHbIX.
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Bunbnuorpadwna
111 My 1.3.2563-2009 OpraHuzauus paboTbl nabopaTopuii, NCNOMb3YHLWMX METOAbl aMMNMKaLMN HYKTEMHOBBIX
KMCNOT npu paboTe C MaTepuasnioMm, cofepXawuMm MuKpoopraHusmbl | — IV rpynn
naToreHHocTn
[2] €M 1.3.2322-2008 BesonacHocTb pa6oTbl ¢ MuKpoopraHuamamu Il — IV rpynn natoreHHocTn (onacHocTw) u

BO36yAuUTENSIMI NapasnTapHbIX 60ne3Hel
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KnioyeBble cnoBa: BakuuHa npoTuB 60ne3HM Hblokacna, BakuuMHa MPOTUB MHQEKLMOHHON 6ypcanbHol
60Me3HN, BakuuMHa NPOTUMB MWH(EKUMOHHOro 6poHxmTa Kyp, [MLP, cekBeHupoBaHue [AHK. BbigeneHue
HYK/1EMHOBOTO MaTtepuana. peakuus obpaTtHoW TpaHcKunuum, onpegeneHune HYKNeoTUAHOW
nocnefoBaTeNbHOCTU, UAEHTUDUKALNA BAKLUHHbLIX WTaAMMOB
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