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Mpeaucnosue

1 PASPABOTAH degepaneHbiy rOCy0apCTESHHEIM DIOMHETHRIM  yHpekIeHMen < Boepoccuicxii
rocyZapcTeeHHBA LeHTD KaYecTea M CTAMZAPTHIAUMM NEKapCTREHHLIX CPEJCTE ONA MUBOTHEIK KW KODMOBR
{DTEY «BIHKlA)

2 BHECEH TexHd4eckimM KOMWTETOM No cTaHiapTdzagnd TK 454 «<Oxpada #uadd W 300poBsA
HHBOTHEX W BETEDHHAPHO-CaHUTAPHAA Be20NacHOCTE NPOAYETOR MHBSTHOMS NPOWCEOMIAEHNA M KODMOR

3 YTBEPXEH w BBEAEH B OEMCTBWE Mpuraiom GedepansHOro areHTCTEA MO TEXHAHECKOMY
CETYNTHPOBAHAIO 1 MeTponory oT 30 cenTabpa 2014 r. Ne 1246-cT1

4 BBEOEH BMNEPELIE

Mpaeuna npuMeMeHUs HacmoAWwess chandapma yomanoenassl ¢ [TOCT P 102012 (pazden 8).
Hucbopmayua of UIMEHERUSY K HACMOAWEMY cmandapmy mynukyemcs 8 exe2odH oM (10 COCMoRHLID Ha
1 AvEaps mekyweso 2oda)l uHghoDMaULGHNOM FKasameans sHayoHanbHbie cmardapmeds, 8 cuuuansH el
MEHCITT UAMEHEHUT U NOTDaEcK — & GMEMECAYHOM wHibopMauuondoM yradamens sHayuoHanbibe
cmandapmeis. B cAyyae fepecMompa [(JaMedkl] WU MMeMEl  HSCMoRlless omasdapma
coMMEamomayioiies pesdoMnienue Oydem onyinukoeaHo & Snusaliuon Suiflycke UHPODMaELUoMHOET
yikazamens sHauuokansnse cmandapmsis. CooMmaamomayioas DHDopMaLusr, veedoMnesLe 1 MaKciibl
DAIMELYAMITICA MaKKE & uNooMaYUoHMDD cromenme obWEsD NONLITEaNUS — Ha oiLuansso caldme
PadepaNsHis0 SSeHMoMEa Mo MEXHUYeCKIMY PEEyNIUDoIaHUa o Mempodosuy & cemu HamepHem

{gost ru)

i CrangaptuHdgropm, 2015

B Pococuickol Pefepauld HACTOAWME CcTaHgapT He MoMeT OwiTe NONHOCTRID WMAK Y3CTH4H0
BOCNPOMIBETeH, THPAHHMPOBAH W PacnpoCTpaHed B KadecToe ShMUMANEHOrS H3naqWwa G283 pajpelnsHna
DenepansHors areHTCTES NO TEXHWYSCKOMY REMYNMPOBAHKID W METRONOMMM
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HAUWOHANBHBIA CTAHOAPT POCCHMHUCKOW EOQEPALMUM

CPEOCTEA NEKAPCTEEHHLIE EMONCOIMYECKHWE ONA BETEFWHAPHOID NPMMEHEHWA

MeTon cekBeHRpOBaHHA (hParMeHTOR reHOMAa ANA HOEHTHEMEALWKE BAKLWHHBIX WTAMMOB BHDYCOR
Goneanu Hewowacna, nHekunoHHOA BypecansHor BonesHy W HHIPEKUHOHHO D GPOoHXMTa Ky

Biological Drugs for veterinary use. Method of genome fragments sequencing for identification of Newcastla
disease virus, infeclion bursal disease virus and avian infectious bronchitis virus vacecine strains

Oata egeneHns — 2016—01—01

1 OBnacTe NnpUMeHEHMA

HacTofguit  cTadoapT pacnpocTpadseTcs  da  AUMonorwuyeckue nexkapoToedHele cpeocTeaa  Ans
BETEQHHAPHOMD NPHMEHEHWA — BIKLKWHE nNpoTHE Goneazdy Heloxacna, #HQesUdoHHoN  GypoanbHon
BonesHi, AHGEKUHNOHHOD BooHEWTa Kyp (Janes — BAkUMHB]} — W YCTAHABNKBAET METSO CEKBEHWDOBAHMA
DpardeHTOR TeHOMa ANA WISHTHDHEALKA COOTRETCTBYROLLIME BAKLIMHHLIX WTIMMOB.

2 HopMaTHEHbLIE CChINKK

B HacToAWEeM CTAHJADTE WCMONLACBaAHEl HOPMETHEHLIE CCRMKK HA CNENYIOWWe CTAHIADTGI

OCT 12100481 Cuhctema cTamgapTos SeaonacHocTH Tpyoa. MoxapHan BeazonacHocTe. Obiwe
Tpefopakka

MoCT 12.1.005-88 Cucrema crasgapToR GeaonacHocTik Tpyaa. OHWMe CaHuTapHO -THIMEHWHECKNE
TPeBoBANKA K BoA0YXyY paboYerd 30Hk

MoCT 12.1.007-T6 Cucrema cTadgapTol BeacnacHooTd Tpyaa. BpeaHee pewecTea. Knaccuduxkagna
W oBwke TpebopaHdA GE30NacHOCTH

MOCT 12.4.009-83 Cucresa cTaMiaproa GeaonacHoCTW Tpyga. lNoxaphas TexHWka Ans 3awMThl
obbesToR. OCHOBHBIE BUOk:. PasMelenne u obcnysreanine

M2CT 12.2.021=F5 Cuctesma crangaptoa SeacnacHocTH Tpyga. CHCTeMel BERTUNALMOHHEE. OBwme
Tpefopalna

MoCT 124.131-83 XanaTel feHcsre. TesHHHeckne yoros9a

M2CT 12.4.132-83 Xanate Mysckke. TexHWYeckre YoenosKa

MoOCT OIML R 7E-1-2011 lNocygapcTeeHHas cAcTesma obecnedeHuA eJuHcTEa MaMepenni. Beck
HEABTOMATHHECKON OeRCTEMA. HacTe 1. MeTponoriqackse 1 TexHWHeckie Tpedoeanus. MoneiTanna

MoCT 177074 (MCO 1042-83, WMCO 4788-B0) Mocyoa mepdan naboparopHas CTeKNAHHAS.
Lunsuaoel, MesIyprd, Kondel, npoSdprn. ODwWe TeXHMYEcEre YyonoBHa

MOCT 316478 Macno BasenyHoB0e MEdMUHHCKDE, TEXHWYECKHE YoNoBKA

MoCT 6709-72 Boga QWCTUANWpOEaHHan. TexHHYecEHe Yyonoa«a

MOCT 12026-76 Bynmara dwvneTposanewas nabopatopHan. TexHW-ECKHE YCIoBRKWA

MCcT WCOMIK 17025-2009 Ofwwe TpefoBaHMA K KOMNETEHTHOCTA  WCNBITATENEHBIY W
KAMHEPOBOHHEN NaGopaTopri

M2CT 2533682 MNocyga W 0GopyioBaHyA nabopaTopHble cTeknAHHBIe. THNbl, CCHOBHLIE NAP3AMET Pk
W paIsepbl

MOCT 2686878-85 XonoOwnsHAEM W MODO3IWNBHMEM BuITORBIE JMEETDMYECEWE  KOMNPECCHOHHBIE
napamMeTpMHeckoro paga. COWHe TEXHWHECKHE YCNoBKA

Hznanue ohrunaneHoe
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MOCT 28311-8%9 [Ooaatope meadukHckwe nabopatopeee. Obwwe Texwkseckde TpeboBammka w
BMETOOL MCNBITAHKA

MOCT 319292013 CpegcTea NeKapcTEEHHEE ONA BETEPHUHADHOMO NEHMEREHAA. [TpasKuna npyemKn,
smeTogk oTBopa npod

MOCT IEC 60335-2-25-2012 bBeicnacHoCTs OLITOBLIX W AHANOMAYHBIX JMNEKTPWYECKMX NPHUEopoa.
Yacte 225 YactHee TpeboBandA  ANA MAKDOBONHOBLIX  Nedel, anioksas KoMOHMHWDOoBaHHbIE
MAKPOBOMHOBEIE MEY

MoCT P 12.1.019-2009 Cuctema cTaHgapTos DEacnacHooTW Tpyaa. 3nekTpobesonacHocTe. OWwmne
TpeboBaHWMA W HOMEHENATYDA BHACE 3aLWMTE

MOCT P 522392004 (MCO 11193-1:2008) NepdaTid MEZWUKHCKAE OWATHOCTHYECKHE OJHOPa30RKRIE,
HacTe 1. Cneuqdiuiayna Ha NEpYaTEN M3 KayYyROBOrD NaTekca WY pacTeopa

MoCT P 52682-2006 Cpeacrvea NeKapcTBEHHLIE ANA BETEDHHADHOND MPWMEHEHHR. TepsuHal |
ONoeaaneH A

MoOCT P S2833-2007 (MCO 22174:2005) Mukpobuonords nWWesod Npodyeldd W Kopsoe ond
WHBOTHEX., MeTog nondMepazHod  densod  peargwa  (NUP)  gnAa  onpegeneHds Natoresbbix
MUKpooprakmamoe. Jowne TpedoRanMa M onpeieneHms.

MpumMmegyadne — [Mpd NONEI0BAHWA HACTOAWKKM CTEHOAPTOM UenecoobpazHn NpoBEpHTE OSRCTENE
COBINOYHL CTEHAAPTOE B MHOPMALMDHEOR CHCTEMES DDWETD NONLI0BAHWA — HE OHMUENENEHOM CanTe DagenansHom
ArEHTCTEA MO TEXHW-ECHOMY DEMNYIHWPOBAHWH] U METOONOTMWA B caTd MHTERHET WM No BXETOOHDMY KRDOpMELKWOHHOMY
YyEAZETEN CHAUMOHANBHEE CTAHOApTESR, ¥O0TopsE onyBnvkoBad no cocToAHne Ha 1 AHBAPR TEEYWEND rmoga, Wona
BLINYCEANM S¥EMECHHHINT MHEOPMALMOHHOM YEAZETENA sHAUWMOHANEHEIE CTEHOEPTHY 33 TexyWMA rog Ecne zameded
COLNOHHLIA CTAHOAPT, HE KOTOPLA OaHa HegaTHpoBaHHaR CChINKE, TO PEROMEHOYETCA MCNoneI0BaTh OSHCTBYRILYH
BEPCHED 3TOMD CTAHOADTA © W4ETOM SCHX BHECHHHNX B OQAHHYID BEDCKD WIMEHEHWA. ECni 3ameHed cownoqHsR
CTAHZAQRT, HA XOTOPLIA SdHE OSTHROBAHHEA CCLINEA, TO PEXDMEHOYETCR WONONLIoBATe BEpPOMED 3TOMD CTAHOARTE G
YEAZHHHEM BhiUE rogos YTEEPHOSHHR [NPWHATHA) Ecnu nocne yTESPHOSHWA HBCTOALWEN CTEHISNTH B CobNOHHLR
CTAHGART, HE KOTOPRA O8HA JATHPOBAHHEA CORIAKE, BHOOCERO MAMEHEHWS, ISTPEMWEBHILLEE NONOHMEHWE, H3 KOTOpPOA
OaHE COBIMKA, TO 3T0 MONOHKEHWE DERDMEHOYSTCA NPUMEHATE GE3 yHeTa SaHHOM WasMeHeHaR. Ecnu comnoqHbiR
CTAHOART OTMEHEH GE3 2aMEHEl, TO NONOEEHKE, B KDTOPOM OEHE COLNEE HA HErD, DEKDMEHOYETCR NPUMEHATE B Sa0TH,
HE ZATPAMMBAKLER 3Ty CORINEY.

3 TepMuHbI, ONpegeneHMs M COKPaLLEHWA

3.1 B wacroAwen cTaHAA0TE NoMMEHEHE TEpMrHE o TOCT P 52682, a Takke cnedyiowHe TegMiHE|
C COOTBETCTRYKALMMA ONpaaeneHamu.

3.1.1 anropuwrm BLAST: AnropWTM MOWCKa pOOCTEEHHLIX HYKNESOTHOHLIX KWW aMAHOEHCTOT HisE
nocnegoEaTensHOCTER B Dasax GaHHbIX.

Mpumesadne — B HECTORWSM crasgaprs nog Basaumy gadHsx nogpasysesantcs Bass gaqHsx
GenBartk. EMBL w DDEJ focTynHbe Yepes NOWCHOB0R AHTepHeT-pecyps  www.achinlmnib.gov, cogepsawme
CXADAETERHZ0BAHHLIE NOCNENOEATENEHO0CTY HE OpraHdzssMoE pasneHHss BALOE W OOCTYNHEE MONsE30BSTENAM HE
DEIBOEME30HDA DCHOBEE,

312 anroputm CLUSTAL: AnrmopiTM  MHEOMECTEEHHOMD BhipABHWBAHWA HYKNEOTHOMBLIX WM
AMUHOKACNTOTHEE NOCHeN0BATENEMOCTE.
3:1.3

aMnnaprEaTop: ABTOMATWHECKWA npebop, BLNCMNHAKWKA Heobxodumee gna [TUP  wkkns
HArPEEa W OXMAMABHWA © JA0AHHEIMK YCIOEHAMK,
MOCT P 52833, nyHer 3.4.20

314 amnnadmkaura OHK: MNpouecc, sHOMOEpATHD YEEMWYKHBAOWHAE YKMCno KonWA gparseHTa
reHomMa KEakoro-nnds opralnama.

3.1.5 eypepHbId pacTeop: PeaklvoHian cpeda, CoJepHallan pasndYHLIE KOMNOHEHTE, B TOM YHcne
Wb MQE', HEOBAOOKMBIE ONA NO4GERKEAHWA CNTHMANEHOR SETHEHOCTIA W CTaBUNEHOCTIA GepMenTa.

316 BHYTpEHHWA EKOWTpONbHLIM #obGpa3zey; BRKD:. Pacreop, Ccogepwmalivd  onpedensHHoe
EOMHYECTED WABeCTHeX drparmentos PHK, pofasnqesedid B adandadpyemyio npoby nepen artancom
BEOENEHEA UENSB0MD HyKNedHoBOro MaTaprana.

2
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317 BeipaBHHMBaHME HYKNEOTHOHLIX MochRefoBaTtensHocTed: [pouscc conNocTamnexsWs
COABHMERSMBIY NOCNSOCBATENLHOCTER 00 TAKOro WX BIAWMOPacnonoMeHyYA, npd koTopos HabnogaeTtcA
MAKCHMANLHOE KOMWHECTED COBNAOSHWIA HYKNEOTMAOE.

318 reHeTHYECKAA HeOoOHOPOOHOCTL: [eTEpOreHHOCTE CWIHAMA B OTOEeNBHBIX MONoHEHAAK
AOOMATOMpaMMel,  NONYHEHHON NpW cekBeHApoBadnd  JHE, ofycnoBnedHas nNpUCyTCTEWEM B
AHANKIMPYEMOR NPobe HECKONBEWX MEHETHMHECEA PAINEHANWMXCA opM BrpyCa.

3.1.5 geaokcHprBonyrneaza: PepmMenT, paapywawwi OHK.

3.1.10

Aedatypauwa OHK: Mpouyecc, B peaynetaTe KoToporo geyxuencdedsan NHE pasgenmetcs |a
OAHOUENOHEYHEE.
FMOCT P 52833, nyHeT 3.4.14

3111 OHK-nonusepaza: TepumocTabunedsl  depsedt  (JHE-zapucuman OHE-nonssmepazal,
KATANHIUDYIOLWWA LMKNHYECErA crdTas OHIK

3.1.12  woedtviprkauma: TNpoyecc onpedencH#Ed  NPAHAGNEHHOSTH  MUKDOODraHWama K
OnpegeneHHOMY TAKCOHY.

3113 waonar: YMcTan KyNbeTYPa MUKDOODraMHiMa, BEASNEHHAA W3 KaKoro-NWGo KOHEPETHOM
MCTOHYHMEA,

3.1.14

naGopaTopHana npoBa: [Npoba, npegeaaHadqesdas gnA NabopaTopHblx ACCASO0BAHWA WK

MCTBITAHMEA.
M3CT P S0779.10, nyHeT 4.31

3115 macTepMHKc: Cuecs pearawToR, HeobxoouMelx ans  awmnnvdugagwn OHKE B NP,
BEMMHARLWAR chedndaYeckne npafMepe: 1 gHT 3.

3116 marpuua:  Oououenodedsad  HE,  EoMONEMEHTApHaA  CWMTEIWMpyemol  yend OHE,
ONpeaenAnLAs NOCNefoBaTeNEHOCTE HYKNEOTMOOE B CHHTEANDYEMON LEn.

1 0 B I

HYENMBWHOBLIE KHCMOTLI; HE Makgpossonekynol, AEMAKWWECHE HOCWTENAMK  FEHETHYECKDR
HWHPODMALKK, MW BEICTYNAHWWE B Ka4YECTRE NOCPEOHWKE NP CUHTEIE NONWIENTHOHOA LEn.
MaCT P 52833, nyukT 3.1.1

A1 1B HyENeoTHOHAA NoCNeqoBaATENEHOCT ! Mo pAOOK YEpefoBaHMA HYRTEOTHOHEX oCTaTkoR B HE.

3.1.1%9 ouncrka PHE: Mpouecc obpaborsn eeaenesiol PHE, nosponfiowmi NoBsICHTE B2 9MCTOTY
LENED CHICEEHHA MHrMGKupoaaHka peasuwia OT w MUP.

3.1.20

obpaTtHaa TpaWcKpHNTala: TepMeHT, KAaTanvadpyowsi obpatiyio Tpasckpundwo PHEK g OHK ¢
donanesoeaddes OT -npaaMepos.
MoCT P 52833, nyukT 3.3.2

3.1.21
obpatHaa TpadckpunumAa; OT. Cusrea OHK c satpuyw PHE ¢ wononezosadsen epmanTa
ohpaTHoR TPaHCKPMNTaI kLI B COMETAMHI C OT-npaismepom B MPMCYTCTEMK

DEaCKCHpUSoHyENeoTHaTpUdrocdarop
FMOCT P 52833, nyHkT 3.3.1

3.1.22

OT-npadmep: MNpafMep, KCNONEAYEMER B 0SRATHOW TRPAHCKREMNLMK.
FMOCT P 52833, nyukT 3.3.5

3.1.23

oTur: TuBpuoMsauma npaliMepa ¢ KOMNNEMEHTAPHOW NOCAeQOBATENEHOCTE  HYKNEeMHOBSLIX
KMCNOT B anaHHeX YOIoMa.
MoCT P 52833, nyukT 3.4.15
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3.1.24 oTpMUATENLHBIA KOHTRONLHBIM obpa3ey; OKO: Pacteop, eononb3yeMbeid  BMECTO
AHANHIMEYEMOA Npobsl ONA KOHTPRONA YMCTOTE BeigeneHna PHE.

3.1.25 orpauaTtensHieid KoRTpons MUP; K- PeakiworHan cuece onAa npeeegenuns NUP, apegomo
HE COORpHALLAA LENeBod HyENeMHODLIA MATERKAT.

3.1.26

OTpMUATENLHEIA KOHTRONL BbLIGEMNEHHA (KOHTPOML YHETOTLI BblgeneHwa): K.: KowTponk,
NpoWegwKE Boe 3Tank BelaenzqiA JHK, Ko B oTCYTCTEME aHanManpyeMoin Nnpobil .
MOCT P 52833, nywkr 3.54

3.1.27

nonMMepaisad uendas  peakydA;  TIUP.  TepMedTaTWEHan pearddR,  NOIBCNRKOLWARA
AaMMNEE UM poBRaTE dparaeHT JHE i vitro.
MOCT P 52833, nyHer 3.4.1

3.1.28 NONOMHUTENLHLIK KOHTPOMNL J'WF: K+ E‘EEIKLI,HDHHEIH ChMECE ANA NpoBedeHnA 1'I_LI,P 3ABE00MO
COOSPHAWAR WENeBoH HYKNeWHOBRIA MaTepHan (MK

3129 nonowWHMTENbLHBIA HKOHTpONbLHBIA obpaaeuw; [MKD: Pacreop, coldepsawkih onpegensHHoe
KONWHSCTED LENSBOID HYKNEWHOBOND MaTepdana ana npoeegenna NUP.

3.1.30

npakimep:  ONUMIONYENBOTME  ©  ONDEOENeHHoR  ONAMoR W NoCNenoBaTeNkbHOCTEN,
KOMINEMEHTADHER GparMenTy aHANMTHYSCH IHAYMMOR NocnegoBaTeneHoCTH OHK,

Mpumedadne — MNpadmapbl OrpaHAYMBAHIT USNEEYH NOCNES0SaTANEHOCTE THE.
MOCT P 52833, nyHer 3.4.12
3.1.31

npoSa ana awanuaa: MNpoGa, nogroToBnexHas GNA NPOBEAEHWA WCNBTAMMiR WNW adanuaa,
KOTORYI NONHOCTEIO W BONHORDEMEHHD WCNONBEIVOT ANA NPOBE0EHWA MCTBITAHWR WK aHaNKMIa.
MoCT P S0O779.10, nyseT 4.32

3.1.32

MUP-npogyxT: Dparsendt OHK, assnnddguudposadbeE & NUP
MOCT P S2833, nyHer 3.4.5

3.1.33

MUP ¢ ropAvydm cTaprom: AxTaauns TepmocTabunewol JHK-nondmepassl © NOMOWED aTana
Nporpeea Neged OCHOBHON NPOrpasMMei, NOIBCNAKLWEAA Habewats Hecneunwdneeckoid amMnndgrEaL i
MOCT P 52833, nyHkTr 3.4.9

3.1.34

pHBonyKneasa: TepMenT, palpywardE PHE
MOCT P 52833, nydkr 3.3.3

3.1.35 CEHBEHWUPOBAHHE ,ﬁHﬂ: Elﬂpe,qcn«&HHEr HYKNEQTHAHGR NoCnegosaTensHocTH hparmesTa
MEHOMA ORraHAIMA,

3.1.38 CMBCL Ae3I0KCHHYKNeoIMaTpuhocaTon; OHTD: PacTtaop, COMRDHALLIIA
Oe30KCHANeHoInHTpHiocaT, OEA0KCHLHTMOMHT prudocdaT, OE30KCHMyasduTprdgoc-char,
OEIOHCHTUMUOWHTPUMGOCHAT, AANAIDWWECS  «CTRPOWTENBHEMKY - BNoKamds ONA  CUHTEZA  HOBLIX
EOMNAEeMEHTARHE Yenei JHK

3.1.37 emeck aMpesokcuHyknecanarpucocdaros; 0gHT®: Crece npoMascaHeix aHTE, v koTopIx
MAQPOECHNEHAA MEYTING ¥ TRETREMD ATOMA YINEPoda DEAsKCUDHD0aAR JaMEWEHa aToMOM BOOOPONA.

Mpumesadne — $nyopacUsHTHE-MEMEHHEE OaHTE MCNonbayoT NP CEKESHWOOBEHWM B KEYBECTER

TEQMHAHETOROE 3noHrauyiEn npa I:'IMEFII'_'IH_ TEK HHE MY BHHOYEHAE NPpEphIBEET BOIMOHHDCTE G800 BHEHLLIE YANHHEHAR USMA
OHE.
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3,138

CReUNHYHOCTE: CNocoCHOCTE NPUMEHASMOTND METOOA PACTOIHABATE WCKNIOYWWTENEHD Wenesy

NoCNEnoBATENLHOCTE M OTNWYETL 28 OT CXOOHEX NOCNaAoRATENLHOCTEN M 3arpPAIHAIDLIMI NPHMECTA,
MOCT P 52833, nyukr 3.6.4

3.1.39

uenesan JHK: BuiGpanuas ana aMinddukan«y nocnedoeaTensHocTe OHEK.
FMOCT P 52833, nyHeT 3.4.13

3140 wramm: Yuctas kynNeTyYpa MUHKPOODTaHK3ME, BRIOGMSHHIA W3 EOHEDETHOMD HCTOYHWEA W
XAQAKTEPUAYIOWAACA HEHOTODBIMA HIYUEHHEIMM NPUAHAKAME [MODgoNOrHUeckiasin, QruanonoriYeciKmmm),
OT MY IOWMAMK B8 OT OPYTAX KYNETYD TOMD e Bi1aa.

3141 amouwma: HMaaneyesWe BelWBcCTEA W3 TEEQOORD HOCMTEMA BbiMBEBAHAEM  [OON00RLLAM
PACTROPMTEMEM.

3.1.42

INOHraUMA npadmMepa: PepMeHTaTHEHAA PEaKUWs. NPHBOOAWLAA K CHHTeay Hoaod wend AHK
MyTes JobaaneHna OoMHOYHRIX J830KCHpHDoHyKNecTaos K 3 - KoMUY NpadMepa.
MOCT P 52833, nyHkT 3.4.16

3.1.43 awerpaduna PHK: ObpaGortka adanuavpyerod npobusl sasudHe:, Beicecbosgawwas PHE

BHpYCA.
3.2 B HACTOALEM CTaHARTE MCNONEIOBaHE! CNEdVIOWNE COKPALYEHHA:

OHE — geaoscHpiSoHyknenHoBan KHCRoTa;,

pOHK — gomnnemadTapuan OHE;

n. M. — Napa HyKnecTHaocse;

PHK — peBoHyKNerHoRas KWCnNoTa;

TE3 — Tpuc DOpaTHLIR INEKTROgHBR Gydep,

SATA — HATpUEBAA COMb ATUNEHIAAMUHTETDAYECYCHON BMCNOThI,
HE — Hewkacnckan SonesHe,

WEE — mHdekuponHHan BypcaneHan Goneidt,

WBK — MHperyroHHLIR BDOHEHT Kyp.

4 ¥YcnoBUA BeINOAHEHWA MCNBITAHMA M TPEEGBHHHH BeionacHOCTH

4.1 YocnopWA BLINONHEHWA WCNITaHMiA

4.1.1 Obwwe Tpebosanws, NpedbABMAEMLIE K MWCNBITATENBHGH Natopatopdyd d  NDOBSOEHKI0
MCNBITAHKA, — no TOCT MCOMEK 17025,

4.1.2 Obwue TpeSoBaHWa K nadtopaTopdd, WCnoNe3yiolelr MeTodb amnnudgdkadud OHK ona
MOMEEYAADHD-TEHETHYECKKE WCNLTAHKMA, YCTPORCTES M OCHaweHWe nadopatopwd — no FTOCT P 52833
(paagen B).

Mpuumedarnwe - Cpraqd3aung pafons naGopaTopud, WCNONENWEOWKE MaTOgel amnnwdueaugres HE npa
patoTe © MAETAREHANOM, COSEEHALMM MAEDDOpTaHImMe | — IV rpymn naTtoraHHocTE, OOYWECTENAKT B COOTESTCTEMM ©

1l
4.2. TpeboraHWA K NEpCoHAny NabopaTopHM

4.2.1 Obwwe Tpebopakus — no MOCT MCOMSE 17025 w TOCT P 52833,

4.2.2 [(MepcoMan gomsed 3IHaTe Opasdna paboTel B8 NabopaTopWd, WONoONBIVICWEN seTogb
amnndueaugin OHK,  cCanuTapHo-rHrMeHMYeckiie  HODMe, Dpapuna  oxpade  Tpyda, NosapHol K
ANEKTPOGE30NACHOCTH.

4.2 3 NepcoMan, BeINOMAHARLWLWA HCNLITAHKWA, QON#eH Bnagets meTogasmu MNUP 4 cekpedvpoRaning
AHK.

4.3 TpebopaHKA DeI0ONACHOCTH

431 Mpw pabote © XMUMAYECEMMM  peakTHBamd Heobrxoawso cobnogats obwwe Tpebosadua
GBeacnacHoCTH oDpalweHka C BpEaHbIMK BELLECTRAMM, YeTaHoaneHHee MOCT 12.1.007.
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Mpumeusadwne — Pabora ¢ MATERHMANOM, COOAPHAWKM MEKpoopradnane [T — 1Y rpynin narorasHocTy,
OoMHHE COOTEETCTROEATE TpeboeaRm [1] u [2].

4.3.2 MNomewerle J0meHs BeiTe CO0pYAoEaH0 OBWEH NPUTOYHO-BLITAXMHON BEHTHNALMERd no TOCT
12.4.021. Cogepwanke BpegHbIX BSWECTE B BO3Oyxe pabodel aoHE! HE QOMMKHO NPEEEILLATE HOPM,
yoTasoenedusx MOCT 12.1.005.

4.3.3 Mpu paGoTe o INEETROYCTAHOBKaMK cneqyeT cobnogate Tpebopadus anesTpobeaonacHOCTK,
yoTawoBneHHee 6 TOCT P 12.1.018.

4.3.4 MNomewerve NaGopaTopdn QONNHO COOTEETCTECEATE TPEOoBaAHWAM NOKAPHOH BEICNACHOCTA No
MOCT 12.1.004, GbiTe SCHAWE KO COEOCTEAMA NOKADOTYIWeHWA no FOCT 12.4.009.

5 Cpenctea namepeHWd, obopyaoBaHWe, pEakTHMBbI, NOCYAa W MaTepHans

51 Mpy npoBedeHHd WONLITaHHR oSopygoBadde cnegyeT obCNy#MBaTe B COOTEETCTEMH C
HHCTPYEUWAMIA NDOHIBoAKRTENA ¥ TpeGoeaHkAmMe MOCT MCOM3K 17025 W TOCT P 52833,

5.2 [InA NpoReqeHHa MCnblTaHKUA NDHMEHRINT CRegyiolles cpeacTea HIMEDEHWA ¥ ODODY O0RAHKE!

« BECh INeKTpoHHEe no MOCT DIML B 7641 || {Beicokaro) KNAcca TOMHOCTH C OJeACTEMTENLHON LaHoi
oeneda o = 001 r; npu Bapewveadqdy B gWanaacse or 002 go 5000 r npegenomM QonyCeassaoi
NOTPELUHOCTH NMPK NEREHYHOR NoBapEe £ 4 Mr, NP JECHNYaTaUKK — £ Sur;

aHANKIATOP TeHETWHECKWA anA  pasfensHdA  pardedToe  JHE  seTogom sandnnApHor
anexTpodpopeaa © AETEKuWeR cwurdana  ropecUEHUMK, NOAB0NRAIKWHMEA  OCYLYecTENTE NPOYTEHAE
HYKNEOTHAMOR NMOCNE0BaTENBHOCTH ANKMHOA 00 950 n. H. © TONHOCTEID HE MeHes 98.5 % |

- BOKC NaMUHADHLIH ¢ Bnaccos Bronord4eckon SeaonacHoeti | Tkin & gna eegensdna HE;

- MUP-Gok: © SakTepiyWaHoRl Namnoi;

- AMNNAMKATOPEL ANA MUKponpoSupos BMecTUmocTeid 0.2 4 0,6 cM® C BOIMONMMOCTRID BKTUBHOID
PETYNHPORaHWA TEMNEPaTYPE N0 PacTsopy B NpobWpEe,

- TEpMOCTaT TEEpAOTENbHEIA C OUManasoHom Temneparyp of 25 "C go 100 °C gnA mukponpoBupok
BMECTHMOCTER 1,5 cM;

- OTCACKLIBATENL BAKYYMHBIN MeQWUMHCEHWH © Konbod-noeywkoia,

- MHKDOUEHTEHEYTH © YINOBEIM POTOROM ANR MWKPONDOCHPOoE BMECTHMOCTEI 1,5 oM oo CHOPOCTEHY
gpawenna go 4800 of /muH, MakckMansHss yokopedsen 21100 g,

© MAHALEHTRHEYTH-BCTRAXMBATENW © POTORAMH ONA MWKponpobupor eMecTmocTen 0.2, 06 W 1.3
em”, CHOPOCTEI BpaWeHna He Medas 2400 ob./MuH 1 MarcuMansH by yoEopedness oo 700 o

XONOOWNEHWE SLITORDE anekTpedeckiid no FOCT 26678, oGecnedyWvBawWWA  Nogdepsadna
TeMnepatypsl oT 2 °C ao 8 °C. ¢ MOpO3uNLHOR KaMepait, 0BeCcneqHaanLWi NoAJepHaAHMe TEMNERaTypbl HE
Bhille MuHyC 16 “C:

- HaBop QO3aTODOR INEKTROHHBIX MNH MEXAHHYECKMY MedWUKHCEM NaboparopHex no TOCT 28311, ¢
BADLWDYEMBIMK ODLEMaMK 003,

- KAMEDY ONA MOPWAoHTaNBHOM INeKTpodopeIa BMECTUMOCTRIO He Bonee S00 M

- HCTOMHHE NETaHKWA 0NA 3nNekTodopeia NOCToORRHOND TOKa © HanpAkeHde ot 150 oo 460 B,

TRPEHCHNTIOMHHATOR YNbTEAEWONETOREIA © KADHHETOM ONA NPOCKMOTRE Mened,
pragocHcTEMyY © Undposoid BugecEaMepoil ONA  pEMACTpAUMKM  pE3YNBTATOR W NEpEgaYn
HachbpameHna,
MNEYk MEEPOBONHOBYH MOWHOCTED He Medes 300 B, cootReTcTEvoWwe Tpebopanwam MOCT IEC
60335-2-25.

3.3 [InA NpoBafeHHa MCNBITAHWA NEHMEHAIT CNESYIOLLNE DEaKTHBE

a} uabop pearedToR ANA akcTpasuun PHE o B I0LLHA.

1} sNHIMPYVOLWWA DacTECD .,

2} xpacTRop ANA OTMBIBKK Ne 1s)

3} «pacTECp AMA OTMEBIBKKA Me 3w,

" Mpurmepon nogxogAwera oBopyI0BaHHE MOET CIHWTE rEHETVHECKE ananuaaTop « A8 PRISM 3130 Ganelic
Analyzemn (Appied Biosystems, CLA) ¢ kamnmApHeim Gnokor Tna 313003 100- Avanks Genelic Analyzer Caoiliary
Arrap4 = 50 cra [Apofied Biosysiems, CLA) danHan wahopmauns AENAETCR PEHOMBHOYESMOA M NPUSE0SHaE ONH
yODGCTEA NONGI0EETENER HACTOALLEND CTAHOARTE.

T Mpymepon Moxet chyswete sabop «PHBD-copfs (@EYH UHMM Snnpemuonore Pocnotpebaagiopa. Pd).
HadHar ehopMEUKA HENRETCH PEHOMEHIYEMOA W NPHBEESERE 4NA YaoBCcTEa NONLIOSATENSH HACTORLLEND CTAHO3PTA.
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4) upacTeop QNA oTMBIBERM No 40

3) copbent (25 %W-Has BaBEChH 4acTHy Si0. pasmepom oT 20 oo S0 mEMm 8 pacteope Tpuo-HOI
MOMBPHOR KOHWEHTRALWW S MI'-'IGJ'IE-.I'.EI.ME:I:

G) Bydep gna amouwd PHE;

T1BKOD,

8 OKOD;

&) nabop pearexTos anA OT . BXMOYA0WWRA;

1) TpaxckpunTasy oSpaTHye PEKOMOWMHAHTHYHD MOZHEALKPORAHHYID M3 BHPYCA NEAEEMMN MBLWER
aM-MLV» akTueHoCTeio 0,2 enjeu’ B Bydhepe ANA XpaveHnA;

2) OHK-Gydep;

JjpearenTe «AT-mix» W «AT-G-mix-1», cofgepxawwe pabodwid BydepHeln pacTeop, gHTD K
rEKCAHYKNeoTUOHbIE NPARMEDLL CO CNYYaNHOR NOCNEN0BEATENEHOC T HYKTBOTHOOR,

B) pacTeOpbl NPAMEX W oBpatHex MUP-npaimepos MonApHoR roduedTpauwen 10 mmons/am® W
YHCTOTOW  chnedddYeckorn  ONWroHYKNecTWOa He Medee 98 %, NoJsonsiowyx  amMinddHuWpoBaTe
COOTRETCTRYIOWWE (DPArMEHTE MeHOB LWTAMMOR BHOYCOR,

r) «MUP-cmecs-2» , copepxawyio TepmocTabiunedyio JHK-nonumepaay «OuaTaxkes axtueHocTel 0,25
ea.imMM’, mamuR cynecbat MoS0, MonspHoit  KomueWTpauuw 5 mmons/om®;  Tpuc-HC|  monapwoil
KOHUEHTRaUMK G6 |'.-||».|l|r:nnh..l',qm3 c pH B3 ammoHna cynedat (MH,).50, wmonapHoR komgeTpaudd 16,7
MMone/oM- | pacTeop aTewH-20% 0.01 %-Hei; rAMueprHa pacTeop 20 %-HeiA; KPACHTENE KPEIONOBLIA
KpaCH bl

4) pacteop AHT®, copepsalWmWid HaTpueBsie cond gHTS® co cTenedeld oudcTRkd Bonee 98 % w
KOHLEHTpaLMEeR kaxgoro 2 mone/om’, pH 7.5;

&) Bogy OeWOHHIDEIHHYID, Knacca 4ucToTel |, ceoboguyio of pwboHyKNEad, JeackcHpuboHyEnean,
HEODrAHKYECHAY 1 CRraHMHYECKME NPUMECER C YOENEHEIM CONPOTHRNEHKXEM He MaHea 18 MOM- oM,

®) Bock ana MNUP,

M) MAcNo BEaaenHoBoe Meguuxackoe no MOCT 3164,

K} arapoay. NoHrodMy gna anekTpodiopeTiseckore paigenedna JHK;

n) TE3-Gydep gna anekTpodiopesa (KOHUEHTPHDOBARHEIA GydhepHel pacTeop, COQEPMALIMA TEWC-
OCHOBAHWE MOMNAPHOA KoMUeHTpauwy 0,89 mone/om’, BOpHYIO KMCNOTY MONAPHON KOoMueHTpauwm 089
Mnnh-',qu’, SOTA mMonApHCH KoHUeHTpadwWs 0,02 Mons/am’ pH = 8,3);

) pacTeop GPOMHMCTOND STHOWA KoHUEeHTpawmei 10 mricm’, x. 4.

H) Mapkep MonekynapHex Mace JHK, cogeprawys dparmentel JHK paisepom ot 100 go 1000 0.«
KoHUeHTRaUMeR 100 1M M, oBbEMOM ANA HAHECEHHA B NYHEW renA 3 — 35 MM

n) peareHT ANA o4McTEM npogyxToa MUP

o pEArendT Ans cekpsHupoaanikng OH K

C) CAMPT KWIONPOMHMOBEIR MACCoR0E O0Neld OCHOBHOTD BelyecTea 99,8 %,

T) (hopMaMKL BRCORCOHMILEHHBIA OBMOHHNAKPOBAHHEIR © ANeKTpoONPOacIHOCTEID B gManaicue 19 —
34 mCaicm ;

) Habop oNA CNesTRansHoR KanyGpoBKH NeHETHYECEONS aHan13aTopa %

&) NONUMMER ANA KANWNADHOro anexTpodopasa ™

" Daukas wHhOPMALME AENASTCR PEROMEHIYEMOR W NPUEENSHa ONA YA00CTEa NONBIDEATENER HAGCTORLLEND
CTaHO=pTA.

" MpumeposM Mo=eT cnyste Habap «ExoSAP-IT™: (USE Corporation, CLWA). JadHas uHthopMauKs RENRETCA
PEHOMEHOYEMEA 1 NPWBS0EHE 4nA Y000CTE NONE30SATENSA HACTORLLBIT CTEHAEPTA.

" MpuMepoM NOSXOORWETD DEAFEHTE MOMAET chysuTe «BigDye® Terminalor v1.1 Ready Reaction Mixe wz
Habopa pEakTHEOE ONA cekBeHiposaHnA ¢ BigDyed Terminator vi1.1 Cyele Seguencing Kife (Applied Biosystems. CLA)L
JarHan HHROPMEUWA RENASTCA PEXOMEaHOYSMON 1 NPHBAOSHS ONA yOobsTEa NONE30EATENEA HECTORLUErD CTaHZApTa

* Mpumepom moseT chiysuts doprsameg oHRDITM Formamides  (Applied Biosystems, CLUAYL  Daudan
HHPOEMALAR RENASTCH DEXOMEHOYEMOA ¥ NDUBEOSHE ONR yooBoTea NoNLI0BATENEA HECTOALWEN: CTAHGARTE.

* Mpewapom NO0XOgRLErs HS60pE MoaT ciysuTe «3 1o and 3500 Matrix Standards Kit, BioDye® Tarminator
w1.1x (Apphed Biosystemns, CLA). Jadsas wedOpMauMA RERASTCR PERDMEHOYEMOA W Np@aBEgeHa ons yooborea
MO I0EATANEA HACTOAWEND CTaHOARTE.

- MprMmepon NOOXDOAWERD NONMMERa MOoEeT chysdTe ePOP-T™ Polymer for 313003 130x Genelic Analyzarss
[Applied Biosysterms, CWA) Oassasd  wHihopwmauns ABNRETCA  DEKOMEHOYEMOE ¢ NPHMESSEHE ans  yooborea
NoNBIDBATENEA HACTOALEID CTAHOAPRTA.
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1) koHuewTpaT Bydepa AR KANWNNAPHOTD anexTpodopeaa
<) BOgY QWCTHANMpoBadHys: no FTOCT 6704,
5.4 Nna nposegeHHA MCNBITAHWA NDUMEHSIOT CNE0YVISLVHE TOCYLY ¥ MATEDHMank
NEOOKEKK  OOHORAZOBEE  NONWNPONKINEHOBRIE NNOTHO  J3KPEEAKWMECA  TPALYHEDEAHHEIG
BMECTHMOCTEN 0,6 1 1.5 ca™;
- npobup gna MNMUP © nNockod FpeIWEsE BMECTUMOCT 0 0,2 eM:
- konfy komudeckyo no TOCT 25336, M3 TEPMOCTORKOMD CTEKNA BMECTUMOCTE 250 cu’;
- WANAHAPS MEpHbIE BMECTHMOCTRI0 50 1 1000 cm® no TOCT 1770;
- CTAKAHL| CTEKNAHHEE BMECTHMOCTEI 100 1 400 cm’ no FOCT 25336;
« HAKOHBEYHWKN OOQHOPAA0ERIE YHWBEPCANBHEE OMA WEETDOHHED MW MEXaHNYEcKUy OO3aTopos ¢
BADLMDVEMEIMK 0D BEMaMI 003;
+ WTATHERI ANS MUEPONPOGHPOK 11 HAKOHEYHMKOB,
MOAHWETEl 96-NYHOYUHEBE ANA ABTOMATHYECKOND MSHETHHECKOrD AHANWAATORA C YNNOTHUTENESM.
OCHOBAHMEM [LUTATHBGM) ¥ hMKCATOROM |
< BMEOCTI ONA cOpaca HaKoHEYHMEOR,
- EMEOCTI ONA PACTBODOBR C YNAOTHUTENAMM |
- @MEOCTE AnA aHogmoro Gydepa *
« CAMPETEN ANA OYUCTEN MHHS, XUMAYECKN YHCT RIS,
- NEHTY NAadopaTopHYID BAATCCTORKYID ANACTHYHYIO,
- ¥anate no MOCT 124131 w MOCT 12.4.132;
- nepuyatir no MOCT P 52239, ogHopalcere KWa natexca Bes nyapk:,
- Bymary duneTpoaneHyi no NOCT 12026
- gpencTaa gna cbpabotkn pabosero mecta no [1] 1 [2].
55 [JonyceaeTcd  WCNONB30BAHME  OpYWIHY  COEOCTE WAMEDEHWA © METpONorYHecrHmig
XAPAKTEDMCTHEAMM, a Takwe o0opYAOBAHWA, MATEepHancE, NOocYOl W DEeAKTHROE ¢ TEeXHWYSCEAMK
XAPAKTEPMUCTHEIMM HE XYHE YKATAHHEIX.

6 CywHocTe MeToga

6.1 CyWHOCTE METOO3 3I3KMKY3ETCA B CNPefeneHdl  HYENBOTHOHBIX NoCnegosaTensHoCTeRn
gapHabenbHbix YH4ACTHOE MeHOMOEB WTasmmos svpycoB HB, WMBE W MBK W3 woNoiTyeMbix BakUWH, WX
CPABHEHKHK C H3IBECTHEMH NOCNEA0BATENEHOCTAMM W MOEHTADKEALAM BAKLWHHBLXY LWTAMMOR,

6.2 FCNelTauWe COCTOMT M3 Chedyi0uwMy aTancs;

- AKCTRAKUWA W ovyucTa PHE sxpyca;

- pEAKLWA oBpaTHOR TpaHCEpUnUMK (OT) oduwenHoil PHE sxpyca;

- amnnudkEayuA pparnwedToa  redosa adpycoe  seTogom MUP © napawd  npaamepon,
fNaHEVpyIowAMe  ONpEaeneHHsIe  y4acTEd redoMa oA woesTudmkayue  wTamaa  aupyca: HE —
dhparmenTe redoa M 1 F, MBEE — dparmedT rera VP2, MBK — dparment rena 5,

peteruns MUP-npoaoykToR  Metonon  anestpodopesa B arapoiHoM rene  Ond  BnliABneHud
cheldpuieckdx nonoc amninguukposaddon OHK 1 oueH sodgexTpagun NUP-npogyemos;

cespeHupopaHie [NMUP-npogykToE, OYMILEHHLIX OT HESENO4YMBLLIMECA npadMepos o gHTSD,
OMOEIDKCHUHYKNEOTIAOM LM METOGOM C RYOPECUEHTHEIMK KPACHTENAMY,

" MpUMEpOM NOgXDORWEND ROHUSHTpaTa Bydhapa moxeT crysee 310 and 31 Running Buffer, 10X» [Applied
Binsystarms, CLUA) DansHarn WRPOpMEUMA REMABTER PEEOMEHOYEMOR W NpHESSEHa 4nA yoobocTEd NONbIOEATENEH
HECTOALEM CTAHO8ETA.

T MpHMEpoM MOKET chyveKTe nnadwer £ MicroAmp® Oplical 96 Wall Reaction Platex {Applied Biosyslams, CLIA}
C WNNOTHATENEM TNa «36-Well Plate Seplas (Applied Biosystems, CLUA). ooHosadues tina <3130 and 3100 seres
Plata Base 96-Walls [Applied Bicsystems, CLUA) w dwrcaropom tana «3130 and 3100 series Plate Retainar 96-Walls
tApplied Biosystems, CLWA). Oansar sedopMauUMA SEARSTCA  pEROMEHOYEMOR W NpMBEOSEHE gnR  yooborea
MINMBL30EATENSH HECTORLWEND STaHgapTa

7 Mpusspams MaryT coysdTe emeocTd gns pacteopoe oBuffer, Water, Waste Reservoirs, ynnoTHWTERE
sHeservoir Seplax (Applied Biosystams, CWLA). DasHaR BHpOpMELHE RENRETCA PEHOMBEHOYEMOH W NPYBSSEHA S0A
}’.ElDﬁC-‘:!’fIEI NoNBEIDBATENEN HECTOAWEN CTAHOAPTE.

MpMBEROM MOXET CRYHATE SMEDCTE 4R anoaroro Bydepa e 313003130 Buffer Jars (Applied Biosysiems,
CUAY, OJasHas pHOOpMELHE REMASTCR DEXOMESHOVEROE W NpUBageHa 4nA YOo0CTEA NONLIOBATENEA HABCTORWER

CTHHZAPTA.
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- ONPEOENEHEE HYKNE0TAOH0A NOCenoBaTeNsHO0CT QparMesToR TeHOMOE WTAMMOD BURYOoR NyTERM
paagenaHis NpoOyKTOR PEAKLMK CEKBEHHPOBAHMA, OYMWEeHHEY oT W3bwtka aHTD, GnyopecusHTHO-
MedeHrblx 0oHTS, npaimepa ¥ CONeR, MeTOOOM KaNNHNADHOrD anesTpodropela ¢ JeTekUWed CWrHana
EACPECUEHLMA ¥ EOHTROME KSYECTEA COKBEHNPOBAHNE;

CpapHeHHE NONYUEHHONE HYKNEOTHOHOR NOCNedoEaTeneHocTH parMesTa TeHoMa Bupyca Wl
aHanMaMpyesol Npobel © HABECTHRIMK NOCNEQ0BATENEHOCTAMM BADYCHED WTAMMOB W3 Bat DadHEX @
LENAE AOEHTHDHEALAH BAKLHHHOMD WTAMMA W MHTERNDETALNA DEIYNETATOR HCNETAHHA.

7 OT6op 1 nogroToeka npob

7.1 OrBop nabtoparopHoA Npobisl

T.1.1 NaGopaTtopHyis NpoGy OT CEpMH BakUWHb OTBWMPaIOT METOOOM Chydaddoro oTGopa nocne
NPoOBEpEW Ea4ecTEa YNAKOBEW, MapEWpOBEM W BHEeWHEers BWda B cooTRETCTEMM o FOCT 31528,
Nabopatopkas Npoba pomeHa BuiTe DENPEIEHTATHEHOA W COOERMATE HE MEHEE QEYX YNAKOBOYHEK B0 MHILL
M3 KEG0A CEQWMKH BaKLWMHRI.

T.1.2 Mpir nony4eHdE HeyLoaneTBODHTENEHBIY PEAYNETATOR HCNRTAHWN NPOBCOAT NOBTOSHLIM OTHOD
nagopaTopHoR Npobel OT YORCEHHOND KOMKYECTEA SOWMHML YNaKoBKH TOR H& CepHd B COOTEETCTEMK o TOCT
31929,

7.1.2 NabopatopHele Npobsl XpaHAT B COOTBETCTEMM © YONOBWAMA, YEaIAHHBIMKE NDOHIBOAMTENEM B
HOPMETUBHBIX JOKYMEHTAX Ha EOHEDETHYH BAKUWHY.

7.2 MogroToska aHanKMIvpyemMon Npodisl

T.2.1 Kaxayio aHandIupyeryio npody NoaroTaenyaanT B 0O HOpaI0asIx NepHYaTeax.

7.2.2 Ma ooHoiA ynakosossiof endHdUs oTupaoT 10 M kMool BaKIMHEl 1 NEDEHOCAT B GOHMOPAI0EYI0
MM POAATIEH OO MMKDONPODHEKY BMECTHMOCTE 1.0 o

7.2.3 NMuodbnndasposadHble GOpMEl BIKUAH NPEOBAPWTENEHD PECYCNHEHAWEYIOT B CTEDMNLHOM
PACTEORWTENE W FOTOEAT aHanyadpyesyio npody no 7.2.2.

8 3xcTpakuma u ouncTika PHK

8.1 Skcrpaskupio M oducTiy PHE Ha asanuadpyeMol npobe BakUMHbl NPOROOAT © HCNONLASBAHMEM
KOMNIEKTa peareHTos gna esigenaiis PHK no 5.3 copBuMoHHLIM METOOOM.

8.2 MNoToBAT HeoOKoOHMOE KOMNWYECTED OOHOP3A0BkRX NPobHUpoK (MO YHMCNyY aHanMIMpyeMbls Nnpob) W
O0GaEnAnT NpoSupry Ans OTDHUATENBHOMD KOHTPONA Ko, BHOCAT B kamayse npobupky no 045 oM’
AMAIMPYIOWErD pacTeopar U no 5 mm® BKO. MpoBupen mapkpyior.

83 B npobBuprkr no 8.2 eMocat no 10 TR aHANMIKUpYeMex npod, WoNoNbLIYAR HAKOHEYHWKW <
A3p03I0NLHEM Gapeepos. B npobupry K aHocAT 10 MM OKO.

8.4 B xawayio npofupry no 8.3 BHOCAT 25 mmM® copBenTa, KOTOPLIA NPEABAPHTENEHO BCTPAXWBAIOT.
Cogepsusoe npobHpox NepeMellHBanT i WHEYDHDYIOT NpH KOMHATHOW TeMnepaType B TededHde 5§ — 10
MM, BCTRAXKBAR YEPE3 Kawgke 2 — 3 MdH. 3aTes ocaxnakT copbedT B MUKpOUSHTRHgYTE © yImoBsa
poTopot npe SO00 o6 mard B Tededue 30 o HagocagouHys #UOHOCTE YOANAKNT, WCNONBESYA BAKYYMHBIHA
oTCAckIBATENE ¢ KONBoH-NOBYLWESH M GTOENEH bR HAKOHEYHWE QNA KAXO0H aHannanpyeMol npotel.

8.5 K nonyseHHOMY Nocne wedTpidyrdpoeasda copbenty no &4 gobaenasT no 0.4 om’ #PACTEOPE
AnA oTmsiEed ke 1:. [NepeMewreaoT Ha BCTPAXMBATENE A0 NOMHOMD PECYCMEHIMDOBAHWA copbewTa.
Copbent ocaxgawT ueHTpwpyripoeannem npy S000 of fmud Ha smuspouesTpudyre B Tededde 30 c.
YOangor HagocanouHyr HMOKOCTh, WCNONB3YA  BAKYYMHBlW OTCACKIBATENE C  KOMBOR-NOBYLLKOA WK
OTOeNEHEIN HIKTHEYHMEK 0NA K30 aHanu3upyemor npobe. -

8.6 [oawok NOATORANT NPOWEayYPY OTMLIBKM, KCNonkayA no 0,5 cym” «pacTeopa ANA OTMEEKE Me 3n,
AHANOrMeHo0 8.5,

8.7 3atem npouenypy OTMBIBKA NOBTOPAKT, MCNonksyA no 0.4 cv® «pacTEopa AnA oTMuiEsd Ne 4a,
AHANOrA4H0 8.5, NpE aToM copbedT ocamaanT ueHTprdyripoaannen npl 10000 ob. i,

8.9 NMpoGrper ¢ OTMBITEM copBedTon no 8.7 NoMeLWanT Ans ero NoJcYUWMBAHKWA B TEPMOCTAT NDk
Temneparype 60 *C Ha 12 — 15 vun. TpK 3708 KpRIWEE npoGrpor DonwHE BblTe OTEDbLITEL.

.10 B npobHprl © NogcylueHHEIM OTMBITEIM copbesTor gobaansnTt nao 50 R Eydpepa OnA 3oL HE
PHE, kpatkoapeMesHs NEpEMELMBEAINT Ha BCTPRXWBEATENE, NOMEWAKNT B TEpMocTaT NpW TeMmneparype
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60 "C Ha 2 — 3 MMH, CHOBA BCTPAXMBANT, a 3aTes uenTpladyrupyioT npw 12000 — 13000 ob.'mMuH Ha
MAKPOLUEHTDACIYTE © YIMOBLIM POTOROM B TEYeHRE T MuH.

£.11 Hapocagodsaa MMakocTe, NONyYeHHan Nocne eHTprdyrdpopankA no 810, conepmnT 04HULEHRHYH
PHK [PHK-npoy), kOTOpYIO 33TEM WCIONEIVIOT ANd peakyky OT B coOTEETCTREMM © paigenom 9.

Cpok xpaseHdA PHE-npobel npd TeMnepatype ot 2 °C 00 8 °C — He Gonee 4 .

9 Peakuyws obpaTHOW TpaHckpunuuu (OT)

9.1 Ona nposggeqdA peasuyw OT MocnoneayoT Kabop pearedTos no 5.3,

9.2 MOTOBAT PEAKLMOMHYID chMeck. [NA 3Toro B sukponpobupey emecTumocTeie 06 cm? awocat 125
Mn” pearedta « AT-mixs, poGasnAweT 5 Ma® pearenTa «RT-G-mix-1» 1 6 Mmm? ofpaThoil TpanckpunTase: « M-
MLVe, TWaTensHo NepeselnsassT.

9.3 B Mukponpobrpin emecTiMocTeo 0,6 cv? BHocAT No 10 MM? roToROW peakymonHoi cMecH no 9.2 »
no 10 mw® PHK-npoB, nonydqedss B COOTEETCTEMM ¢ pasgencd 8. OCTODOMHO NepeMeLlMBaioT
nuneThiposaden. WMHyGupyioT npobupkr B Tededke 30 MWUH 8 TepMocTarte npW Temnepartype 37 °“C.
MonyqexHelir  npenapar K0HE palsogaT 8 gea paza [JHK-Gydepom, askypatHo NepeMewmBaroT
MAMNETHPOBAHWE M.

9.4 Cpok xpaderdA roTosoro npenapata ¥ 0HKE npd Temnepatype He Bbiwe mMuHye 16 °C — He Gonee
CaMH OHER WNH NPW TEMNEDATYPE HE BLIWE MUHYC 68 "C — He Gonee odMoro roga.

10 Amnnudmkauma pparmeHTOB reHOMa BUPYCHbIX WTammMoE metogom MLP

10,1 Ona noeHtdagHkauny wramsos Bupyca HE HononesyioT ABe Napsl NpaiMepos, NoaponakiWs
amnnudguuposate dpamiedTt Freda anuHod 442 no W 1w dparmedt Mereda gndeoi 1051 no WL, B
COOTEBETCTEMK C TaGnWMuenA 1.

Tabnuwua 1— MNparmaps ANA MOEHTHOKMEBLAL WTaMMmos Bnpyca HE

Hauwianananne I ||1'If'l|:|i.'ll.'l-l'IEIl\.l-':E |'.'|I'l.|'l EOTHAHOA BEENSIU8ATENEHDITR nU.‘IﬂKEHHE-
NaHMERa nEayvMeEpa
NDF-1 MpAMoA ELCTOTTGAIT/ GGG TIAGIGAICCTCT TICIGGE-3' 4535 — 46546
NDF-2 OEpaTH=i B-GUCACTECTAGT TG T/GC)IGATAATCS-3 S07E— 5054
NOM-3 MpAmoi ELGGAGTGCOCICTIAGIATTGTECCAAGATG-2 3268 — 3252
MNDR-4 OEpaTHLIA E-GTEETEAG)GICANGA)GTCAC[ TIC)GEEAL-3' 4318 — 42098
" ¥HE3aHE NOGMUWMH NEPEDMT W NOCOBOHErD HYKNEOTHOS COOTEETCTEYHILLEMD NPaRMepE OTHOCHTENEHD
NECNEa0RaTansHOCTH FeHoME aupyca HE © pamcTpaunodHeim Horapom A YB45400 B Bazas naHHes.

10.2 Ons nogrTudHEadiy  wTammMoe Bupyca MBK WMCnonesywoT napy Nealsepos, noascnskwyk
amnnuduurpoeate dpamedT S-reda gnasci 487 N, H., B COOTRETSTEMK C Tabnuuyen 2.

TaGnuud 2— [Mpardeps 8N8 WIEHTMRMEELMKE WTaMMoE Bapyca MBK

Hapmerooande rangaansaHne HyeneaTuaHan necne 1 08aTenLEnETE Monaxenne
Npafs Epa LM S
1BvV-5-1 MpRran ELATAATACTGGIOTIAAIC TITTTTCAGATGE-3 21071 — 21085
1BY-5-2 OGparHeiA E-CTCACCTNAT/GIATARACACCICTITTAC-S 21537 — 21515

" YWHEIEHE POGMUMH NEPEDTD W NOCHBOHErD HyKNEOTHAE COOTBETCTEVIOLLETD NPaRMEpE  OTHOCTENREHD
NOCNES0SaTaneHoCTH redHonma aupyca MEBK ¢ penicrpaumorisig Homepan FUS04721 2 Dalax naHHbIx.

10,3 Ona noesTrdMEauny wiaMmos sapyca MBE wocnonsayior napy Npaiamepcs, noiscnAakulyio
amnnuruporate dpamneedT VP2-reHa anuHci 7423 N, K., B cooTRETCTEHK C Tabnkuei 3.
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Tabnuya 3 —MNpadMepsl OnA HOSHTHGHESUEA WTaMMoe sMpyca BB

Haumanoomene Hanrpannenae MocregooaressHacTe Manosenas
npARMEpE npafmeps
IBCY-VP21 MpAMoH S.GECOCCAGAGTCTACACCATAAL.S T35 — THE
IBOV-VP2-2 ChpaTHEA 5. COGGATTATATGTTTGAAGO -3 1477 — 1457

¥xa3EHE NOAMUWMH  NEPEOMD W NOCABOHErD HYKNeO0THOE COOTHETCTEYHMLETD NPEfMEpE  OTHOCHTENEHD
MocnedoBa TenEROCTH rEHoME BMpyca MbE C pErvcTpagMoHHBIM HoRERoM JO T TOTEZ 2 Dalax DaHHs.

10.4 Ona npoeegedun NMUP rotoeaT Mactepmuis «NUP-caseck-1», cMewueas ne 0,10 aTh pacTROpOE
npaMoro W obpatsaro MUP-npaitmepoe, 0,25 cx® pacteopa gHTS  0.05 cm® AEMOHKA0BAHHCH BOOLI.

10,5 SDDekTHEHOCT: IKCTpakyHH PHK W peaskudd OT nposepfoT © nosowen NMUP-seReneHds B
aHanuanpyeMsx npobax BKO, gobasneHHoro Ha atane akcTpakyss PHE no 8.2

106 OnAa NUP WchonsayidT CPeaHecTEHHBE  MHKponpobuprd  BmecTiMmocTee 0.6 cm® whe
TOHHOCTEHHBIE BMECTHMOCTHIO 0.2 ©M° B 33BACHMOCTH OT THNa amnnddwearopa. [N8 NOBbILEHWA
CASUHEDAYHOCTA NPHMEHAKT o«TOpPAYMA CTapTs ¢ BOCKIBOW NPOCNONKDA, ONA 4ero BOCE pacnnannAioT B
TEQMOCTATE NP TEMIepaType 90 °C.

10.7 B MHEp-i}‘I'IpDEHpKH ne 10.6 BHOCAT No 5 wm’ aMUP-crmeck-1», nonyserHol no 104, vacnaveanoT
cagpxy no 10 MM pacnnaenedyors Bocka Tak, Y7okl OM NOAHOCTBIO HAKPBIN MWOEOCTE, 3aKpLIB0T
KEpLilUKH, O8narT NoMeTEd ¢ HaWMeHOBaHWEM WoNonbIYeMOoW napel NpadMepos. Ecnd BOCK NOKPsIT
WA OKCCTE HEDOBHD WNM OB pas0Bankch My3kipH, NPOrPeEsaKnT NEoDWDEW B TEPMOCTATE B TEYEHWE 1 MKH NEK
remneparype 95 “C 1 oXnamaaeT.

Cpok spakeHrA MacTepmasca ol IUP caeck-1» nod Bockom npw TeMneparype Mmadyc 20 °C — He
GOnes LWecTH MECALEs.

10.8 OnA amnnddukandd B Mukponpodupen noe 107 Ha nopepxHocTe HadooAT no 10 T «NyP-
check-2a o 5.3, Npd 3TOM OHa HE O0M&Ha NPOBanUBaTeCA Nog BOCK W cMelwneaTecr © alUP-cMackio-1n.
B NpoTHEROM CMyYae NEpoDMpRy CHHTaT Gpakosd M yTHIHIKPYIoT.

M MCnoNBEICBEAHKMK amnnadrkaTopos D3 HATDEEAEMON KPpRWKKY B MHKpONPoSMpEd JofaenanT no
kanne (npuMephs 25 Mm’) BA3ENMHOBOMD Maca.

! 3

3ares B ogHy MuKponpobupey BHoCAT 10 Mm™ Ke. a B ocTaneseie — no 10 mea” dHK aqaneanpyembx
npob.

10.2 B 0Byx MUKPONPOSHPKaX CTABAT KOHTPONBHBIE DEakLEE asmnnudgkkauydd no TOCT P 52833:

- OTPpMUaTENsHEHA KoHTpane MNMUP K- — amecto JHK-npobel axdocar 10 MEA" OHE-Gyiepa,

NONCHWTENBHE KoHTpaNs MUP K+ — smecto JHK:-npofsl sxocat 10 mm® MKS (2 * 10° reHomubix
IEBHEANEHTOE BMpycHor ROHK 8 kyBH4eckis caHTHMeTpaxR).
10,10 JanyCkakT Ha aMnnNAdHKaTopE NECrpasey TEDMOUMKNHECEAHWA B COOTRETLTEMM ¢ TaGn«ued 4.

Tabnwuya 4 — Mporpasme ans amnnagrerauas AHK sepycos HE, MBE v MBE Ha TepmouMenepas © 8xXTHEHLIM
peryMMpOBaHHE R TEMNERETY P N0 pacTacpy B npobupxe

S i s TI'.'h'.I1E'DH-'!:|IpL'|.. L - Boapn | o Yueno um:nl.'lu'
npa-AMEnan
g5 Mayza
a5 300 1
NDF-1/NOF-2
85 10
40
60 0
72 10
T2 300 1
10 KpaHeH1s
11
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Owarvanue mainuys! 4

Haumenosanne Tewneparypa, °C Bpsws, o Yucno yuenos
NMpakMepoH
=13 Mayaa
95 300 1
ORI D4
85 20
410
83 200
Tz 40
T2 300 1
10 XpaHeHne
95 Mayaa -
IBY-5-1/1BY-5-2 a5 3o 1
o5 200
410
Al 20
TZ 40
T2 300 1
1 MOSEHEHME
a5 Mayaa
BOV-VP2-1/IBDV-VP2-2 o8 300 1
a5 20
40
55 20
Fid 40
T2 300 1
0 KpaHeHne
" Mpusegeqsse paxdus TNUP ORTAMUaBpoBEHLL HE TepMouwsknepa: oTepuwm, «Genedmp PCH Systemn
24000 w e Apphad HiosystemsE 2720 Thermal Cyolgrs.

MpH QoCTHMEHWA TeMnepatypel 95 °C Mmukponpobkpkd no 108 W 108 noMmewanT &8 A4erEW
AMNNHEPUKATODA W CHAMAIOT NDOTRaMMY C Nayasl.

Mocne jaBEpLUEeHME  DE3KLMM  MAKPONPpoBMpKM OTNREBNSIOT B NOMEWEHWE J8TEeKWWd WU ydeTa
peaynetatop MUEP seTonom anekTpodopess B COOTEETCTEMA C paanenasn 11 1 12,

10.8 Cpok XxpaHe HMA aHanyavpyesix npod nocne amnnudugauik Nod KoMHATHOA TEMNERaTYRE — HE
BGonee 16 4, npik TemMnepatype of 2 'C oo B °C — He Gonee cemu gHei, NpH Temnepatype mMuHyc 16 °C —
He Donee WeCT MEeCcALen.
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11 Qetekywn NUP-npoaykToe MeTogom anekTpodopesa B arapoiHom rene

11.1 NoaroToBKa K HCNLITAHMED

11.1.1 Totoear pabouwe anexTpodopeskeil Gydep. B sepHsll UANMHAR BNvBakcT S50 cm® TB3-
Bythepa, QOBOOAT AMCTUNNHMEORAHHON BoAoi 0o 500 cM® ¥ nepeMelLvBaeT.

11.1.2 bBepyr 1,7 r arapoawl gna snestpodopesa OHK, noselyasT B CTeKnaddyio konby Wa
TEPMOCTORKOMD CTEKNE BMECTHMOCTRD 250 ch’. Hanweawt 100 cm’ pabodero anekTpodopeasors Gypepa
no 11.1.1, nepedewmeadT apaleHres Konbe ¥ NNAEAT B8 MUKPOBONHOBON NEYd 00 NONHOro pacTROPEHUS
arapossl. Bpema NMasned s arapoikl 8 MAKPOBONHOBOR NEYd MowHocTeo 800 BT npr ee sarnpyweHHocTI
OOHCA KoNGon — 1,5 MM,

11.1.3 BrH#MawT kondy © pacifiaBneqHHol arapoich W3 MUKPOBONHOBOR nNedd, aKKypaTHS
NEpEMELLIMBaNT, BpaWaa kenby.

11.1.4 Mocne aTors BHOBL NOMEWSKT KONSY C arapoick B MUKDOBONHOBYID Neds Ha 1,5 MHE {NpK
mowsocTe 800 BT}, acBogar araposy 40 EHMNeHKka.

11.1.5 BeiHumanT konby U3 MAKDOBONHOBOH NEYM W OCTYHAKT arapoay oo Temnepatypel 65 "C — 70
°C, ppawan konby.

11.1.6 K pacTeopy arapossl, nonydeqHony no 11.1.5, poGaenanT 5 mM® pacteopa GposucTorn atagua
KoHUeHTpauweR 10 mrfcm®, TIaTeNEHO NepeMeLMBAINT PACTROD. Mony4eHHLIR arapoadsi rent HCNoNLEY0T
ANA 32ANKEKK B PAMKY EaMEDBI.

11.1.7 BepagHyaamnT CTONKE ANS JANHELKK Fenei, JanueanT arapoidsli réns, nonydeHdHsE no 11.1.6,
B pamiy KaMepol.

11.1.8 ¥cTanaanHEaKT rpeberkd, HE KE3Canck OHa PaMEd KaMepkl, H3 PAcCTOAHKK HE MEHEE 3 CM Apyr
oT Opyra. TonuwMHa arapossoro rens JonsHa GeiTe okono 0,6 ca.

11.1.89 [Mocne nNonHore 3acTeBaHWMA arapoadors rens (30 MAH NP KOMHATHOR TeMnepatype),
OCTOPOMHD BLIHMMAOT W3 Hero rpefetkd, He NoBpEOWE NyHEW. MosMewaoT paMiky C roToBkRIM arapoaHsi
renem B Kamepy Tak, 4ToSb NyHeEd pacnonaranice GNAe & oTPUMUETENRHOMY ANeKTpogdy. 3andeawT B
Kamepy pabounri anekTpodopesHelid Bydep no 11.1.1 Tak, 47066l OH NONHOCTEID NOKPEIN ArapoaHbiid renb.,

11.2 NpopegeHKe anekTpodopaia

11.2.1 M3 npoBupos ¢ npoaykTans amnnwgukaumd no 10.7 otBuparot no 10 mu’ ananuanpyemsix npob
W BHOCAT B NyHEA arapoadoro rensa. B kamgom pAagdy NyHoK arapgolsoro rend obAsarteneHo BHoCAT K+ M
Mapkep MONeynApHbx Mace JHK no 5.3,

11.2.2 NogknoyanT kasMepy K HCTOYHKKY Toka, cofnkogas nonApHacTe (OHK gonsHa gewraTecs @
HaNPABREHWA NONOEHTENLEHOND ANeKTRpoga). InekTpodopes NpoROAART NpK HanpAweHKrd oT 180 oo 250 B B
TedeHre 20 — 30 MEH, NpK 2TOM KPacHTENE KPe30NoBLiE KpacHuld, BXOSAWWA B «MNUP-coecs-2%, OonmweH
MNPoOBAHYTLCA HE MEHEE Y&M Ha 2 oM OT cTapTa. ONTHMANLHaA HanpRKEHHOCTL INEKTPWHECKOND Nona np9
atoM cocTapnaeT 10 Biow.

11.2.3 Mo aapeplleHi BpeMedd JNekTpodopeia BeIKNIOYaKT WCTOYHME ToKa, NepeHOCAT pamey o
rengmM Ha YoO-TpasHCWIMIOMHHATOD, PacnonoEME Monockl FOPWIDHTANBHS NyHEaMA Boepx. TomydaoT
WanBpaKeHWE AraposHors rend {anexTpodboperpanay ] Ha KOMNBIOTEDE C MOMOLLBE BHOEOCHCTEMEI

12 ¥Yyer peayneTatose [1UP

121 ¥Yuer peaynetatoe MNUP npoBogat™ nNo HANKYEKD WOK OTCYTCTEMID HA anekTpodioperpasime
cnegkdyHecks  nonoc  amnneduudpoeaddcl  JHE. Onesa amnneduusposadibly  cheud-ecs s
tpparaerTos JHK:

- hparmedTa Freda eupyca HeB — 442 0. W]

- hparmenTa M-resa awpyca HBE — 1051 n. |,

- hparmedTa S-reHa edpyca MBK — 487 n. H_;

- hparmedTa VFP2-reda Bupyca MBE — 743 n. w.

Onuxa doparsedTa BRO ykazana B HHCTRYELMK M0 B0 NEHRMEHEHHAR.

12.2 YYeT HAaYMHEKT © CUEHEW pPe3yneTATOR AMANHMDWEALMA NONOEHTENEHEE W OTEHUATENLHEIX
koHTponed na MOCT P 52833 B COOTEETCTEWA C© Tabndyen 3.
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Tadnuwua §— Ouoaemeid pEaynsTar aMnisdHERUHN NONDEUTENBHEX K OTRALATENEHEE KoHTRomEA FILP

Hanw4ue creygdrEckoi NONOCLW HA INEETROdOREr fa M E, CODTEETSTEYIOLY 20
KoHTponk dparwenTy Forena diparaenTy i-rana Ay bparmanty VFE-rena
B¥O y S-rens BHpycs _
aupyea HE napyca HE papvea MBE
HEE :
FHETPEKLIMN - - - - -
PHE, Ke
MLF, K- - - - - -
MuF, &+ - + - + -

Mpumumada s — 3Har a+n DadawasT, 41o oSHapysed NMUP-npooyeT, 3488 o—» — He o0HapyHaH.

B ooposkax K+ » Kg ¢ BEO gonwHa GelTe ADKSA CRCTALWARCA NoNOca CoOTEETETEYHLEND Dasmepa.

B popowmekax K+ ¢ NMEKQ epupycos HE, VMEE W WMEBK nonwHe: Hatnogatecs cneddrYeckde Nonock
amnndprudposaHHcd JHK cooTReTCTEYHIWER AnkHE no 12.1.

B gopowmkax K- 1 Kg, kposme Kg ¢ BRO, He 0on#xK0o ObiTe HAKAKKX NOM0C, 38 MCKMIOYEHMEM BOIMONH B
OUMERDE NPARMEDOR, HAXOOAWKXCA Huke ypoera 100 0. K.

12.3 EcnW peaynNeTaTel 2HANW3a NONOKATENEHBE W OTPHUATENEHBIX EOHTEONER HE COOTBEETCTRYIOT
NpyeegeHHLM 8 TAbNUMue 5, KCNeBITAHKE NOBTORACT GO CRENVIIWIME ITAN0R!

BChH B J0pOWEAX OTpHUATENBHLEE KOHTPpoNeW Kg WM K- BLABNASTCA cneuwdWyeckan noncca,
AHAYKT, NDPOMIOWNG KOHTAMUAHALMA PEAKTHEOR WhK npoS. MNMpHHMM3KNT Mepkl N0 BLIABRNSHAK WMCTOYHME
KOHTAMMHALWK,. [TOBTOPAKT MCNBITAKME B COOTRETCTEWM C paIgEnoM 7

ecni 8 npofax ¢ BHKO e puABNSeTCA COOTEETCTEVIOWASR chnedwhuyeckan nonoca, Heobxoouso
MNoATODWTE MCNBITAHKME B COOTRETLTEWH © pA3OEnoM 7,

BChni B AopowEax K+ He BuIAansioTch cneUlddnieckde Nonocsl, NoOBTORAMKT WoneTad4e © atana MUP
na 10.7;

BCNKW B OOpOwKax anNesTpodoperpaMuil HabmogawTea HecneunduYeckie Nonockl Ha DaiHbix
YLROBHAX, TO WCNbITaHWe noBTopsoT o atana MNUP no 10.7. BoamMoMHBE NDHHAHL HecnegudrYeckon
AMNNHPUEALMK ~— OTCYTCTEME «f0QAYErs CTADTar WKW HEBEPHEIN TeMNSpATYRHLIA DeXMM B AYeRKax
amnnddreEaTopa.

124 Ecnn pesynbTaTel aMinuiuEauml EOHTEONER HE NPOTHMBODEYaT OxudasmMosy pedynNsTaTy @

COOTEETCTEMKM C© TabnuueRr 5, yHUTRIBAT DE3IYNLTATE  aAMANWEUKEAULMKM  SHANHAMpYeMsIX  Npob.
HMuTepnperaguo peaynetatos MNMUP-amnnndHEag iy nposcaaT 8 CoOTEETCTEHA © Tabnuuei 6.
TaGnuwuda §— MHrepnpetauus peaynetaros MEP-aunmadeagin aHanuanpyanels npot
Cneusd eHecEan NANGCa 1A ANerDad oper FaMue, CO0TEETCTaYKLL an
Peaynerar MUP-seanmas DT EHTY SpardeEHTy iparmenTy pparmenty
Forana papyea | M-rapa aupyca Sorena aupyos VP2 rema Bppyca
HE HE B HMBE
Beimenena sOHK snpyca HE + - - -
Buraneda sOHK supyca MEK - - + -
Brmeneda sOHK svpyca MEE - - - -
Breiranena sHK enpycoe HE, MBE. MEBX + - + -
Beirmaneda sHK supycoe Hb, MIBK + - + -
Brmeneqa sHK evpyocoe MBE. MBE - - + -
Bemaneya gOHK snpycoe He, VBB + - - -
#HK eupycos He BeIRENEHA - - - -

Mpumaya e — 3Har a+ DIHASAET, 410 oBRHapysed NUP-npogyeT, 308 o=n — Ha o8R0y sHaH.
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12.5 [nA aHanuadpyeses Npod, cojepsawws kHEK supyca, B goposye QonxHa HabnogaTeca spead
CRETAWASCA NONOCca Ha ypoade, cooTeeTcTaviowen NKD gadMore eupyca.

12.6 OuerrsawT koddedTpaumo TNMUP-npogysTa, COABHMBAA BUAYANLHD WHTEHCHBHOCTE CEEYEHWA
COOTRETCTEVIOWEW eMy nonockl W Nonoc  Mapkepa  MonekynapHelx Mmacc [OHKE no 53 wa
anekTpocdoperpamme. Woneimawks (cekBeddpobadie OHK) npobel NpogommsanT nNpd yonoBWk, ecnd
ceeqedwe nonocel NMUP-npogyeTa ToR #e WHTEHCMBHOCTH WNW DONee WHTEHCHAaHD N0 OTHOWEHWID K
CREEYEHKIO NONOC MAapKepa MonesynApHex Macc OHK.

12.7 B enyqae, ecnd nonoca NMUP-NpoaykTa MeHes MHTEHCKHBEHA N0 OTHOWEHKID K NONocamM Maprepa
MonekynApHe Macs JHEK, 7o NpoB0OAT NOBTOPHOE MCNBTAHWE, Ha4WHaa © aTana eegensHdn PHE.

Mpuuedanne — HUZEWA YPOBEHL WK OTCYTCTEME SmnneduEaUEy SPamnMedTd reHoma SMpycd Momar
Gt B HEXDTOPEX CNydyaAx olycnoEMEHD HENONHLIM COOTEETCTEME HYENEOTHOHON NOCNeqoSaransHocTd Wwiammaa
Bupyca W Mcnonezyvames MNMUP-npassepos. B nogobyes cnyqaA: pesowmasdyeTcd paIpabateEath oneuwmhu-eceis
OAHHOMY WTEMMY BAPYCE NPEAMEDE HA OCHOBAHKWW CHEQSHAR O 0COBEHHOCTAX 8ro FrEHETWHECKDR CTRYETY PR,

13 CexBpeHnpoBaHWe aMNNUpPUUMPOBAHHBIX (DParMeHToOB reHOMa

13.1 Ousnecria NUP-npoaykra

13.1.14 Mepeg CELBEHAPDRAHWEM AMMMHEHYHMDOBAHHONS parMedTa redoma nposogaT oducTey MNLP
NPoAYKTa, NONYYEHKOND 8 COOTEETCTEMK © paagencs 10, oT HeBKNKHYMBLLNECS NpanMepos v AHTS.

13.1.2 OnA oumcTir Bepyt 0.5 — 2.0 mw® NMUP-npogysTa, nofapnsoT 2 mm® pearewTa AnA oHACTIH
npogykToe NMUP mo 5.3 1 nepeaselumeanT NANETUROEaHMEM.

13.1.3 MonydeddbiA No 1312 pacTeop MHEYEADYIOT NpW TeMnepatype 37 "C B Te4eHie 15 MUH. 3aTem
BCTRAXMBANT W OCAMOMOT KANNK KDATHOBDEMEHHEHM UESHTPMOWIMDOBAHMER M CHOBE WHKYBMDYIOT NpW
rermnegaType 80 "C B TedeHse 15 M.

13.2 NpoeegeHHe CERBRHMPOBAHMA

1321 OydweHHee B cooTReTCTEMM © 131 NMUP-NpodykTe CEEBEHHPYEST © npAMoro W obpaTtHoro
npaisepoa. Ana Freda edpyca HE W Sreda sdpyca WBK B peasusio CeKEeHWDOBaHKMA GepyT 20 Wr
cooTeeTcTRYIOWer:s NMUP-npogykra (OHK), ana npoayktoe asnnudukauws M-resa svpyca HB 1 VP2 rena
evpyca WEK — 40 wr.

13.2.2 0nA npoBedeHKs peakyid B TOHKOCTEHHBIE MUKRONPOGHDHKM BMECTHMOCTRIe 0,2 o’ BHOCAT
Heobxogumos konuyecTeo OHK no 1321 08 M cnewubraHorg NpaiMepa MonNApHOR KOHUEHTpaLUWn 1
MEMOMNE/OM, & Taoke 1 MM cMeCH pearaHTa OnA cexBeHMpoBadKA no 5.3, MNpu atom oBwwi obbem
PEAKLIMOMHON CMEBCH 0rmsed Beime 5 M,

13,23 TepMmMOUMENMMPOBAHKE NPOBCOAT HA  aMnnueaTopax © TepMOCTATHDYEMON  KDbILIKOH,
CcoDNoEan CNegyIoWFE pesrm.

a) HaYaneHas JeHaTypayqa — 1 MEH NPy Temnepatype 96 “C;

&) 3aTem 25 UHKnos;

1) AexaTypaura npy TeMnepaTtype 86 "C — 10 ¢;

2) OTHIr NpakMepa — 5 ¢

31 anoHraunA npadMepa npk TeMnepatype 60 "C — 4 nin.

13.2.4 OTHAT B PRAKUWK CERBEHHDOBAHKA NPOBOOAT NPH TEMNEDATYDE.

- 60 °C — gna npaimepoe NOF1, NDR2, NOMZ o NDA,

- 55 °C — gnAa npaémepoe 'BOV-VP2-1 w IBOV-VP2.2;

- 50 *C — gnAa npaimepor 1BV-5-1 wn IBV-5-2.

13.2.5 Nonyyerkeie nocne aMmnndaddUEanry NpooyKTe CeKBEHWDOBAHMA — DEAKUMOHHYID CMEeCh
oFbEMOM 5 MM® — MCNONLAYIOT ANA AANEHERWLErs UENBTAHWA B COOTEETCTEMM © pasgenom 14.

14 OnpegeneHne HYKNEOTMOHOW NOCNEOOEaTENbLHOCTH (DParMEHTOB FEHOMOB
WTAMMOB EMPYCOB METOAOM KAaNMNNAPHOro anekTpodopesa

14.1 NegroToBKa aHanyMaupyeMod Npobcl ¢ NPOOYETAMH CEKBEHWPOBAHWA

14.1.1 MposogaT OYUCTEY DEAKUMOHHOR CMECH, NONy<HeHHoR & CcooTBeTCTEMW ¢ 13.2, o7 WabkiTEa
AATD,  dnyopecUgHTHO-MadeHHeY JaHTS, cekBeHMDYIOWErs nNpadMepa W Cconed ocawaeHruesd
MOMNAHYKNS0TWOAOE WICNDoMANoBRIM cnpTos. Ons 3T0M0 £ peakydoHHCKH cMeci oGbemom 5 MM’ B
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mukponpoBiupke 0oGarnawT 30 MM 75 %%-HOMD WIONPOMUAOROND CHMPTA K MHKYERPYIOT B Tededne 20 MM
Now KOMHATHOR TEMNERaTYPE.

14.1.2 Mukponpobupen © nonysedqcid o 1411 cmecen wenTprdyripyioT npa 14000 ob/maq B
TedeHie 20 MUH ¥ YOanAnT HAZoCagOHHY I HROK0CT L.

1413 K nonydewsomy ocagky gofSapnmiot 100 smm® 75 %-HOrC W3IONpONKACEOrD CRMPTA,
weHTpudgyrnpyioT npr 14000 ob.frH B TeYeHne GBYE MHUHYT K yGaNAKT HAaZocagoHHy 0 KUOKDCTE.

14.1.4 BulcylwMBaoT NoMyyesHe@ no 14.1.3 ocapgox B TepMocTate Npd TeMnepatype 65 °C B TeYeHmMe
10 MuH ¥ pacTeopAeT B 20 Mm° hopManmiuga no 5.3.

14.1.5 lMNonyY4eHHee aHanydadpyerele npobel B fopMaMyie nepesocAT B D6-NyHOYHLIA NNaHwWwar,
ATKPRIBANT YINOTHHTENEM W NOABSPralwT TENNOBOR JeHaTypauwWd NpW TesnepaType 85 "C B TedeHwe 3
MAH, 3 2aTeM npy TemnepatType 4 "C — B TEYEHWE 5 MWK,

14.2 MNpoBegeHAe KANKAMAPHOro anekTpodopeaa

14.2.1 MNogroToBNeHHBIE B COOTBETCTEMM C© 141 aHanqadpyeMee Npobiel, cofepwalde npogyvsTol
CEKBEHWPORAHKA, PaldenaAnT  METoO0M  KANWMANApHore  anerTpodopesa ©  OBTeKUMeR  CcurHana
PNIODEECUEHLMA,

14.2.2 TMogroTosky, BCE aTalkl HONBTaHAA W HHTERPNPETAUWIS pPEe3YNLTATOR BLINOMHAKT @
COOTBETCTEMW © MHCTRYELWEA NO IKCANYATALWA MeMETHYECKOro aHanyaaTopa no 5.2,

14.2.3 [(MporpamMsuoe OGECNEYEHMEe TeHETHUHECKOND aHAnNWIaTopa ABTOMATHYECEW aHanuanpyeT
NOMYYEHHLIE CUTHANLL (XPOMATOPAMME) ¥ ONPESEnNART NOCNegqoBaTeNEHOCTE HYKNeoTHOoE. PeayneTaTom
aHanuia ABRNRETCA pacluwpoBaHMan NoCNenopaTeNeHOCTE HYKNeOTUOOR, MPHEeOeHHAA Hag [dEann
XposMarorpamme B hopamaTe abldrahna.

14.3 KOHTpONL HAYGCTEA COKBEHHPOBAHKA

14.3.1 Ona oueHEH =Ha4ecTea CEKBEHUPOBaHWA, MOWCKa NPpWYMH W NYTER yOoTpaHeHWA npobnem
PEKCMEHGYETCA WCNONLIOEATE (PHMEDE THNOBLX PEIVNETATOR, NPHUEEOEHHBIE B Npunosedwa A [Ons
NoOCNegyIoWEd MASHTUEMEILMA BAKUMHHBY WUTAMMOE B COOTBETCTEMM C paigencym 15 wononsaykt
HYKMEQTHAOHBIE NOGCNEACBATENEHOCTH  Ha  XpOMaTorpasmax. nony€eHHsx no 1423 ¢ Boicokol
HHTEHCHEHOCTLHY CHMHANA QNCopecUEHUMK M XOPOWS PasOensHH b Md NHESMH.,

14.3.2 ononHATeNEHD BRYHHG NPOoBSDAIINT ROPDEKTHOCTE YTEHKA HYKNESTHOOE B UeNAx MCEMDYEHHA
CHUMGKK anToMaTAYECKOND AHANWIA. YOanaoT NoKs JYHMTAeMee W3-33 acnneckos GoHa HYKNeoTHOE B
HAYANE XpoMatorgamse 1 o0nacTe npakmepa Ha koHue cexaeddpyesors MUP-npogvkta. B cnydae
NOWCYTCTEMA  Ha  XpOMATOrPaMME B HEKOTOPLIX  NOIWUKAX  HyRNEO0THAMGE  NOCNegobaTenkHosTH
MEHETHHECKDH HEQOHOROAHOCTH YCTAHABMWBAKT oD03HANEHWE HECNPedeneHHoro HyRMeoTuga «MNe [CM.
Tabnuyy AT, NyHET 20

14.3.3 (MNogTeepsdanT SOCTOREPHOCTE ONpedeleHus HYKNeoTMOHOH  NocneqooaTensHOCTH,
0O BEAMHAR NEpPEEpLIBAKIWMECA dparMedTsl ¢ NPAMOTS W 0SpaTHOMS NPpafMeEpoR C NOMOLWEK anfopuTMa
CLUSTAL

15 WpaeHTHhHUKAUMA BUPYCHBLIX LWTAMMOE W WHTEpPNpeTauuWsa pesynbLTaToB
MCNLITAHKA

151 OnAa HOeHTHOUEALMA WTAMMOB BUDYCOOBR WCNBTYEMBY BaAKUWH CLRABHWBAKT MOMYYEHHYIO B
COOTBETCTEMK C paznenom 14 HysneoTWZHyw MNocnegosaTensHOCTE QparnMedTa reHoMa © WIBECTHB MU
NoCNe oEATENEHOCTAMA BHPYCHEBIX LWUTAMMOE,

1.2 [OnA  noWcka  FOMofOrdYHbix NOCAeOoBaTENEHOCTEW  CPasHWBANT  HYKMEOTHAHYIO
NoCnegoeaTensHocTE HparMesTa  redoMa BaslMHHONG WTamma B TekcToposm  Gopsate  ©
NOCNeZOEATENEHOCTAMH, KMSOWHWMMCA B Baiax JaHHeX © WCNoNe3osaHdem anrcpuima BLAST. Otder o
NoWCKe NQEOCTABNAETCA B BHOE  COWCKA NOCNefOoBATENEHOCTER WTAMMOB/MIONATOR, ©  KOTODGLIMK
NOMYHEHHAR B DEIWVNBTATE HONRTAHMR  HYENEOTHOHaEA NOCNedoRaTeNeHoOCTE  HMEseT  HauDonbwyio
FOMOTERTAKD.

B cnydae ecnu MHyKNeoTHOHaEA NOCNEO0RATENeHOCTE iparMedTa  redHoma  WwiamMa  Bupyca
MCABITYEMOR BAKUWHEL OTCYTCTEBYET B Gaiax gadeHsx, 00pawaKTcA K—NpoMIBcquTens BakLMHel ONA
NOMYYEHKA JONONHUTENEH0A HHDODMALKK O TEHETHYECKOH CTRYKTYDE WTAMMA,

153 Ecni nNOMAyYeHHAA HYENSOTMOHAA NMoChedcBaTensHocTe WMeaT 100 %-Hyi roMonordg o
AHANOTHYHLIM  YHACTEOM FeHOM3 LWTAMMA BADYCA, 3AABNEHHOMD B COMNDOBOOWMTENBHON OOKYMEHTILMK
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BAKUWMHEl, NDAHAMAINT, YTO HE BRISENEHC TeHETWYECKME OTAWHYMHA WTaMMa WCTLITYEMON BaKUMHbl OT
IARBNEHHOD.

15.4 EcnW nony4eHHan HYENeoTWOHEA NocnedoBaTelsHotTe WMEET HEIHAYMTENLHBIE OTIHYWA OT
MOCNeNoBRATENLHOCTH  IARBASHHOMD  WTaMMa (Gonee 99 % rosonorild), NpAHAMEINT, 4T0  WTasMM
MCNBITYEMON BAKLMHE! WMEST BRCOKYKD CTENeHL FOMONOTMM © J3ABNEHHE, © VEIIAMASM BnABMEHHEBIX
OT FTH i,

13.5 B cnydae IHaYMTEeNoHBIX  OTAMHHA  NONYSeHHoE  HYKNeoTHOHGE nNocnefoBaTensHocTh oT
JAABNEHHOMND WTamKMa (Medee 99 % romMonorid) NEHMHAMEKT, 4TO WTAMBM HCNBTYEMOR BakUWHBEl HE
COOTRETCTEYET AAABNEHHOMY WTAMMY C YEAIAHHEM BhiABMEHHER HYKNEOTHIHBN OT YW,

156 B cnydae IHaqYMTeNbHbIX  OTAMYAA  MONYyYeHHoR  HYKNeoTHOMOW nNocnedoBaTensHoocT oT
IAABNEHHOID WTAMMA W NPW YCNOBMKW BRICOKOA TOMOMOMMA C aHanorvYden YHacTEOM TeHoMa Opyrono
wramma (Gonee 99 % roMonNordE), NPHMHEMANT, 49TC NoNyYeHHas HYKNECTHAHAR MNoCNedoaaTensHoCTE
NPHHADNEMWT  HEISABMEHHOMY  WTAMMY, YEAILIBAKT &r0  HBIBAHWE, NPOHCHOMOEHHE W CTEneHb
rEHETHYECKMX OTNHYMIR 0T J2ABNEHHOND.

15.7 Ecnu nonydeHHas HykneoTaHan NocneonaTensHocTe HMEaT eHeTHYSCKYI0 HeDOHoPOOHOCTE B
OTOENEREX NoNoHeHrax (oM. Tabnugy A1, NysET 3). NPUHAMENT, 4T0 WTAMM WCIBTYEMOE BaKUHHE
FEHETHYECK HEDOHODOOEH.

15.8 Ecnu NonyHeHHan HyKNeoTHAHAA NOCNeqoBaTeneHoCTE MMEaT MEHETHHECKYD HE0LHODOOHOCTE,
HO BOAMOMHOCTE YCTAHOBMNEHHA POACTES C ONPEASNSHHLIM WTAMMOM WMNH W30NATOM BHRYCA COXPAHARTCA,
MNPMHAMAKDT, YTO WTAMM WCNBITYEMON BAKWWHEl WMEET FEHETHYECKYI) HEeOOHODOOHOCTE C YEIZZHASM
HaWBoNEe MoMONOIMMYHLIX NOCNEBOBATENEHOCTENA.

15.9 B cny4anx, onMcanHsix B 155, 156 1 15.8, peayneTate MCHETAHWA PEKOMEHGYETCA QONONHATE
pEayNeTaTamMK  QUNOTEHETUHECKOND AHANKHAA, HAMAOHO NPeICcTABRNAKWErs YROBEHE  HYENEOTHOHLIX
PAIMHYKA NONYHeHHCA HYENEoTHAHGH TOCNE0oBATENEHGETH KW NOCNELoBaTENEHOCTER 13 a3 JaHHEX.
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