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Mpeaucnoeue

Llenu, ocHOBHBIE MPWMUANE] W OCHOBHOW NOPARICK NPoBEJEHHA FaBoT No MEXIOCY JAQCTEEHHOW CTaH-
AapTHIau@K yeTaHoenesHs FTOCT 1.0—2015 «MewrocydapcTBeHHaA CHCTEMa CTAHAapTUIaudK. OCHoBHbIE
nonowedas W NOCT 1.2—2015 sMexrocygapcTEEHHEA CHCTEMA CTAHOAPTAIAUMK,. CTAHAARTE MERTOCY-
AApCTEGHHBIE, NEEBKNE W PEKOMEHIALMY N0 MERrocyJapcTREHHOR cTaHgapTHaauKy. Npaexna paspatoTes,
MOWHAETHA, CBHOBNEHWA W OTMEHEID

CrefgHWA O CTaHgapTe
1 MOOroTOBNEH PecnyGnuradckui rocyQapcTESHHLIN NPEONPHATHER ¢ KaZaxcTaHnchin MHCTATYT
CTAHABPTAIALMK M CEpTROMEaUMKMY W TEXHHYECKHM KOMUTETOM NO cTaHaapTHaaumqe TK 60 « Ionordeck

YWCTaA NPOOYKUMAY Ha ocHOBE coBCTREHHOMD Nepesoga Ha PYCCKWA ALK aHINOAILIMHON BEDCHH MEXIYHA-
pOOHOND CTAHOAPTA, YKA3IAHHOTD B MYyHKTE 5

2 BHECEH KoMWUTETOM TEXHHUSCKITD PEryNHpOsaH R @ MeTponorid MUHWCTEDCTES NO HHESCTHLHAM M
paszenTre Pecnyinmem KazaxcraHa

3 NMPHUHAT MesrocyJapcTREEHHEIM COBETOM N0 CTAHJAPTHIALMKW, METRONCIHMA M CepTADMEILNA
inpoTokon ot 20 okTabpa 2014 1. Ne 71-M)

3a NpUHATHE CTaM4APTa NPOrooCOBInI:

HPHH‘!DE FHAAMEHOEEH B CTHS ".':l:l,'.'l_ CTRAHE ':DKI:-H WEHEE HIMMERDBIHAE HIUHIHANGHOIT Tpr ik

no ME(ACS 31887 487 na WK (WSO 3168 004 — o7 N CTAHOAR THIALMA
Aaeplannmes AL AICTAHOEPT

AprEHUR AR MuszkeHOMH KA FecnyGn me ApMeHus
Benapyck aYy Foccrannapt Pecny@nuen Benapyce
KezaicTaH [ MoceTtadoapr PecnyBnnen Kazaxotad
HHpruana K Kelpreiactanaapr

hMongoaa WD Mongoea-CTEHOERT

Paccum R PacocTaHgapT

Tan=uEMCTEH Td TaasnECTaHGapT

YapauHa A MUH3HOHOMPRIEWTHAR ¥Epa MHE

4 Mpydkazom PegepansHoro areHTCTEa No TEXHHYECHOMY DEMYNHDOBIHMID W METPONordK oT 259 aerycTa
2016 r. Me 956-cT mexrocygapcTeenHei cTadgapt MOCT 150 20838—2014 peegeH B A2RCTEKWE B KaYECTRE
HaLWoHaNeHoro cTalaapTa Pocokickon Pegepaumn o 1 wona 2017 1.

5 HacToAWMWK CTAKOAPT WOBHTHYEH MEXKOYHADoOHoMyY cTasgapTy 150 20838: 2006(E) « Mukpotnonora
MALLEBEX NDOSYKTOR M KOPMOB GN8 MABROTHES. Mon9MMepazsan uenHaa peakyua AnA obHapyseHHs naTtoraK-
HiIX NWLLEBEX MUEpooprasnanoe. Tpefosasua K amnnuduradian v obHapyeHnio ANA KEaYecTREHHOND aHanm-
aa» [«Microbiology of food and animal feeding stuffs — Palymerase chain reaction {PCR) for the detection of
food-borne pathogens — Requirements for amplification and detection for qualitative methodss, 1DT}.

MexgyHapogHeid cTadgapT 150 20838 nogroToened TesHwdeckrM komuTeTom CENTC 275 Epponei-
CHOMD KOMKTETA Mo cTadgapTdaagydd (CENY alMHwesoild adania — opH30HTANEHEIE METOOE S, B COTRY.OHK-
yecTee C TexHudeckdM somaTeTom [SOTC 34 «MNpogykTel nutadsss, MogkomuteTom SC 9 «hMukpobronornas
B COOTEETCTEMM ¢ COrnaleHienm nNo TEXHAYETKOMY COTRpYAHHYecTEY mexay 130 v CEN (Benwckoe corna-
LB e ).

ODAUMANEHEE AKISMNNAPE] MEKYHADOOHOMD CTAHOAPTE, HA OCHOBE KOTOPOND NOArOTORMNEN HACTOA-
LMA MEMIOCYOADCTEEHHEIE CTAHDAPT W MEXOYHAPOOHEX CTAHIA0TOR, HA KOTOPEE OaHEl CChIMKM, MMEIOTCA B
Dencpane oM ArgHTCTEE 0 TEXHAYECKOMY PENYNMHPOBIHKI0 H METPONOMMH.

MK NEMMEHEHA HACTORWEND CTAHOAPRTA PEKOMEHOYETCR MCNONLICEATE BMECTO CORIMOYHOID MENIY-

HapOAHOrD CTAHAARTA COOTRETCTEYHILLMA BMY MEMTOCYIapCTOEHHEN CTAHOADT, CEEOEHWUA O KOTOPOM NDHBE-
N@HE B O0N0THATENEHOM NEMNoHEH e 04

& BBEOEH BMNEPELIE
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Musbopmauus of UaMEHEHUAX K HAoMaRWeMy cmandapmy NyBausyemes & exe200Ho8 UghoDMaLuoN-
HOM YKa3amens «HauuoNansse cmandapmeis, 8 MaKC UIMareHUl U NONDaeor — & axeMacayqom Llghop-
MAUUoRHoM Ykazamene sHauuokalbses cmandapmeis. B clyYae NepecMompsd [3amMensl) Wil OmMeis
HacmoAweas cmandapma coomdemcmayones yeadodnenus Sydem onyBnuNoEans & CHEMECAYNO
UHECOMAUUCHHOM yHalamena «Hayuonankise cmandapmes. Coomeamomeayrowas uhghopMayus, yaa-
doMaaRUe L Mekcmbl DasMellaiomci Maicre & Uhibopayuostol cucmasda 08 e20 NoTLI0EaHUR — FHa oghu-

yuanedon cadme Dadepans o0 S2eHMOMEs N0 MEXNUYSCKOMY DESYIUDOEaMU U MeMPONGsUY 8 camu
Mrmeprem

& Crawnaprsdropss, 2016

B Poccvickon Tanepauqil HACTOAWMWA CTaMOAPT HE MOCEET BeiTe MONHOCTRIO WK YaoTUYHD BOCNpoMaBE-
ged, THDRMPOBaH 1M DACTIPOCTRAMEH B KaYecToe OfMUNaNEHOro MagaHMa bed paipeweaHda DegepansHoro

ArgHTCTEa Nd TEXHUYaCKOMY PEMYNAFOBaHEID W METPONOIAM
I
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Beegenme

ARNNMDAEALNA W OBHADYKEHME LENEBLIX NOCNE00RaATENEHOCTER HYKNEMHOBRIX KKCMOT BuINSNHASTCA ©
LENE SNPeaeneHta LeNeasLIx NoCHenoBaTENEHOCTEA HYKNEHHOBEX KMCAOT, KOTOPEIE NDUCYTCTEYVIOT UK HE
NPUCYTCTEYVIOT @ npobe. 3TO ONpeaenadine OTHOCHTCA K COOTRaTCTEVIOWMM CPedeTEaM KoHTPona and obHa-
PYHEHHA MCNONLIYEROID AHANWTAYECKONO METOLA U MCNLITATENEHON NPOAHANMIMPOSAHHON NP0

HacToAWwWE CTAHAAPT ONWCRBAET NPOUSSYRE, MCMONLIYeMEE ONA OSHADYHEHHA MAWEBLIX MHAKDO-
CPravMsMoB, B TOM YUCNE NATOreH X MAKDOODraHKAMOR, NYTEM AHANKIA HYKNEHHOBEX KWCNOT, Dbl GeeHHbiX
W3 NS B NDOOYKTOE, KODMOE W NPOD OKDYHEIOLLEA CRE ks, WK M3 Ky NeTYD MIN KNeTOYHBIX CYCIeHAMA, Mp-
rOTOBNEHHBIX 143 NPOGYKTOE NUTadKA. CO0TEETCTRYHLME NDOUE0YPE NO NOAroToaKe NPoD, KyNeTHEMDOBAHKIO
MAKDOODTAMMIMOE ¥ A0DEILE HYKNSMHOBRIX KNCNOT ondcadel & 130 20837,

HacToAwrh cTaHdapt dokycupyeTcr Ha PCR MeTogax, oCHOBAHHEX Ha aMnnidvEauke. Ma-aa beictpo-
roYPOEHR TEXHHYECKOTO NPOrpecca B 3T0M 08NacTy paccMaTpHBEanTCR M OPYTME TEXHONOrMK SR HdmMeaL A 1
METOObI OOHAPYHEHKA.

HacToAWMWA CTARgapT CEAIAH © CERWER CTAHOAPTOR KW TEXHWYECKAX XapakTepHcTHE B COOTRETCTEMK ©
obwun HalgaHden o«MUkpofMonorHa NUWEeRsx NDOOYETOR 1 KOPMOE ONA MWBOTHEY — [MonuMepazias
yenHas peakynA (PCR) ans oGHapy»e KA NaToreHHBEE MW ERE X MUEROCRTAHIMOa®

= DDwme TpebopaHKua U onpedenadua (150 22174)

- TpeGoraHWA K NoAroToage npol gne ka4ecTeeHHOTD 0B Hapy e A (IS0 20837}

= PYHEUHOHANEHOE KCNBITAHWE ONA TepMoynenepos (ISOTS 20836)

= TpeboBaHHA K anmnnydrreaim U obHapyeHAo ANA kaYecTReHHDMD asanmkaa {130 20838)

MewayHapoaHan opraqdiauyda no cTaHgapTiaadui (150) B COOTBETCTBMA C ITHM DOKYMEHTOM MONET
HCNONLAOBATE OOHH WKW GONes NAaTEHTOR KacaTenbHo TEXHoNornkd PCR.

IS0 He 3aHUMAET NOIMLMH OTHOCHTENLHO ACKAIATENLCTE, JAKOHHOCTA KU o0NacTi NDUMEHEHHA HACTOA-
LK NATEHTHEX NpaE.

150 npovddopMupoRanik, 410 komnadksd Applied Biosystems [Mprknaguele GuockcTeme), Roche
Molecular Systems (MonekynapHee cucTesel Powe), Inc. n F. Hoffman-La Roche Lid. (TOO Xoddmad Ma
Fouwe) obnagainT NaTeHTHbIMA NPEBEasA Ha TEXHONOMW PCR. KoMnasuk yeepuny |50, 4To OHW roTOBRE BECTH
NEParoEopis 0 NWLEHIKAK HA Da3YMHBIX M CNDAESANNEEX YCNOBWAX C NDETEHEHTAMK Bo BeeM Mupe. B canauc
ATHM 2a8BNeHMA 0GnanaTencHd TAKKME NaTEHTOR 3apEreTpHpoBaHe B IS0, Mudopsaums MoweT BeiTe nony-
YEeHa U3

OTOen NALEHIHNA

Applied Biosystems

o Lincoln Centre Drive

MNopoa Poctep, CA 94404,

CLA

M

OTOEN MALEHIHA

Roche Molecular Systems, Inc.

1145 Atlantic Avenue

Anamena, A 94501

CLA

HEROTOPEE INEMEHT L HACTOAWETD AGKYMEHTA MOTYT ABMATLCA 05 EEKTOM ADYIMX NATEHTHLIX NPAB, Kpo-
ME Tex, KOTOPKIE YE33aHL Bellwe. IS0 He HeceT OTERTCTREHHOCTE 38 MOEHTHIDMEA LMD K3KOr0-NWE0 MM BCeX
NoACBHLIX NATERTHBIX NPaR.
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rOCTISO 20838—2014

M E XK T oc Y O APCTUBEUHH b H C T A HIAOAPT

MHUEPOBEWMONOIAA NWWWEEBRIX NPOOYKTOE W KOPMOB ONA XKHBOTHBIX

MonumepazHan UeNHaA PEaKLMA ANA OBHAPYHEHWA NATOMEHHLIN NHLLEBLIX MAKDOORTAHHIMOB.
TpebopaHwa K aMnnudMEal e ¥ oBHAPYEeHWID ONA KAYSCTESHHOM aHan|ia

Mecrabiology of food and enimal feeding stuffs. Palymerase chain reaction [PCR ) for the detection of food-bame
pathogens. Reguiremenis foramplification and detection for gualitative methods

Datageegendas — 2007 —07—04

1 OBnacTe NPUMEHEHHA

HacToAWMWA CTaKOapT pacnpocTPaHAETCA QNA NATOMSHOE B NWWE B NPOGYKTAX WKW M3oNHPOBaHHbIX OT
MALLERLIX NDOOYETOR H EOPMOE MaTPWLY, HO MOXET CbiTe NPHMEHEH K K OPYTHM MaTpHUas, Hanp@mep, npob
CEPYHAKLLEA CpROE, WK 4N8 obHapyeHus OpYrx MEKpO0ORTaHuaMon 8 NDOLECCE HCCNeA0BaAHWA M yCTaHan-
MABAET KAHECTEEHHLIE METOOL CDHADYHEHWA NWULEELIN NaTONEHOE C NOMOWSIO NONMMEPaIHoR USNHORH
peasdun (PCR).

HacToAw®rh cTalgapT yoTadaenveaeT obwre TpeGoBEaHWA K CNeUddUYeciol aMnnndukandk Uenesbix
HYRMEOTHOHEIX NOCHEICEATENEHOCTEN K oOHaPYHEHMA M NOOTEEDHOEHHS MEEHTHYHOCTH AMNNMDHUMPoBaH-
HOMA HYKNS80TAOHOH NOCAEZ0RaTENBHOCTH.

ParoMeraagnd, MUHHMansHb e TPED0BAHKS M TEXHWYECKHE XADAKTEPUCTHKW, ONMCARHEBIE B HACTORLEM
CTAHGAPTE, ABNAKTSA FApaHTHER TOMD, 4T0 CONSCTABMMBIE DEIYIETATE NONYYeH e B Da3Hex NabogaTop|ax.

2 HopmaTHBHbLIE CChINKKH

B HacToALWeM CTAHAAPTE WCNONEI0BAHSL CCBIMENA HA MEKMOCY JAPCTREHHEIS CTAMAARTE KOTODBME ARMA-
WoTCA obAIaTeNEHEMY. JNA QaTHPOBAHHEE CCRINOK NPUMEHRIOT TONBKD yE3IaHHoE Wadanwe. 0na segatipo-
BAHHLIX CObINOK NPUMEHAIDT NOCNEJHEE WAOAHHE COBNOYHONT CTAHOAPTa (BENHYAR BOE 80 HIMEHSHWA].

IS0 16140:2003 Microbiology of food and animal feeding stuffs — Protocol for the validation of
alternative methods (MrkpoGHMonorda nKwWensx NPoCAYETOE W KOPMOE ANA WMBOTHBX. MNpoTOKON NpoBEpKK
BOCTORERHOCTIA ANBTEPHATHEHLIX METOGOR)

IS0 221742005 Microbiclogy of food and animal feeding stuffs — Polymerase chain reaction (PCR) for
thedetection of food-borne pathogens — General requirements and definitions (Mukpobronoria NHWEBLIX
NPoAYETOR MW KODMOB ONA MHECTHBIX. [TondMepaiHas yendas peakuds (PCR) ona obHapy e A NaToreHH kX
MULLEBLIX MUEDOopradksmos. OOwme Tpebonadus W cnpegene kA ).

3 TepMmWHEBl M onpefeneHWA

B HacToAWweE CTAHZARTE NpHMEHEHE! TEDMKHE N (S0 22174,

4 CyWHOCTL MeTogOa

Leneo HACTOAWErD METOOE SENASTCA KAYECTEEHHEIA AHANWI, KOTOPEIA COCTOMT M3 CEDMHMHTE WWnK
KOHKPETHOrD OGHADYMEHMA LENEBEX HyKNEOTHOHEN NOCMEO0RaTeneHOCTel B vocnegyenes obpaiyax.
Cneupmdira momeT GeiTe B pogy, BUaax g Gonee 1uakoe TAKCoHOMAYECKOM YPOBMHE

MapaHue odMUHansHoe
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KadecTeeHHE R PeaynsTaT JOMEeH YeTED JeMOHCTPUDOEATE HANHWYHE MK OTCYTCTBKME N0 CREBHEHHIO C
COOTEETCTEYIOWLKME METOOaMK KOHTECNA W B npedenax oOHapykeHHA WCNONb3yEMoro aHanWTUYecKors
METOOA W AHANKAA MROG.

AHANKMI COCTOMT M3

a} amnnddmakauun PCRE cneyudiueckiy Uaneesix NocnegosaTensHooTan;

b} peTekuwdu npogykTos PCR,

) NoQTEEDWOEHHMA MOEHTHYHOCTH NpogykTa PCR,

d}) noaTEEpHOEHMA CTAMAADTHIAPOBAHHEM MUKPODUONONAYECEHMid METOL0M HCCNedoBRAHUA (HanDu-
MED, MEXAYHAROOHEA CTAHOEPT).

5 PeakTuBbI

Monone3yioT aHanWTHYEckn SMCTRIE PEaKTHER, NoOdx04ALWME ONA MONEKy NRPHEX BUONOMAHECENE BOCTe-
AoBaH«HE. PeroMeddyeTcs BpaTte andEEoTH PeasUWoHHBIX CMEeCel, Tpedyemelx ANA MeToaa PCR W XpaHiTe WK
M COOTBETCTEY LM YENOBWAX, HANpUMEn, NpW sMusyc 20 *C.

51 OHK-nonwsMepazsi

Ona PCR McnonsayiaT TennoycToRHnEs s NondMepass: {BEnio4an 0eaTensHocTe obpa THoR Tpasckpn-
Tadbl |, 3TOMOMYT BETE PYALLEHHBIN, NPUPOOHEIA DEDMEHT, HMH 04WWEHHBIE, TEHETHYECKM CNDOSKTHRoBaHHBIE
PEROMOWHAHTHEIE JRopME DEDMEHTA.

MecnonsayvioT cornacHo MHCTDYKUMAM NPoOMIBooHTend.

Kaxpan OHE-nonvsegaza mokeT ToeboBaTe pasnMYHbly JRCNEDHMERTANEHEY YCIOBHA, HANPAMED,

Byibep, TEMNEDATYRY.
5.2 OGpaTHanA TpaHCKPpWNTa3a

DepMeHT HCNoNsIYIoT ONA Tpasckpunuky PHE (pUBOHYKNEHHOBAR KWCNoTa) B HOMNNEMEHTADHONA
ogHodenodHol OHE (kdHK, GeprenT Donxes younueareca nocnegyiowen PCR.
DEpMEHT MCNONBIYIT COMMACHD MHCTPYKLMAM NOOKIB0NNTENA.

5.3 Bydep peakummM

CooreeTcTEYIOWMA Bydep HCNonNe3yioT COrmMacHo MHCTRYEWWAM NpoWaBoduTena depMenTos. MaTtepda-
Nbi, KCNoNBEAYEMEBIE 4NA NogroToekd Bydepa PCR, DonmsHL GbiTek YCTOAYHMBLIMA OTHOCKTENEHD YCNOBKHA
KpaHeHia W nepepaboTy.

MononessyioT CormacHo HHCTRYEUMAM NEOW3IBogHTENA.

5.4 Dezowcupubonykneoangtputhocdar (dNTp)ana PCR

PacTeopsl, conepsallHWe MonekynRpHee GHonoriyeckke knaccel dATP, dCTR, dGTP, dT TP wwnun dUTP
ACM¥HE BbiTe MCNONBEI0BIHE N0 HESDXOOHMOCTH. PacTBODLI HE QOMMHL MEHATE CAORCTE BO BREMA XpaHEHHA
W npw yonoepax PCH.

5.5 MNpaimMmepil

Mpaiseps ACNHKHE GRTe BelGpEMHEl HA OCHOBE NOCNEO0BATENLHOCTH CNEUMansHD ANA ofHapyeHA
IHE uenesoro MHEpOORTaHranMa.

5.6 Bopa

Booa ana amnniddkalid He gonsHa cogepwats JHEa3m 1 PHEa36E. MogxoadT oYMIWeHHaA Boga.

5.7 Xnopwg marnna (MgCl )

XNopud MAardvA NpUMeHaeToA KAk koMnoHeHT Bydrepa peaskuHi HNW K3 oTAeNsHBIA pacTBop.

5.8 Peaxtuesl gna oBHapykedua npoaykros PCR

PeakTHELl, HCNONLIYEMEIE ANA CHCTEMB COHAPYEHWA, ONHCIHHOW B MeToge PCR, 0onmHEl MMETs CooT-
BETCTEYIOWEE KAYSCTED.

5.9 HNononHWTENbLHBIE pEAreHTLI

5.8.1 MusHepane:Hoe Macno

PacnpegenaeTcA Ha peakunoH HYID CMECE ANA MAHMMEIAUKA HCNADEHKWA BO BPEMA TEDMHUYBCKOrD LMKNa.

5.80.2 dacHnuTaTopkl

BewecTtea, TAKWE KAK NONWITANEH-rMAKONE WNH GbHWA CRIBOPOTOYMEIN ANs0YMIAH, KOTODbIE MOTYT BbiTk
Aobapnedsl K peakuds PCR ona cHUEEHUA KHIACHDORAHKWA PEAKLWA BELUECTEAMM, NOMNYHEHHE MK A3 MATDHU LI

2
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5923 PurnburTope PHKa2w (prBoHyEneazm)

E PCE p peansHomM BREMEHN MHTHBMTOPE MCNONEIWIOTCA GNA NRPELOTERALLEHWA PaRINCHMaEHMA NPoOYKTa,
KOTOPOTD MOMYT 3ArPAIHWTE PESKTAEL! MK NNACTMACCORYII NOCYOY, MCRONEIYEMYIO B NDOUEISYPE HIBMEHEHA.

5.9.4 PearauTe gNA NpeqoTEpaLEHKA NBpeHoca NpoaykToe PCR

NaneHedwan Mepa NPOTHE 3arpAIHEHKA — CUCTEMA Je3MHgeLMH (HANPHMED, HA DCHOBE NCOpDANSHa,
dUTP 1n UNG) Mo®eT BeiTe BEMnoYeHa B oucTemy PCR, 4TobR MUHMMWIADOBATE PUCK NEDEH0Ca 3arpasHEH A OT
npoaysTen PCRE, NponaneaeHHeE s BO BREMA NDeasLI0Y LWL DEakLMA.

6 AnnapaTtbi W 0bopyaoBaHue

AnnapaTel 4 0GopYACBAHKE DOMEHLl COOTRETCTEORBATR |SC 22174,
B 0ocnonHeH@e K CTaHIapTHOMY NatopaTopHosy 0O0DyO0EAHHID HCNONBEIYI0T CNEdYR0LWLKe annaparsl |
obopyooBarme.

6.1 TepMoUwWENEDLI

TepMOoLMKNEPE TOMNKHE TOUHO BOCMNPOMIBOONTE TEMNEPATYDY W BPEMA UMENS, ONACAHHLIE B METOOE
PCR.

6.2 NMuneTeH ¢ PrHNLTRaMM

TpetywoTea Tpr Habopa NUNeTokK, No o4HSE ONA Kaw00ro NpoUecca;

= MOArOTORKH Npod,

= NOAFOTORKM MaCTeRMUKC,
= MOCT=AMNNAGHKALMIA.

I PHMBYEHR:E— HCO0ONEI0EAHAS NENSTOL C PANETREMN HE cfifaareneHo B NoCT-aMEnAgHEBELHA.

6.3 Cocynbl 4NA peakuMi

Cocygel ONA peakudi 0oN¥HE GbiTe NPArcAHE NS WCNONEIOBIHHA B TEpMoUMENepax, 4 BTk YCTOR-
YHEE K HEOQHOKPATHBIM HAarpesaHuam 0o 100 *C W oxnawgaTecq Ges noapexgeHus go 4 °C.

6.4 Cucrema obHapyseHna npogykTos PCR

CucTema obHapysedya npogystos PCR, Bkno4aerT:

al annapaTt ANA Arapdibl MO aNeETpoMonesa B NoNWAKDHNaMEOHOM Tene |, Npd HeobxoduMocTi,
¥NETPadHoNeToORRN PagMaLMOHHLIE HCTOYHIK AN8 Toro, 4700 CAenaTk 3anKck BUIYANWIALKA amnnngu-
urpoeaHHoE OHE, mma

bl annapaT GNA KCONOHOYHOW XpoMaTOrpadiki HYENEHHOBLIX KMCNOT W COOTRBETCTEYEOLLEN CHCTEM
oOMapyHEHHA, HNK

C) TEepAke DAZE, IArDYHEHHBIE CNELUWMANBHEIMKA ICHIAMA ANS 0GHapye KA NpoaykToa PCR. 1Mnw

di opyrde NogroOALLWe CACT Gk,

7 Mpoueaypa

7.1 PCR-amnnucprrayna

AN NADHEA LA ONPEOenaHdbix HYENSoTHAHBIX NOCNed0RaTeNEHOCTEN MOMET NEOMIcHTH B Npodupre
BO BOEMA pEAKLMK, KaTanrakpyeMon & QHK-nondMepaicd 8 NoHUCYTCTREMK ONWroHYENEOTHGHLIX NpadMepon |
fEaokoH pubBonyKneoanaTprdocdaTorR B ONpenenar ey Sydepax peaskudin. BaxmHsmM yCNoBKes 008 aMnnd-
drrkauMK Leneacd NOCNefoBaTENEHOCT ABNACTCA OTCYTCTEME MHMKMBUpoBanus JHK-nonMmMmepass B paag-
L. Asannuduauna JHE-UMENMHecka npouecs, CoCTOALLMIA:

a) |3 Cedarypaudd geyicndpansHod AHK B oaMouenodHyss HYENSMHOBYM KHCNOTY NOoCPeacTBEOM
HarpeEoaHnaA;

b) oT#HWra onUroHYENeoTHOHEX NPAAMEROE C KOMINMEMEHTADH0A UENepol NoCNeloBaTENLHOCTEID Ha
ofous KoHUax ogHoE kUTH JHE. npd noaxogAwed TeMiepaType,

Cl yONdHEHWA NpadMepos © aeackcdprboryenecaraTprdocdarame Ha JHE-nonusepase npyw noa-
XOQALEH TEMNBPATYDE.

PHE msomer GeiTe ofHapyseHa vononezosanden PCR, ecne nocnegoeaTensHocTe Geina cHaYana
TRAHCKPUGWPOBAHE B KOMINEMEHTARHYIO NocneaceaTeneHocTe JHK oSpatHol TpaHckDMNTaaon.
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7.2 OBHapyseHHe WWny nogreepxaeHse npoaykroe PCR

MpooykTel PCR MoryT GeiTe o0HapykeHe anekTpddopeioM B réne Wi CoOTBETCTEVIOWHM anbTap-
HATHBHEIM cpedcTeom. Paasmep npoayktoa PCR moxeT OwiTe ONpegened B CRAaBHeRHW © npodykTame PCR
MOMOMHTENEHOMD KOHTDOMA MNK C NO4XCOAWESA CTAHLADTHOW AnMHsE OHE.

Onaananyaa PCR e peansHoM BREMEHH, OGHADY HEHHE NPOWCKOOMT COHOBREMEHHD CamMnntbrEa uHel.

OnA nogTeepHasHis MZeHTHYHOCTH NpodysTa PCR NpUMEHAInTes cCNegyioll|e MeTods ., KpoMe onpe-
OeneHWs pasmepa;

a} cexkpernpopannem QHK npogysta PCR;

b} ruGpravaauws npogyiTa PCR co cnewddrseckdns QHK-30M a8,

C) MpoBEaeHWE DeCTRMELUMOHHOND adanyda npogykroe PCR, gnkya dparmedTos Nocne pecToMiLng
ACA¥HE COOTRETCTEOBATL GHMAIEMON GNHHE NocNedoEaTenEHOCTH OHK - MAWEeHW NOCNE PECTRRELMH.

Mono#HMTaNEHBIA PEIYNETAT MOKET GblTe NOOTESDHOEH MNP NOMOLWK CTAHZARTHAMPOBAHHOMD MaToaa
MUKPODHONOIMHECKOND MCCNEROBAHKA KYNETYD UM NOOTESMHE0R0WLKE METOQ08, ONMCAHHE B COOTBETCTRY-
KILL MY MEMOYHAPOOHLIX CTAHGApTAN.

7.3 MeToObl KOHTpONRA

KaqecTeo, LENOCTHOCTE W KonHYecTes OHK-maTpHus: BNKaKT Ha peayneTaTel PCR, W kak cneactede Ha
AHANMTHYECKHE DEIYNETATRI.

PuUck Nony4eHda NosHBIX NONOMATENEHERY KMAKM NOMHEY OTDUUATENEHEX DEIYNETATOR B NpoUeccse
FCR gonses Bsnio4ars COOTEETCTEYIOWWE METOOLI KOHTRONA. HacToTa HCNoNe3IoBEaHWA JonkHa BelTe onpe-
OeneHa Kaxk 4YacTe NabopaTopHol NpoTpamMmMel TAPAMTIAN KadYecTted. BHYyTpEMHWA MMM BHEHWA EOHTRONE
AR EALWA JOM%EH KCNONEI0BATRCR B Kakaom npovecce PCR.

MoryT NEUMEHATECR COOTEETCTEYICLLWE CRPABOHYH LIS MATEPUATE M CCBUNEA B Ky NETYDHEX CNOAB0Y HHERX
Ha KAYECTREHHEIE NONOHMHTENLHBIE WTH KEAYECTBEHHLIE OTDUMUATENEHLIE METOOE KOHTPONA.

T4 Obwme TpedoBaHKA ANA PEAKLUMA AMINAGOHEILHAKA

YoNoBWA DEAKUHK W YCNOBWA TERMOUWENMPOBIHWA J0MHHE BT ONTHMHXIMPOBaHL ONA KHO0E Napb
MNpaRMepon WWNK cHoeTeMel. Korga nngon PCR HCNoneayeTch BRepBble Ha JIECTRAKTE WM CyCneHak9, nony-
HEHHOH 13 0COG0R MaTRHULl, HEOBX0OWMO NPOQEMOHCTPHPOBATE, YTO YCNOBWA DEaKUWK NOOX0GAT ANA J0CTH-
HeHnA Heobxogumore npegena obuapywedws. MNpegen cbHapysedds B PCR MHUHHWMENLHOMD KoNWYMecTea
JHE-MKHEHA JOM#eH NONYyHdTe CHrdan. [NpW onNTHManeHoR peakydd TpedyTcA Medes 20 UMKNoE gna
AMMIHPUKALKH LeneBky MONEKyN, Y4ToSk NPOWIBECTH NPOOYET. KOTOPEA OCHADYMMBABTCA C NOMOLEM
CTAHOAPTHBIX METOZOE,

Crneuddiara peakyind Gon#Ha BeiTe yNYyYWeHa b MarcHMansHo BOIMOKHOR CTENEHK, HaNnpPrMER, NpW
noMowk PCR ¢ HCnonNe30BaHdeM ropaYsers cTapTa. [opasia cTapT Nobbl WaeT cney MKy NyTemM yMeHbLLWEHHA
NOSoYHEX PEAKUHA, TAkME KAk aMnNEdrEaLiA Helenessx NoOCNedoEaTeNsHOCTEd B0 BTOpOCTENEHHDR JHK
(OWHGOYHOE NPAAMHPOBIHAE ) W ONWIOMERHIAALUMA NpaiMepoa.

7.5 AcnekTel KOHCTPYHMPOBAHKMA NpaiMapos

MNpW CpasHERRA NPOMIBOTWTENLHOCTH KoMKpeTHOR PCR ¢ npodaeoguTenswocTen apyrod PCR cnenyet
YUMTRIBATE ACMNEKT b KOHCTPYHPOBAHKA NpaRMepoo,

MNocnedoBaTeNEHOCTH NEERMEPoE GONKHL MMETE CNegYIoLHE XapakTepHCTHEN:

4} AnKHa K Ooro NpanmMepa QoNMHa cocTaenaTe o7 18 go 30 HyKneoTMios;

b} cootHoweHKe GCAT gomeso BeiTe 50:50, 8CNM 3TO BOAMOKHD, MK MAKCHMANEHO GNKAKD & 3TOMY
OTHOLL & HA KD,

C) OTCYTCTEME KOHUSHTDAUWM G5 W Cs B HOPOTEWX CErMEHTAX NPpadAMepos (BHCOKas BHYTReHHAR
CTAGHNEHOC T,

d} oTcyToTEME KOMNNEMEHTADHOND 3’ KOHLE 80 w3bexanwe QopMrpOBaHKA JUMEDoa NEalsMena;

) OTCYTCTEUE BHYTREHHEN BTORMYHOR CTDYKTY P

fI oTCYTCTBWE BOAMOKHROTD QOpMHMPCEaAHKA DUMEDoR NPadMepa Mnk Npob, Menoneayvenes 8 PCR.

OocTyned NakeT NporpamMm B NoMOLWE MDA KOHCTPYMPOBAHKK NEaAMEPOD.

7.6 MNposepxa cneyudiMkKe NpadMepos

761 OSwre noNoEeHUs

CnocoBHocTe NpaiMepoR K 0DHADYHEHHID Lenessd NocneoBaTansH0CTH GOMEHa BalTe NoOTBepH-
OEHa.

McnoneayeTcA OBa WAara ANA NoATEEpwOEHMA: NEPBLIR WAar — TEOPATHYECKSA OLUEHKE, W BTOPONH —
IMNUPUYECKAA OLUEHKS.

4
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7.6.2 TeopeTUHECKan CUEHEE

TeopeTHYECKan OUSHES OOMMHA BENONHRTECA NMyTeM OCYILECTENSHKWA NoWcka nogobka nocnegoea-
TeNLHOCTH (Hanpyumep, Fasth, Blast) B ogHol U3 MMagHsx Gas DaHHEY NOCNEI0BEATENEHOCTER HYENEMHOBLIX
kwcnoT (Hanpusmep, EMBL. GenBank).

T.6.23 2MnvpHYEcKan oUeHES

Crneynddka NpanMepol oUeHHBEISTCE IMNADHYECKH, 4Tobsl NOATEEpOWT: CNCCoBHOCTE NpakMepoR
CTNHYATE UENeeyio NocneJoaTeNsiocTes OT NOCNeJoaaTensHoCTed CNHpanei MUKpoOpraduaMoe GnKarn-
POACTEEHHEX BUOCE/IUTAMMOE ¥ OTRHUATENLMLIE KOMTPONL. B 130 16140 vkazambl NyHETEl HEODX00MMEBIE
Npy BulGope WTamMMoe.,

8 OGpaboTka peayneTaros

MonyYes e peaynNsTaTel M METOOE KOHTRONA, yraiandee B 150 22174, ponsuel GETE 0OQHOIHEHHEIMI
¥ OCAKHE MPHBOAMTE KOMHIARMbBIM DEIYNETATAM, B TPOTHEHOM CNyYas Npousaypy HeoDxo0 KMo NOBTOPHTE.

Peaynetar PCR ponsed Geite:

a) NonoOKKTENEHEF, BN EOHEPETHRIA NpogykT PCR Gein obHapyWeH W BOR METOOe KOHTDONA J30T
ORMOAEMBEIE PRIYALTATE,

MK

b} oTpKuaTENLHLIA, BCNW KOHKPETHER NpogysT PCR ve Boin obHapymeH, 4 Boe METOOL KOHTRONA Jai0T
CHHOAEMBIE PRAYNETATE.

9 MNpoWzBOAWUTENLHOCTL

TepMrHbl NpHBELeEHs: B S0 22174,

Meton PCR gonxed nodBepraTecd MEXnadopaTopHomMy MNE BHYTRMNADOpaTORHOMY HCNBITaHWE ANA
CNpegenadia NpoMIRoOMTENLHOCTH.

Mpegen obHapyxenna meTogoe PCR AnR MWEpOCpraHMamoB, spoMe BADYCoB, goned DwiTe nog-
TEEQWEEH COOTRETCTEYVIOLLIMM METOO0M.

10 MpoTokon MCNbLITAHWA

MpoTokon HCNbBITAHKWA QOMEeH CoOTRETCTRORATE S0 22174,
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NMpunoxedne OA
(cMpaBoYHo®E)

CoefeHWA O COOTEATCTEMH CCLINOUYHOro MEXOyHapoOHoro cTaMaapTa
MENrocyAapcTBeHHOMY CTAHOAPTY

Tatnwoua OA1

MeTIAdB N

DAAIHAIE A8 CERNUHONT Crenere O BoamEUSHAE B HA K SO
MERIFHA FIOHGND CTAHIART CODTESTETEMA COOTEETCTOYKILEID MERTSUY 000 TEE HHSTD CTaH 0 EpTa
150 161402003 1T M3CT 150 16140—2011 afMukpodEonoria NpoayKTOE NHTaHKHA

W OEODMOZ ONA HHEBGTHERE |||:ll_'lT{lh{l."." BANHIaGHH BNETERHATHEBHENX

BETCTEMA CTAHQAPTA!
- IDT — WOSHTW HEIR CTRHOSAT

MpuumedaHd e — B HacToawed Tadnuys MononeIoBaHo chedysues yonosHOS choaHa4veHHe CTanesd CooT-
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