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MNpegncnosne

1 PASPABOTAH depepanbHbIM rocyfapCTBEHHbIM yupexaeHnem «Bcepoccuiickuii rocyaapcTBeHHbIN
LleHTp kauecTBa v cTaHAapTU3aLMM TIeKapCTBEHHbIX CPEACTB A5 XMBOTHbIX 1 KOPMOB» (PIBY «BIHKW»)

2 BHECEH TexHuyeckum KommuteTom no ctaHgaptusaumm TK 454 «OxpaHa XWU3HU 1 300POBbSA XUBOT-
HbIX 1 BETEPUHAPHO-CaHNTapHas 6e30MnacHOCTb MPOAYKTOB XXMBOTHOIO MPOUCXOXAEHNSA N KOPMOB»

3 YTBEPXX/JIEH v BBEJEH B JENCTBWE Mpukaszom defepasibHOTO areHTCcTBa No TeXHUYECKOMY pery-
nuposaHunio 1 meTponorum ot 9 nonsa 2014 r. No 705-ct

4 BBEJEH BIEPBbIE

5 NEPEN3AAHVE. ®eBpanb 2020 r.

MpaBuna NpYMeHeHs HacTOoALWEro cTaHjapTa YyCTaHOB/NEHbl B CTaTbe 26 ®efepasibHOro 3akoHa
oT 29 utoHs 2015 r. No 162-#3 «O cTaHgapTwusaumm B Poccuiickoii Pepepaunmn». MiHdopmaumsa 06 uns-
MEHEHMAX K HacToALLeMY CTaHAap Ty Ny6ankyeTca B eXerogHom (No cocTOoAHUI0 Ha 1sHBaps TekyLero
rofa) MHhopMauMoHHOM yKasaTene «HauvoHanbHble CTaHAapThi», a ouLManbHblil TEKCT U3MEHeHWi
1 NonpaBoOK — B eXeMeCAYHOM MHPOPMaLMOHHOM ykasaTene «HauuoHanbHble cTaHgapThi». B cnydyas
nepecmMoTpa (3amMeHbl) AN OTMEHbl HACTOSALLEr0 CTaHjapTa CooTBeTCTBYLee yBegomeHe byaeT
ony6/nMKoBaHO B GnvKalillem BbIMyCKe eXeMeCAYHOro WHOPMaLMOHHOro ykasaTens «HauvoHanbHble
cTaHgapTbi». CooTBeTCTBYWAasa nHpopmauns, ysefjoMNeHe U TEKCTbl pasMeLlalnTCcsa TakKke B UH-
dhopMaLMoHHO cucTeme obLLero nonb3oBaHna — Ha ouuvanbHoM caliTe degepanbHOro areH TcTBa Mo
TEeXHNYeCKOMY PeryimpoBaHuio 1 MeTponorum B ceTmn NHTepHeT (wvnv.gosi.ru)

© CraHgapTvHdopM. ohopmieHne. 2015. 2020

HacToswuii cTaHAapT He MOXeT GbITb MOMHOCTLIO UM YACTUYHO BOCNPOU3BEEH, TMPaXUPOBaH U pac-
MPOCTPaHEH B Ka4YeCTBe 0hMLMaIbHOTO M3aaHus 6e3 paspelueHnst defepanbHOro areHTCTBa No TeXHUYEeCcKo-
My perysMpoBaHuio U MeTposiorum
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HAUWOHANBbHBLIN CTAHOAPT POCCUWNCKOWN OSGEALEPALUMN

KOPMA 1 KOPMOBBIE OBABKN

MeToabl ngeHTUgMKaLum n KonnyecTBeHHoro onpegenedna MMO pacTUTENIbHOTO NPOUCXOXAEHUS

Feed and feed additives. Methods of identification and determination GMO of plant origin

[Jara BBegeHns — 2015—07—01

1 O6nacTb NPUMeEHEHUs

HacTosiwumii cTaHAapT pacnpocTpaHseTcsi Ha Kopma, KOpMOBble A06aBkv U Cbipbe A5 UX NPOU3BOJ-
CTBa W yCTaHaBNMBaeT MeTo MAEHTUMDMKALMN N KONNYECTBEHHOTO OnpeaeNieHns cofepxXaHnsa reHeTuyecku-
mMoauduumnpoBaHHo con (ganee — M con) v reHeTUYecKkn-MoandULMpPOBaHHON KyKypy3bl (ganee — M
KYKypy3bl) METOOM MNONMMepasHoii LenHol peakuun (ganee — MLP) ¢ rubpuansanmoHHo-ayopecLeHTHo
feTekumei B pexume peanscHoro speMenn (Real Time PCR).

2 HopMaTuBHbIE CCbINKA

B HacTosLem cTaHgapTe UCMOIb30BaHbl HOPMATUBHbBIE CCbIJIKU Ha Criefytolme cTaHaapThl:

FOCT 31719 lMNpoaykTbl NULLEBbIE U KOpMa. DKCrpecc-MeTo onpeaenieHns CbipbeBoro cocrasa (Mose-
KYNSIpHBbIit)

FOCT ISO 6497 Kopma. OT60p npo6

FOCT ISO/IEC 17025—2009 O6wue TpeboBaHNs K KOMNETEHTHOCTU UCMbITATeNbHbIX U KannbpoBoY-
HbIX TabopaTopuii

FOCT P 51848 lMpogykumsa kombrkopMoBas. TepMUHbI 1 onpeaeneHns

FOCT P 52173 Cbipbe 1 NpoayKTbl NuiLeBble. MeTo nAeHTUUKALUN reHeTUYeCKU-MOANULNPOBaH-
HbIX UCTOYHMKOB (TMW) pacTuTesibHOro NPOUCXoXaeH!s

FOCT P 53244 (NCO 21570:2005) MNpoaykTbl nuweBble. MeToabl aHanm3a 4/1s1 06HapY)XEHNSI TeHeTu-
4YeCKN-MoANULMPOBAHMUbIX OPraHM3MOB U NOTYYEHHbIX U3 HUX NPOAYKTOB. MeToAbl, OCHOBaHHbIE Ha KOsMye-
CTBEHHOM OMnpeAesieHn HYK/TENHOBLIX KUCOT

FOCT P 55576—2013 Kopma 1 KopmoBble A06aBkM. MeTo4 KauyeCTBEHHOro OnpeaenieHnst perynatop-
HbIX NocnefoBaTeIbHOCTEN B reHOMEe Cou U KYKypy3bl

MpumeuyaHne — TMIpu NONb30BAHUM HACTOSALMM CTAHAAPTOM Lie/Iecoo6pasHo NPOBEPUTL AECTBUE CCbINOY-
HbIX CTAHAAPTOB B MH(DOPMALMOHHOI CUCTEME OBLLETO MO/Mb30BaHNS — Ha 0hULMasIbHOM caliTe defilepasibHOTO areHT-
CTBa MO TEXHNYECKOMY PETy/IMPOBAHMI0 U METPOSIOMN B CETU VIHTEPHET UM NO EXET0AHOMY WHDOPMALIMOHHOMY yKa3a-
Teno «HauuoHanbHble CTaHAAPTLI», KOTOPLIV OMy6/IMKOBaH MO COCTOSIHUIO Ha 1 SHBaps TEKYLLEro roga, 1 no Bbinyckam
€XeMeCsYHOro MH(hOPMALMOHHOTO ykasaTens «HaunoHa bHble CTaHAapTb» 3a TekyLuii rog. Ecnv 3aMeHeH CCbIIoYHbIN
CTaHZapT, Ha KOTOpbIii laHa HEeAATMPOBaHHAs CCbIKa, TO PEKOMEHAYETCS UCMO/b30BaTb AEMCTBYIOLLYI0 BEPCUI0 3TOTO
CTaHgapTa C y4eTOM BCEX BHECEHHbIX B AaHHYI0 BEPCWIO W3MEHEHWIA. ECMM 3aMEHeH CCbINOYHbINA CTaHaapT, Ha KOTo-
pbiii faHa JaTypOBaHHas CCblKa, TO PEKOMEHAYETCS UCMO/Mb30BaTh BEPCHIO 3TOFO CTaHAAPTAa C YKa3aHHbIM BbILLE FOA0M
yTBEPXAEHUS (NPUHATKSY). ECNM nocne yTBepXAEHUS HACTOALLEro CTaHAapTa B CCbIIOYHbIA CTaHAAPT, Ha KOTOPLIN AaHa
[laTMpOBaHHAas CCblfKa, BHECEHO N3MEHEHMWE, 3aTparMBatoLLee NosoXeHUe, Ha KOTOPOE flaHa CChlKa, TO 3TO NOMOXEHUE
pEeKOMEHAYEeTCs NPUMEHATL 6e3 ydeTa AaHHOrO U3MeHeHUs. EC/ CCbINOYHbIN CTaHAapT OTMeHeH 6e3 3aMeHbl, TO Noso-
XEHME. B KOTOPOM [jaHa CCbI/IKa Ha Hero, peKOMeH/YeTCsi MPUMEHSTL B YacTU, HE 3aTparmBatoLLeli 3Ty CCbifky.

3 TepMuHbI 1 onpegeneHus

B HacTosllem cTaHfapTe NpUMeHeHbl TepMUHbI, onpefenieHns u cokpatleHua no FOCT ISO 6497.
FOCT P 51848. TOCT P 55576 n TOCT 31719.

WN3paHue ouymansHoe



FOCT P56058-2014

4 YcnoBwusi BbINO/IHEHNSA UCMIbITaHWUI U TpeboBaHUS 6e30MacHOCTH

YcnoBusi BbINOSIHEHUS UCNbITaHWI 1 TpeboBaHust 6e3onacHocTM — no FOCT P 55576—2013 (pa3gen 4,
npunoxexHune A).

5 O6opygoBaHue, maTepuasibl U peareHTbl

5.1 Tpe6oBaHusi k 06opyaoBaHmio — no FOCT P ISO/IEC 17025.
5.2 Mpu npoBeAeHUN UCNbITaHWA NpUMeHslT obopyfoBaHue n matepuasnbl no FOCT 31719, a Takke
cnegyouime.
- BOKC TaMuHapHbIii Il knacca 6uonormyeckoii 6esonacHoCTY;
- oTcacblBaTeslb BaKyyMHbIi MEAULUHCKNI C KONGO-NOBYLIKON ANS yaaneHnsa HagocafoqyHom Xua-
KocTw;
- MUKPONPO6MPKMN OAHOPa30BblE NOANNPONUIEHOBbIE 3aBUHUMBAIOLLMECS WM NOTHO 3aKpbliBaoLwmnecs
BMECTUMOCTbIO 1,5 cm3;
- MUKPONPO6UPKM OfHOPa30Bble NOMMPONUIEHOBbIE BMECTUMOCTbI0 0,2 cM3;
- MNLP-60kc:
- npubop ans nposedeHuns MUPIL
- xanatbl MeguuuHckue.
[JlonyckaeTcsa ncnonb3oBaHne Apyroro 060pyfoBaHNSA U MaTeprmasioB C TEXHUYECKMMN XapaKTepucTuka-
MW HE XYXE YyKa3aHHbIX BblLLE.
5.3 MNpw npoBeAeHUss UCMbITaHUI NPUMEHSIOT peareHTbl ANns akcTpakuum AHK no FOCT P 55576, a Tak-
Xe cnepytoLie peareHTbl, npaimepsl U 30HAbI A4NA npoeegerus MNUP v amnandukaymn.
5.3.1 PeareHThl;
- Buga genonusoBaHHas;
- NMUP-6ydep;
- pacTBOp Ae3okcuHykneotugTpudocdartos (gHT®P) 10x (10-kpaTHasA CMeCb YeTblpex KOMMOHEHTOB C
KOHLEeHTpauwueli kaxaoro komnoHeHTa 1,76 « 10 3 monb/gm3);
- Tag-nonumepasa TepmocTabuibHas:
- 06pasubl cTaHaapTHble cocTaBa M cou 1 TM Kykypy3bl, cogepxatme ot 0,1 % fo 5,0 % nunnii ™M
con u I'M KyKypys3bl2'.
JlonyckaeTca ncnonb3oBaHue ApYrix peakTBOB C TEXHUYECKUMU XapaKTepUCTUKAMU He XyXe yKasaH-
HbIX BbILLE.
5.3.2 MMpaiimepbl (CMeCb ONUIOHYKNEOTUAOB) W 30HAbI (MeYeHHble (hNyopecLeHTHbIMU KpacutTenamu
FAM 1 R6G):
5.3.2.1 Ana onpegenenusa 'M con nuHmun 40-3-2;
a) cneuynduyHble LeneBoi nocnefoBaTe/lbHOCTY;
1) npalimep 1; 5'-GCC ATG TTG TTAATT TGT GCC AT 3}
2) npaiimep 2: 5 -GAAGTT CATTTC ATT TGG AGA GGA C 3%
3) 30Hg: 5'- FAM-CTT GAAAGATCT GCTAGA GTCAGC TTG TCA GCG — BHQ1-3;
6) cneundunyHble reHy nektuHa (lec 1):
1) npaiimep 1: 5-TCC ACC CCC ATC CAC ATT T-3';
2) npaiivep 2; 5 -GGC ATA GAA GGT GAA GTT GAA GGA-3';
3) 30Hg,; 5 -R6G-AAC CGG TAG CGT TGC CAG CTT CG -BHQ1-3'.
5.3.2.2 ina onpegenenusa 'M con nuHun A2704-12:
a) cneumduyHble LeneBoi nocnefoBaTe/lbHOCTY:
1) npaiimep 1: 5 -GCAAAAAAG CGG TTAGCT CCT-33,
2) npaiimep 2:5'-ATT CAG GCT GCG CAACTG TT-3;
3) 30Hg: 5 -FAM-CGG TCC TCC GAT CGC CCT TCC-BHQ1-3';
6) cneunduyHble reHy nektuHa (1Bc 2):
1) npalimep 1: 5'-CAC CTT TCT CGC ACC AAT TGA CA-3*;

Mpubop ans nposeaeHus MUP «.Rotor-Gene» 2000/3000/6000 («Corbett Research», ABcTpanus). JaHHasa WH-
chopmaums siBNseTcA pekoMeHAyeMol 1 npuBeeHa A5 yA06CTBa Nob3oBaTeseil HaCTosLLero cTaHaapTa.

2i CtaHgapTHble o6pasubl coctaBa 'M con n 'M kykypy3bl «Curma Angpuy».CCMot JRC. IRMM. JaHHas nHdop-
Maums SBNsSeTca pekoMeHAyemon 1 npueegeHa Ans yao6cTea nonb3oBaTesieil HacTosALWero cTaHgapTa.
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2) npaiimep 2: 5-TCAAAC TCAACA GCG ACG AC-3';

3) 30HA: 5 -R6G-CCA CAAACA CAT GCA GGT TAT CTT GG -BHQ1-3-.
5.3.2.3 Ana onpegenenns 'M cou nuHum A5547-127:
a) cneymdnyHble LEeNeBoii NocieoBaTebHOCTY:

1) npaiimep 1: 5-GCT ATT TGG TGG CATTTT TCC A 3';

2) npaiimep 2: 5-CAC TGC GGC CAA CTTACTTCT 3;

3) 30HA: 5-FAM-CC GCAATG TCATAC CGT CAT CGT TGT-BHQ1-3-;
6) cneunduyHble reHy nektuHa (/ec 3):

1) npaiimep 1: 5-CCT TCT CGC ACC AAT TGA CA-3-;

2) npaiimep 2: 5-TCAAAC TCAACA GCG ACG AC-3-;

3) 30HA: 5-R6G-CC ACAAAC ACATGC AGG TTATCT TGG-BHQ1-3";
5.3.2.4 Ana onpegenenunsa 'M Kykypy3bl ivHun MON 810:
a) cneymdnyHble LeNeBoii NociefoBaTelbHOCTY:

1) npaiimep 1: 5-TCG AAG GAC GAA GGA CTC TAACGT-3-;

2) npaiimep 2: 5-GCC ACC TTC CTT TTC CAC TAT CTT-3-;

3) 30HA: 5-FAM-AAC ATC CTT TGC CAT TGC CCA GC-BHQ1-3-;
6) cneundunyHble reHy 3emHa {hmg):

1) npaiimep 1: 5-TTG GAC TAG AAA TCT CGT GCT GA-3’;

2) npaiimep 2: 5 -GCT ACATAG GGAGCC TTG TCC T-3-;

3) 30HA: 5-R6G-CAA TCC ACA CAAACG CAC GCG TA-BHQ1-3'.
5.3.2.5 Ana onpegeneHus 'M kykypy3bl uHumn NK 603:
a) cneymdnyHble LUEeNeBoii NocieaoBaTelbHOCTY:

1) npaiimep 1: 5-ATG AAT GAC CTC GAG TAAGCT TGT TAA-3

2) npaiimep 2: 5-AAG AGA TAA CAG GAT CCA CTC AAACAC T-3-;

3) 30HA: 5 -FAM-TGG TAC CAC GCG ACA CAC TTC CAC TC-BHQ1-3-;
6) cneundnyHble reHy 3emHa (adhl 1):

1) npaiimep 1: 5-CCAGCC TCATGG CCAAAG-3-;

2) npaiimep 2: 5 -CCT TCT TGG CGG CTTATC TG-3';

3) 30HA: 5-R6G-CTT AGG GGC AGA CTC CCG TGT TCC CT-BHQ1-3-.
5.3.2.6 Ana onpegenennsa 'M Kykypy3sbl uHun BM1:
a) cneymdnyHble LEeNeBoii NocneaoBaTebHOCTY:

1) npaiimep 1: 5 -GCG GAACCC CTATTT GTTTA-3-;

2) npaiimep 2: 5-TCC AAG AAT CCC TCC ATG AG-3";

3) 30HA: 5-FAM-AAATAC ATT CAAATATGT ATC CGC TCA-BHQ1-3';
6) cneundpnyHble reHy 3enHa (adhl 2):

1) npaiimep 1: 5--CGT CGT TTC CCATCT CTT CCT CC-3-;

2) npaiimep 2: 5'-CCA CTC CGA GAC CCT CAG TC-3-;

3) 30HA: 5-R6G-AAT CAG GGC TCATTT TCT CGC TCC TCA-BHQ1-3-.
5.3.2.7 Ans onpegenenns 'M Kykypy3bl ivHun T 25:
a) cneymdnyHble LUEeNeBoii NocieaoBaTebHOCTY:

1) npaiimep 1: 5-ACAAGC GTG TCG TGC TCC AC-3-;

2) npaiimep 2: 5-GAC ATG ATACTC CTT CCA CCG-3-;

3) 30HA: 5-FAM-TCATTG AGT CGT TCC GCC ATT GTC G-BHQ1-3-;
6) cneundunyHble reHy 3emHa (adhl 3):

1) npaiimep 1: 5-CGT CGT TTC CCATCT CTT CCT CCT-3-;

2) npaiimep 2: 5-CCA CTC CGA GAC CCT CAG TC-3-;

3) 30HA: 5 -R6G-AAT CAG GGC TCATTT TCT CGC TCC TCA-BHQ1-3*.
5.3.2.8 Ana onpegenenuns 'M Kykypy3bl inHun GA 21:
a) cneymdnyHble LEeNeBoi NocieaoBaTebHOCTY:

1) npaiimep 1: 5--CTTATC GTTATG CTATTT GCAACT TTA GA-3-:

2) npaiimep 2: 5 -TGG CTC GCG ATC CTC CT-3-;

FOCT P 56058—2014

3) 30HA: 5-FAM-CAT ATACTAACT CATATC TCT TTC TCAACA GCA CCT GGG-BHQ1-3’;

6) cneundunyHble reHy 3enHa (adhl 4):
1) npaiimep 1: 5-CCA GCC TCATGG CCAAAG-3-;
2) npalimep 2: 5--CCT TCC TTG GCG GCT TAT CTG-3-;
3) 30HA: 5 -R6G-CTT AGG GGC AGA CTC CCG TGT TCC CT-BHQ1-3-.
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5.3.2.9 Ans onpeaenenus M kykypy3sbl nuHum MIR 604:
a) cneunduyHble LeneBoi nocnefoBaTelbHOCTY:

1) npalimep 1: 5-GCG CAC GCAATT CAA CAG-3};

2) npalimep 2: 5-GGT CAT AAC GTC ACT CCC TTAATT CT-3;;

3) 30HA: 5-FAM-AGG CGG GAAACG ACAATC TGATCATG-BHQ1-3'
6) cneundmyHble reHy 3enHa (adhf 5):

1) npaiimep 1: 5-CGT CGTTTC CCATCT CTT CCT CC-3\

2) npaiimep 2: 5-CCA CTC CGA GAC CCT CAG TC-3;;

3) 30H4: 5-R6G-AAT CAG GGC TCATTT TCT CGC TCC TCA-BHQ1-3'.
5.3.2.10 Ana onpegeneHna 'M kykypy3bl nnHun MON 863:
a) cneunduyHble LeneBoi nocnefoBaTe/lbHOCTY:

1) npaiimep 1: 5 -GTAGGATCG GAAAGC TTG GTAC -3';

2) npalimep 2: 5 -TGT TAC GGC CTAAAT GCT GAACT-3";

3) 30HA: 5'-FAM-TGAACA CCC ATC CGAACAAGT AGG GTC A-BHQ1-3';
6) cneundunyHble reHy 3enHa (adhf 6):

1) npaiimep 1: 5 -CCAGCC TCATGG CCAAAG-3"

2) npaiimep 2: 5'-CCT TCT TGG CGG CTTATC TG-3';

3) 30HA: 5-R6G-CTT AGG GGC AGA CTC CCG TGT TCC CT-BHQ1-3-.

6 CywHocTb MeToaa

6.1 CywHocTb MeTofa uaeHTuduKauum 1 KonmyecTBEHHOro onpegesnieHns cogepxaHus M con n I'M
KyKypy3bl meTtogom MLUP ¢ rubpuansalmoHHO-thyopecLeHTHON AeTekuneid B pexume peasibHOro BpeMeHU
(Real Time PCR) 3akntoyaeTcsi B NpoBefeHNMN ABYX He3aBucumMbIx MLUP B oaHOW npobupke ¢ Mcnonb3oBaHu-
eM cneunuryHblx Npaiimepos 1 30HA0B, MEYEHHbIX (plyOPECLEHTHBIMI KPacuTeNnsamu, C Liesblo BbiSBNEHUS
ydyacTka aHgoreHHol [HK. xapakrtepHoii gnsa Bcex nuHuii M con unm MM KyKypysbl, ¥ y4acTka peKoMOUHaHT-
Hoii AHK. cneundmyHol ANns onpefeneHHbIX reHeTUYECKNX TUHWIA.

6.2 Bo3moxHo nposefeHue [LIP B AByx npo6upkax C WCNONb30BaHWEM OfHOro Kpacutens mno
FOCT P 53244.

7 OT60p NPO6

OT60p NabopaTopHbIX NP6, NOArOTOBKA aHa/IM3UpyemMoli Npobbl, YC/I0BUA XpaHEHUs U TPaHCNOPTUPO-
BaHuss — no NOCT P 55576.

8 OkcTpakuua HK
AkcTpakunio AHK nposogAaT B cootseTcTBUU ¢ FTOCT P 52173 unu FOCT P 55576.

9 TocTaHoBKa IMUP n npoBegeHne amnangumkauum
C rmbpnamsauMoHHO-G/IYOPECLIEHTHOM aeTekunei
B pexume peasibHoro BpemeHun (Real Time PCR)

9.1 NpwuroToBneHne peakumoHHon MLIP-cmocu

[ns npurotoBneHus peakuuoHHol MLIP-cmecu ans onpegenenuns ™ cou unu M Kykypysbl 6epyT
1 MM3 4enoHN30BaHHON Bodbl, Mo 1 MM3kaxaoro npaimepa 1no 5.3.2 koHueHTpauveli 5 m10 e monb/gm3, no
1 Mm3kaxaoro npaiiMepa 2 no 5.3.2 koHueHTpauueit 5 « 10“B Monb/aM3. o 1 MM3 KaXA0ro 3oH4a no 5.3.2 KoH-
ueHTpaumein 3 10 6 monb/am3, 3 MM3 pacTBopa Ae30KcuHykneotTuaTpudocdatos (AHTP) 1 cmelwmBaT B
npo6upke BMmecTuMocTbio 1.5 cm3.

Cpok xpaHeHus rotosoit MLIP-cmecu npu TemnepaType He Bbille MUHYC 18 °C — He 6onee 12 mec.

9.2 NMocTaHoska INUP

9.2.1 [OHK. akcTparmpoBaHHyto 13 aHanM3Mpyemoii Npobbl (Bktouas cTaHAapTHbIe 06pasLbl), UCMbITbI-
BAKOT He MeHee 4YeM B [1ByX NOBTOPHOCTSX.

4
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9.2.2 ins npoBeAeHns ABYX He3aBucumbix MLIP B ogHoW npo6upke cMewwmsawT 10 mm3 MUP-cmecn
no 9.1, 5 mm3 MupP-6ycepa n 0.5 mm3 nonnmepasbl (TagF). CMechb NepeMeLlnBaloT U 0caxaatoT Ha MUKPO-
LeHTpudyre-scTpsaxmeaTesne B TevyeHme 15—30 c.

9.2.3 B MUKpONpPOGUPKY BMECTUMOCTbI0 0,2 cM3 BHOCAT No 15 Mm3 cmecu, nony4veHHol no 9.2.2. 3atem,
MCMNO/b3ysl HAKOHEYHVK C a3p030/ibHbIM 6apbepoM, fo6aBnsAT B Hee 10 MM3 AHK. nonyyeHHOW sKcTpakumei
13 aHanusmpyemoii npobsl (AHK-npo6a) B cooTBeTCTBUM C pa3genom 8. O6wuit 06bem peakumn — 25 mm3.

9.2.4 CTaBAT KOHTPO/IbHbIE peakuun amnandukaumm:

- oTpuLaTenbHbIi KOHTPONbHbLI obpasel (K-) — BmecTo AHK-Npo6bl BHOCAT B MUKPONPOGUPKY CO CMe-
cbto no 9.2.2 10 mm3 TE-6ydchepa;

- NOMOXMNTE bHbIA KOHTPO/bHBIA 06pasel, (K+) — BMecTo IHK-Npo6bl BHOCAT B MUKPOMpPOBMPKY CO CMe-
cblo N0 9.2.2 10 mM3 1%-Horo cTaHAapTHoro obpasua coctasa 'M con v 'M Kykypy3bl.

9.2.5 MNpw kaxgoi noctaHoske MLP cTaBAT WecTb peakyuii amnamdgukayum co cTaHjapTHeIMKU 06pas-
uamn ™M cou n M Kykypy3bl 415 NOCTPOEHMSA KannbpoBOYHON KpMBOIA. 1A 3TOro B TP MUKPOMPOGUPKK CO
cMecblo No 9.2.2 BHocAT no 10 MM3kKax4oro crtaHgapTHoro obpasua, cogepxatiero ot 0.1 % a0 5.0 % nuHuia
'™ cou 1 'M Kykypy3bl. Peakuuio amnnudmkaum npoBoAsaT B ABYX NOBTOPHOCTSX.

MpumeyaHne — CraHAapTHbIA 0BpaseL, MOXeT UMETHL /oBYI0 KOHLEHTpaLMIO B Npefenax ykasaHHoro ava-
nasoHa.

9.3 MpoBegeHne amnandukauum n getekunm @ayopecueHTHOro curHana

MporpammMupytoT npnéop Ans nposeAeHns MNUP B COOTBETCTBUM C MHCTPYKLMER No akcnayaTauum.
Mporpamma amnavdukauun 4ns KoNnyecTBeHHoro onpegenenns MM cou npuBegeHa B Tabnuue 1.

Tabnuuya 1
Cragys amvdvkaLm IMporpamvia
[JeHaTypauus nepsuyHas 95’05 MvH
95"C/15¢
45 uyknos 60 "C/30 ¢
72"Cl30c

JeTtekuunio npoBogAT npy Temnepatype 60 ®C no kaHanam FAM!Green, JOE/Yellow.
Mporpamma amnandmkalum A8 KOIMYecTBeHHOro onpefenenduns M Kykypysbl npusegeHa B Tabnuue 2.

Ta6bnuuya 2

Cragys amrmvdwikaLym [Mporpamvia

[JeHaTypauus nepsnyHas 95 'C/15 MvH
95"C/15¢
10 uvknios 60 "C/20c
72"Cl15c¢
95"Cl/15¢
35 umMKIoB 55"C/20 ¢
72"Cl15c

JeTtekymio npoBogAT npy Temnepatype 55 eC no kaHanam FAM!Green, JOEiYellow.

JeTekunto dpnyopecueHTHOro curHana npoBoAaT Ha kaHanax FAM n JOE. Mo kaHany FAM perucTpu-
pylOT ypOBeHb hlyopecLeHL M A1 TeHeTUYecKol imHum, no kaHany JOE — ans aHgoreHHoi AHK 'M con
nnun M kykypy3bl. KpvBble HakonneHus ayopecLeHTHOro curHana aHanamsnpyroT ¢ MOMOLLbI NporpaMmm-
HOro obecneyeHns mcnonb3yemoro npubopa ana nposegexHus MNLP B pexume peanbHoro spemeHu (Real
Time PCR).

IpaHuLbl MHTEpBana, B KOTOPOM MOrPeLIHOCTb ONpeAesieHns HaxXo4uTCsa C LOBEPUTEIbHOW BEPOATHO-
cTbto P = 0.95. coctasnsaoT oT 0,1 % A0 5.0 %, HUKHIO U BEPXHIOK rpaHULbl NOrPeLLlHOCTN onpeaenstoT C
MCMosIb30BaHNEM CTaHAapTHbIX 06pa3LioB.



FOCT P56058-2014

CTaHfapTHOEe OTK/IOHEHME MOBTOPSAEMOCTM pesynbTatoB 5 cocTtasnseT oT 0.067 (gna 0.1 %) go 0.54
(onsa 5 %).

KoadhdpmuueHT koppensaunm KarimbpoBOYHOW MPSIMOI, MOCTPOEHHON MO cTaHdapTHbIM obpasuam MO,
(R2) > 0.97. Ecnu koadhduumeHT koppensuun R2 meHee 0.97 — TpebyeTcs NOBTOPHbIA aHann3 BCex npoo,
HaumHas ¢ atTana amnaudukaumm.

9.4 YyeT pe3ynbtaTos
Y4yeT pe3ynbTartoB 1 pacuyeT cogepxaHusa 'M con unmn 'M Kykypysbl nposogaT no FOCT P 53244.

9.5 BO3MOXHble OWNGKN

Bo3moxHble ownbkm — no FOCT P 55576— 2013 (nogpasgen 10.3).

YK 636.086.15:636.086.006.034 OKC 65 120

Kntouesble cnosa: Kopma, KOpMoBble 406aBKu, reHeTUYeCckn MOAUMULMPOBAHHbIE OPraHN3Mbl, FEHETUYECKN
MoANULMPOBAHHAA COS. FeHeTMYeckn MoandunLMpoBaHHas Kykypysa, nonumepasHas LenHasa peakuyus, rmo-
puan3aunoHHO-(IyopecLeHTHas AeTeKuma B peXMMme peasibHOro BpeMeHu, amnandukauns, pekomouHaHT-
Has OHK, npaiimepsbl, 30HAbI

PepaxTop E.B. AkoBnesa
TexHuyeckue pegakTopbl B.H. MNpycakosa. N.E. Yepenkosa
KoppekTop E.N. PblukoBa
KomnbtotepHas BepcTtka 6. KapaaHosckoi

CpaHo B Ha6op 17.03.2020. MognucaHo B nevatb 09.04.2020. dopmat 60 * 841/B. FapHutypa Apuan
Yen. ney. n. 0,93. Yu.-u3g. n. 0,75.
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