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[lpeaucnoBue

1 PASPABOTAH deaepanbHbiM rocygapCrBeHHbIM yypexXaeHnem «BcepoCCUUCKUU rocyaapCTBEH-

HbIi LleHTp kadecTtBa M crTaHaapTu3auMn NeKapCTBEHHbIX CPEACTB ANA >XUBOTHbIX U KOPpMOB» (PIBY
«BI'HK»)

2 BHECEH TexHuyeckum komuteTtomMm no craHaaptusaumm TK 454 «OxpaHa >XM3HU U 3J0POBbA XKU-
BOTHbIX N BETEPUHAPHO-CAHUTApPHAasa 6€30NacHOCTb NMPOAYKTOB XXMBOTHOIMO NMNPOUCXOXAEHUA U KOPMOB»

3 YTBEPXKIEH M BBEOEH B OEVCTBUWE Mpukasom deneparnbHOro areHTcrea no TEXHUYECKOMY
perynuposaHunio u metponorum ot 9 nonga 2014 r. Ne 705-ct

4 BBEEH BI'EPBbIE

[1pasurna npumMeHeHuUa Hacmosaweao cmaHoapma ycmarHossneHbl 6 [OCT P 1.0—2012 (pa3oesn 8).
ViHgbopmayusa 06 U3MeHeHUsX K HacmosawemMy cmaHoapmy rnyonukyemecs 8 €Xe200HOM (Mo COCMOSHUK Ha
1 aHeapsa meKyuwieao eoda) UHOPMaUUOHHOM yKalamerne «HayuoHarbHbIe crmaHoapmabi», a ochuluarnbHbil
meKkcm U3MeHeHUlU U rnornpasoK — 8 eXeMeCca4YHOM UHOPpMaUUOHHOM yKaszamerne «HauuoHalrnbHbIE CmaH-
dapmsbi». B crniy4ae nepecmompa (3aMeHbl) unu OmmMeHbl Hacmosauwleao cmaHoapma coomeememesyroulee
yeeooMrieHue byoem onybnukosaHo 8 bnuxxauuieM 8binycKe UHOPMaUUOHHO20 yKa3amensa «HauyuoHarb-
Hbie cmaHoapmbi». Coomeememesyrouwlas UHopMayus, yeeOoMIeHUe U meKemsal pasmewyaromess makxe e
UHpOpMaUUOHHOU cucmeme obuieao nombl30eaHuUsa — Ha oouyuarnbHOM caume ®edeparnibHo20 azeHmemea
10 MEeXHUYEeCKOMYy peaynupoeaHuiro U Memporsioauu 8 cemu MiHmepHem (gost.ru)
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4YECKOMY PErynupoBaHuio u METPOSIOTUN
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HAULWOHAJBbHbBIU CTAHOAPT POCCUMNCKON ®OPEOEPALULWNMN

KOPMA N KOPMOBbBIE JOBABKIA

MeToabl nOGHTU(PUKALIUN U KOFTIUMECTBEHHOIO
onpeaeneHua MO pacTutenbHOro NPOUCXOXaeHUs

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

[lata BBegeHusas — 2015—07—01

1 ObnacTb NPUMEHEHMUS

Hacroawmin ctaHaapT pacnpocTpaHAaeTca Ha KopMa, KOpMOBble 400aBKMU U Cbipbe AN UX NPOU3BOA-
CTBa U yCcTaHaBNUBAET METOA UMAEHTUMPUKALMN U KONMMYECTBEHHOIO OnpeaeneHna coaepXXaHna reHeTu4e-
CKu-moamndpuumnpoBaHHon coun (aanee — ['M coun) U reHeTu4ecku-moandunumMpoBaHHON KykKypysbl (aanee — ['M
KYKYPY3bl) METOAOM NONMMeEpPAa3Hon uenHou peakumun (ganee — NLP) ¢ rudpmnansaumoHHO-pnyopecLEHTHON
neTekumnen B pexmme peanbHoro spemernun (Real Time PCR).

2 HopmaTuBHbLIE CCBLIJTKU

B HacTtodweM ctaHaapTe UCNOoNb3oBaHbl HOPMATUBHBLIE CCbINKU Ha CneayloLlne ctaHaapThl:
[OCT 317/19-2012 NpoaykTbl NULLEBLIE U KOPMA. JKCMPECC-METOA onpeaeneHnsa Cbipb€BOro coCraBa

(MONEKYNAPHbIN)
[OCT P NCO 6497-2011 Kopma ang >knMBoTHbIX. OTOOP npodb
[OCT P NCO/M3K 17025-2009 ObLune TpedboBaHUA K KOMNETEHTHOCTU UCNbITATENbHbLIX U KAanndpo-

BOYHbIX rnabopatopumn

[OCT P 51848-2001 lNpoaykuna komoukopmoBas. TepMuHbl 1 onpeaeneHuns

[OCT P 5217/3-2003 Cbipbe W npoayktel nuweBble. Metoa wuaeHTUPUKAUUU TE€HETUYECKU-
MOANMPULIMPOBAHHBLIX UCTOYHUKOB ([ MIA) pacTUTENBbHOIrO NPOUCXOXKAEHUA

[OCT P 53244-2008 (MCO 21570:2005) lNpoaykTbl nuwueBblie. MeToabl aHanusa Angd ooOHapy»XeHus
reHeTUYECKU-MOaUPULIMPOBAHHbLIX OPraHM3MOB N NONYYE€HHbIX U3 HUX NPOAYKTOB. MeToabl, OCHOBaAHHbLIE Ha

KONMMYECTBEHHOM ONpPeaeneHnn HyKNneMHOBbIX KUCNOT
[OCT P 55576-2013 Kopma n kopmoBble gobaBkn. MeTtoa Ka4yeCTBEHHOIo onpeaeneHns perynarop-
HbIX NOCNeA0BaTENbHOCTEN B FTEHOME COU U KYKYPY3bl

[TpuMedyaHue—TpM NONb30BAHNUN HACTOSALLMM CTaHAapTOM LienecoodbpasHO NPOBEPUTL AENCTBME CChINOY-
HbIX CTaHAapPTOB B MHpOPMaLIMOHHOW cnucTeMe obLLEero nofnb3oBaHUss — Ha oduunanbHoM cainTe degepanbHOro areHT-
CTBa MO TEXHUYECKOMY PErYIMPOBaHNIO U METPOMNOINMU B CeTU VIHTEPHET UMK MO eXerogHoMy MHOOPMaLIMOHHOMY yKa3a-
Tento «HaunoHanbHble cTaHAapThI», KOTOPLIA ONy6rIMKOBaH MO COCTOAHUIO Ha 1 sHBaps TEKYLLEro rojaa, v no BbiMyckam
exeMeca4YHoro MHpopMaLMOHHOro yKkasatens «HaunoHanbHble cTaHAapThI» 3a TEKYLWWIA rog Ecnu 3aMeHeH cCbiNoYHbINA
CTaHAapT, Ha KOTOPLIA JaHa HejaTUpoBaHHas CChifnka, TO PeKOMeEHAYEeTCA UCMONb30BaTh AENCTBYIOLLYIO BEPCUIO STOro
cTaHAapTa C Y4eTOM BCEX BHECEHHbIX B JaHHYI BEPCUIO U3MeHEHNA. Ecnu 3aMeHeH CChINTOMHBIA CTaHAapT, Ha KOTOPLI
[laHa JaTUpoBaHHas CCbIfka, TO PEeKOMEHAYEeTCs UCMOoNb30BaTh BEPCUID 3TOrMO0 CTaHAapTa C yKa3aHHbIM BbilLE FOA0M
yTBEpPXAEeHNSA (NPUHATUSA). Ecnn nocne yTBepXAeHNsa HacTOosILLEero ctaHgapTa B CCbINTOYHbLIA CTaHAapT, Ha KOTOpPLIA AaHa
NaTUpoBaHHasA CCbiNka, BHECEHO M3MEHEHWe, 3aTparnBarollee NoNnoXeHne, Ha KOTOPOe AaHa CChifnka, TO 3TO MOSoXe-
HWEe peKoOMeHAYeTCcs NMPUMeHATL 0e3 ydeTa AaHHOro U3MeHeHUs. Ecrnn cCbiMOYHBIA cTaHAapT OTMeHeH 0e3 3aMeHbl, TOo
MONOXeHNe, B KOTOPOM JaHa CChlflka Ha Hero, pekoMeHayeTcsa NPUMEHSATb B HYacTu, He 3aTparnBatoLLen 3Ty CChISIKY.

3 TepMUHbLI U onpeaeneHnn

B HacTodALleM cTaHaapTe NPpUMEHEHbl TEPMUHLI, onpeaeneHna n cokpaweHuda no [OCT P NCO 6497,
[OCT P 51848, TOCT P 55576 n'OCT 31719.

4 YcnoBus BbINONMHEHUA UCNbITAHUM N TpeboBaHMA 6e30NacHOCTI

YcnoBus BbINOMHEHUA UCTbITaHUK U TpeboBaHua besonacHocTn — no [OCT P 55576 (pasaen 4, npunoxe-
HUe A).

N3paHne odpouumnanbHoe
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5 ObopynoBaHue, maTepuanbl U peareHTbl

5.1 TpeboBaHuna Kk obopyaosaHuio — no [OCT P MCO/M3K 17025.

5.2 Ipu npoBeaeHnn UCnbiITaHUU NPUMEHAOT obopyaoBaHne n matepuansl no FOCT 31719, a Takxke
cneayroLline:

- Dokc namunHapHbin |l knacca duonornyeckom 6€30nNacHOCTH;
- oTcacbiBaTeNlb BaKyyMHbIK MEAULIMHCKUK C KONOOWN-NOBYLUKOW ANA yaaneHnsa Hagocaao4vHOW XXUOKO-
CTU;
- MUKPONPOOUPKKU OQHOpPA30BbIE MOMUMPONUIEHOBbLIE 3aBUMHYMBAIOLLMECHA UNU NMNOTHO 3aKpbiBaAIOLLM E-
c4d BMECTUMOCTbLIO 1,5 CIVIS;
- MUKPOMNPOOUPKKU 0AHOPA30BbLIE MONMUNPONUNEHOBLIE BMECTUMOCTbLIO 0,2 CM>;
- MUP-00kKc; )
- npnoop ana nposegeHusa MNMUP ;
- XanaTtbl MEAULMHCKNE.
[lonyckaeTca ucnonb3oBaHue gpyroro obopyaoBaHus u MarepuanoB ¢ TEXHUYECKUMU XapaKTepUucTu-
KAMU HE XYK€ YKa3aHHbIX BbILLE.
5.3 pn npoBeaeHna ncnolTaHUMM NPpUMEHAT peareHTbl ana akcTpakumm OAHK no TOCT P 55576, a
TaKkKe crneaylolwlme peareHtol, npanMepsl U 3o0HAbI Ana nposeaeHuda INUP n amnnudpukaymnn.
5.3.1 PeareHThl:
- BOgAa AENOHU3OBAHHAa4,
- MUP-6ydep;
- pacTteop aesokcuHykneotuarpudocdaros (aHTP) 10* (10-kpaTHaAA CMECH YeTbipeX KOMMOHEHTOB C
KOHLIEHTPpaUNen KaXgoro KomnoHeHrta 1,76 x 10~ MOJ'Ib/,EI,MS);
- Tag-nonumepasa tepMmoctabunbHas;
- 00pasubl cTaHgapTHble coctasa ['M con u 'M kykypysbl, cogepxauwme ot 0,1 % Ao 5,0 % nuHuu
[M con u I'M KyKkypy3bl .
[lonyckaeTca MCNonb3OBaHUE APYrUX PeakTUBOB C TEXHUYECKUMU XapaKTEPUCTUKAMU HE XYyXe yKa-
3aHHbIX BbILLE.
5.3.2 ['lpanmepbl (CMECb ONMMIOHYKNEOTUAOB) W 30HAbI (MEYEHHbIE PryopeCcLUEeHTHbIMU KpaCcUTENAMU
FAM un R6G):
5.3.2.1 [Ina onpeagenenHuna ['M con nuHumn 40-3-2:
a) cneundunyHbie LeNeBOU NOCNea0BaTENbHOCTU:
1) npammep 1: 5-GCCATG TTG TTAATT TGT GCC AT 3;
2) npanmep 2: 5- GAA GTT CAT TTC ATT TGG AGA GGA C 3;
3) 30HA: 5 - FAM-CTT GAAAGA TCT GCT AGAGTC AGC TTG TCA GCG - BHQ1-3;
0) cneundnyHble reHy nekTuHa (lec1):
1) npammep 1: 5-TCC ACC CCC ATC CACATT T -37;
2) npanmep 2: 5 - GGC ATA GAA GGT GAA GTT GAA GGA-3;
3) 30HA: 5 - R6G-AAC CGG TAG CGT TGC CAG CTT CG -BHQ1 -3°;
5.3.2.2 [ina onpeaenenHuna 'M con nuHumn A2704-12:
a) cneyndoudHblie Leneson NnocrnegoBaTenbHOCTH:
1) npaumep 1: 5- GCA AAAAAG CGG TTAGCT CCT-3;
2) npaumep 2:5 - ATT CAG GCT GCG CAACTG TT-3";
3) 30HA: 5 - FAM-CGG TCC TCC GAT CGC CCT TCC-BHQ1-3;
0) cneundnyHble rTeHy NnekTuHa (lec2):
1) npaumep 1: 5-CAC CTT TCT CGC ACC AAT TGA CA-3;
2) npaumep 2: 5-TCA AAC TCA ACA GCG ACG AC-3;
3) 30HA: 5 -R6G-CCA CAA ACA CAT GCA GGT TATCTT GG -BHQ1 -3
5.3.2.3 Ilna onpeaeneHna M coun nuHum AS5547-127:
a) cneyndoudHblie Leneson NnocrnegoBaTenbHOCTH:
1) npammep 1: 5-GCTATT TGG TGG CATTITTCC A 3,
2) npanumep 2: 5- CAC TGC GGC CAACTT ACT TCT 3;
3) 30HA: 5 - FAM-CC GCA ATG TCA TAC CGT CAT CGT TGT-BHQ1-3";
0) cneundunyHble reHy nekTuHa (lec3):
1) npanmep 1: 5-CCT TCT CGC ACC AAT TGA CA -3;
2) npanmep 2: 5- TCA AAC TCA ACAGCG ACG AC -3,

* [Tpnoop ana npoeeaeHna [MLP «Rotor-Gene» 2000/3000/6000 («Corbett Research», ABcTpanusa). [laHHaa uH-

(hopmaLus ABNAETCA pekoMeHAyeMOoW 1 NpuBeaeHa Ansa yaobcTBa nonb3oBaTenen HacTosiLero ctaHaapTa.
CTtaHgapTHble 0Opas3ubl coctaBa M con n 'M Kykypy3sbl «Curma Angpuu», CCM ot JRC, IRMM. JaHHaa wnH-

cdhopmMaLma ABNSAETCA PEKOMEHAYEMON 1 NpuBeAeHa ANa yaobcTBa nonb3oBaTelien HACTOALLEro cTaHaapTa.
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3) 30HA: 5 -R6G-CC ACA AAC ACATGC AGG TTATCT TGG-BHQ1 -3;

5.3.2.4 [1na onpeaeneHuna M kykypy3bl nuHun MON 810:
a) cneundunyHbie LleneBon nocnegoBaTeNnbHOCTH:
1) npaumep 1: 5-TCG AAG GAC GAA GGACTC TAACGT-3;
2) npaumep 2: 5-GCC ACC TTCCTT TTC CAC TAT CTT-3;
3) 30HA: 5 -FAM-AAC ATC CTT TGC CAT TGC CCA GC-BHQ1-3;
0) cneynduyHble reny 3enHa (hmg):
1) npaumep 1: 5-TTG GAC TAG AAA TCT CGT GCT GA-3;
2) npaumep 2: 5-GCT ACATAG GGAGCC TTG TCC T-3;
3) 30HA: 5 -R6G-CAA TCC ACA CAA ACG CAC GCG TA-BHQ1-3;
5.3.2.5 [Ina onpeageneHunda M kykypy3bl nuHun NK 603:
a) cneundunyHbie LLeNeBon NOCne 0BaTENbHOCTH:
1) npaumep 1: 5 -ATG AAT GAC CTC GAG TAAGCT TGT TAA-3;
2) npanmep 2: 5 -AAG AGA TAA CAG GAT CCACTC AAACAC T-3";

3) 3oHA: 5 -FAM-TGG TAC CAC GCG ACA CAC TTC CAC TC-BHQ1-3;

0) cneyndunyHble reny 3enHa (adhl 1):
1) npaumep 1: 5-CCA GCC TCA TGG CCA AAG-3;
2) npanmep 2: 5-CCT TCT TGG CGG CTT ATC TG-3;

3) 30HA: 5 -R6G-CTT AGG GGC AGACTC CCG TGT TCC CT-BHQ1-3;

5.3.2.6 [Ina onpeaeneHuna ['M kKykypy3bl nuHumn Bt 11:

a) cneunddunyHblie UeNeBOU NOCnea0oBaTENbHOCTU:
1) npaumep 1: 5-GCG GAACCC CTATTT GTT TA-3;
2) npanmep 2: 5 -TCC AAG AAT CCC TCC ATG AG-3;

3) 30HA: 5 -FAM-AAA TAC ATT CAAATA TGT ATC CGC TCA-BHQ1-3;

0) cneunduyHble reHy 3enHa (adhl 2):
1) npaumep 1: 5 -CGT CGT TTC CCATCT CTT CCT CC-3;
2) npanmep 2: 5-CCACTC CGA GAC CCT CAG TC-3";

3) 30HA: 5 -R6G-AAT CAG GGC TCATIT TCT CGC TCC TCA-BHQ1-3;

5.3.2.7 [Ina onpeaeneHuda ' M Kykypy3bl MUHUKN T 25:
a) cneundunyHblie UENEBOU NOCNeA0BaTENbHOCTU:

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

2) npanmep 2: 5 - GAC ATGATACTC CTT CCA CCG-3;

3) 30HA: 5 -FAM-TCATTGAGT CGT TCC GCC ATT GTC G-BHQ1-3;
0) cneundunyHblie reHy 3emnHa (adhl 3):

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

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

3) 30HA: 5 -R6G-AAT CAG GGC TCATIT TCT CGC TCC TCA-BHQ1-3;

5.3.2.8 [1na onpeaeneHuna I'M Kykypy3bl nTMHUKU GA 21:

a) cneundunyHblie UENEBOU NOCNeA0BaTENbHOCTU:
1) npaumep 1: 5 -CTT ATC GTITATG CTATIT GCAACT TTA GA-3;
2) npanmep 2: 5-TGG CTC GCG ATC CTC CT-3;
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3) 3oHA: 5 -FAM-CAT ATACTA ACT CAT ATC TCT TTC TCA ACA GCA CCT GGG-BHQ1-3;

0) cneundunyHbie reHy 3emnHa (adhl 4):
1) npaumep 1: 5-CCA GCC TCA TGG CCA AAG-3;
2) npammep 2: 5-CCT TCC TTG GCG GCT TAT CTG-3;

3) 30HA: 5 -R6G-CTT AGG GGC AGACTC CCG TGT TCC CT-BHQ1-3;

5.3.2.9 [1na onpeaeneHna ['M kykypy3bl nuHun MIR 604:
a) cneynduyHbie LleneBon NocnegoBaTeNbHOCTH:
1) npaumep 1: 5 -GCG CAC GCA ATT CAA CAG-3;
2) npaumep 2: 5 -GGT CAT AACGTCACTCCC TTAATT CT-3;

3) 3oHA: 5 -FAM-AGG CGG GAA ACG ACAATC TGA TCA TG-BHQ1-3;

0) cneundonyHblie reHy 3enHa (adhl 5):
1) npaumep 1: 5-CGT CGT TTC CCATCT CTT CCT CC-3;
2) npaumep 2: 5-CCACTC CGA GAC CCT CAG TC-3";

3) 30HA: 5 -R6G-AAT CAG GGC TCATIT TCT CGC TCC TCA-BHQ1-3;

5.3.2.10 na onpeaenenna I'M kykypy3bl nuHun MON 863

a) cneunduyHbie LLeneBon NocneaoBaTEeNbHOCTHU:
1) npaumep 1: 5-GTA GGA TCG GAAAGC TTG GTAC -37;
2) npaumep 2: 5-TGT TAC GGC CTA AAT GCT GAACT-3;

3) 3oHA: 5 -FAM-TGA ACA CCC ATC CGA ACAAGT AGG GTC A-BHQ1-3;
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0) cneundpnyHbie reHy 3enHa (adhl 6):
1) npaumep 1: 5-CCA GCC TCA TGG CCA AAG-3;
2) npammep 2: 5-CCT TCT TGG CGG CTT ATC TG-3;
3) 30HA: 5 -R6G-CTT AGG GGC AGACTC CCG TGT TCC CT-BHQ1-3".

6 CylHiHOCTb MeTOAA

6.1 CylHOCTb MeTOAa UAEHTUMDUKALNN N KONMMYECTBEHHOIO onpeaeneHna cogepxxanuda 'M con n I'M
KyKypy3bl metoaom NP ¢ rubpnamn3daumoHHO-PryopecUueHTHON AeTEeKUNEN B pexXuMe pearbHOro BPEMeEHM
(Real Time PCR) 3akntio4yaeTrcsa B npoBegeHnn AByx He3daBucumbix NLIP B ogHOW npoOupke ¢ ncnosfb30Ba-
HUEM cneUundPUUHbIX NPanMepPOB U 30HAO0B, MEYEHHbIX PNYyOpPEeCUEHTHbIMU KpaCcUTENAMMU, C LIENbIO BbIABIE-
HUA y4dactka aHaoreHHon OHK, xapaktepHoun anda scex nuHun I'M comn unu I'M KyKypy3bl, U yd4acTKa PEKO M-
onHantHon AHK, cneundounyHon ana onpeaeneHHbiX reHeTUYECKUX NUHUN.

6.2 Bo3amoxxHo npoBeaenne MNUP B AByx npobupkax ¢ ncnonb3oBaHnem oaHoro kpacutena no NOCT
P 53244.

7 OT60p Npo6

OT100p nabopaTtopHbIX NPoO, NoAroToBKka aHaNM3UpPyeMon npodbl, YCNOBUA XpaHEHUA U TPAHCNOPTU-
poBaHua — no [OCT P 55576.

8 JkcTpakuma OHK
akcTpakumnto AHK npoBoadaTr B coOOoTBETCTBUU C T OCT P 52173 unn TOCT P 55576.

9 loctaHoBka [UP w npoBepeHne amnnupukaumm ¢ rMopuan3aumnoOHHO-
ryopecueHTHOU AeTeKUunen B pexume peanbHoro epemerHu (Real Time PCR)

9.1 NMpuroroBneHue peakunoHHou MNLP-cmecu

[na npurotoBneHna peakumnoHHou INUP-cmecu ana onpeaenenua M com nnmn ['M Kng/pySbl oepyt 1
MM NEeNOHU30BAHHOU BOAbI, NO 1 MM® Kaxgoro npanmepa 1 no 5.3.2 KoHueHTpaumen 5 x 10 IVIOJ'II::/,EI,IVI3, Nno
1 MM° Ka)kIoro npaumepa 2 no 5.3.2 KOHUEHTpauuem 95 x 10° monb/aM>, no 1 MM° Kaxkaoro 3oHAa no 5.3.2
KOHLUEHTpaUuen 3 x 10° monb/am°, 3 MM® pacTtBopa ages3okcuHykneotrunarpudgocodaros (aHTP) u cmelmBa-
10T B NPodupke BMECTUMOCTbIO 1,5 cMm”.

Cpok xpaHeHusd rotosoun INLP-cmecu npu temnepartype He Bbille MUHYC 18 °C — He bonee 12 mec.

9.2 NocTaHoBka INLP

9.2.1 [IHK, akcTparnpoBaHHyO U3 aHanu3npyemon npoodbl (BKNOYasa ctaHaapTHble obpasubl), UCHbI-
TbIBAOT HE MEHEE, YEM B ABYX NOBTOPHOCTAX.

9.2.2 Ina npoBegeHna agByx He3asucumbix [NLP B ogHon npobupke cMmewmBator 10 MM [1LIP-cmeck
no 9.1, 5 mm™ MNMUP-0ydepa n 0,5 MM® nonumepasbl (7TagF). CMmecb nepeMeLunBaloT U ocaXXaarT Ha MUK-
poueHTpudyre-ecTpaxmsarterne B teyeHune 15-30 c.

9.2.3 B Mmukponpobupky BMectumocTbio 0,2 cM> BHOCST Mo 15 MM cmecu, NONy4YeHHOU no 9.2.2, 3a-
TEeM, UCNOMb3ys HAKOHEYHUNK C al3pP030rbHbIM Dapbepom, gobaBnAlT B Hee 10 MM [NHK, nony4yeHHOU 9KcC-
TpaKu,lgeﬁ n3 aHanusnpyemon npoodbl (JHK-npobda) B cootBeTCcTBUKU C pasgernom 8. OoLwmn odbem peakumnm —
25 MM".

9.2.4 CTaBAT KOHTPONbHbLIE peakunn aMmninuKaLunm:

- oTpuuaTenbHblin KOHTPONbHbLIN 00pasey (K-) — smecto OHK-npoObl BHOCAT B MUKPONPOOUPKY CO
cMechto no 9.2.2 10 mm® TE-6ydbepa:

- NONOXKUTENbHbLIN KOHTPONbHbLIK obpaseu (K+) — Bmecto JAHK-npoObl BHOCAT B MUKPONPOOUPKY CO
cMeChbto N0 9.2.2 10 MM° 1 %-HOro craHpapTHoro obpasua cocrtasa ['M con n I'M Kykypy3bil.

9.2.5 lNpu kaxxgon nocraHoBke [NLIP cTtaBar wectb peakunn amnnudpukaumm co ctaHaapTHbIMU 00-
pasuamu ['M coun u 'M Kykypy3bl 451 NOCTPOEHUA KannbpoBOYHOW KpUBOWU. [InNg 3TOro B TPU MUKPOMPOOUPKK
CO cMechbto Mo 9.2.2 BHocAT no 10 MM’ KaXgoro craHgaptHoro obpasua, cogepxkawero ot 0,1 % a0 5,0 %
nMHun ['M coun n I'M kykypy3bl. Peakuutio amnnudukaumnm npoBoaAT B ABYX MOBTOPHOCTAX.

[MTpumMedaHune— CraHaapTHbIA oOpa3seL, MOXET UMeTb NOOYH KOHLEHTpaLUuio B Npefenax ykasaHHoro gua-
nasoHa.

9.3 lNpoBeaeHune amnnudpukaumm u getekumm prnyopecLueHTHOro CurHana

[porpaMmmMmunpytoT npudop ang nposeaeHunsa NLUP B COOTBETCTBMM C MHCTPYKLIMEN NO 3KCnnyaTtauuu.
[porpaMmma amnnudpukaumm ana KonmyectseHHoro onpeaenedusa 'M coun npuBeaeHa B tabnuue 1.
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Tabnunuya 1
Ctagna amnnudpukaunm [Iporpamma
LleHaTypauna nepeuyHas 95 °C/5 MuH
95°C/15¢
45 UNKroB 60 °C/30 ¢
72°C/30 ¢

NeTekuunio nposoaaT npu Temnepatype 60 °C no kaHanam FAM/Green, JOE/Yellow.
[Mporpamma amnnudounkaunmn ana konundecrteseHHoro onpeaenennsa 'M Kykypy3bl npuBeaeHa B Tabnuue

2.
Tabnuua 2
Ctaguna amnnudpunkaumnu [1Iporpamma
[leHaTypauna nepBUYHas 95 °C/15 MuH
95 °C/15 ¢
10 LUUKNOB 60 °C/20 ¢
72°C/15 ¢
95 °C/15 ¢
35 LUMKIOB 55°C/20 ¢
72°C/15 ¢

NeTekunto NPOBOAAT nNpu TemnepaTtype 55 °C no kaHanam FAM/Green, JOE/Yellow.

[eTekunto donyopecueHTHOro curHana nposoadar Ha kaHanax FAM n JOE. o kaHany FAM perucrpu-
DYIOT YPOBEHb (priyopecueHUnn aAnd reHeTn4eckom nuHum, no kaHany JOE — ana sHgoreHHoun OHK 'M cou
unn I'M Kykypy3abl. KpuBblie HakonneHna donyopecueHTHOro curdana aHanm3upyroT ¢ NOMOLLIBIO NPOrpamMmMHoO-
ro obecneyeHna ncnonb3dyemoro npubopa ana nposeaeHud MNLP B pexxkume peanbHoro spemeHun (Real Time
PCR).

[ paHULbI MHTEpPBAaNA, B KOTOPOM MOrPELUHOCTb OnpeaeneHna HaxoanTcsa C JOBEPUTENBHOU BEPOAT-
HoCcTbIO P = 0,95, coctaBndatoT ot 0,1 % a0 5,0 %, HNXKHIOK U BEPXHIOK IPaHULIbI MOTPELLUHOCTU ONpPeaensatoT
C UICNONb30BaAHNEM CTaHOAPTHbLIX 00pa3LoB.

CTaHaapTHOE OTKIOHEHUE MOBTOPAEMOCTU pesdynbTatoB 0 coctaBndeT ot 0,067 (ona 0,1 %) ao 0,54
(Ana 5 %).

KoadhduumeHT Koppenaumm KanmdpoBOYHON NMPSAMON, MOCTPOEHHOW MO cTtaHaapTHbiM obpasuam MO,
(Rz) > 0,97. Ecnn KO3 MULUMEHT KOppendauun R meHee 0,97 — TpebyeTca NOBTOPHbLIM aHaAnNM3 BCeX Npoo,
Ha4yMHa4a ¢ arana amnnudukauunn.

9.4 YyeT pe3ynbTaToB
Yyet pesynbTatoB U pacyeTt cogepxkaHuna ['M con unu I'M kykypy3sbl npoBoadaTr no [OCT P 53244.
9.5 BO3MOXHble OLINOKNK

BoamoxHble omdkn —no NOCT P 55576 (nogpasaen 10.3).
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YK 636.086.15:636.086.006.034 OKC 65 120

KntoyeBble CrioBa: KOpMa, KOPMOBbIE A0DaBKN, reHETUYECKU MOAMMDULNPOBAHHbIE OPraHU3Mbl, FTEHETUYECKN
MOAMMDULMPOBAHHAA COS, TEHETUYECKM MOAMMUUMPOBAHHAA KYKypy3a, MONUMEpasHas LenHas peakuus,

rmopuan3aumoHHO-pnNyopecUeHTHAaA AETEKUNA B PeXUME pearnbHOro BpeMeHu, amnnudukauma, pekomon-
HaHTHaa OHK, npanmepsbl, 30HALI

[loanuncaHo B ne4vatb 02.02.2015. ®opmat 60x841/8.
Ycn. ned. n. 0,93. Tupax 31 9k3. 3ak. 298.
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