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Mpegucnosne

1 PA3PABOTAH deneparnbHbIM rocygapCTBEHHbLIM yypexaoeHnem
"Bcepoccunckun  rocygapctBeHHbln  LleHTp kadectBa w  cTaHgapTusaumm
neKkapCTBEHHbIX CPeACTB ANs XUBOTHbIX 1 kopMoB" (PI'BY "BIMHKI")

2 BHECEH TexHnyeckum komuteTom no ctaHgaptusaumm TK 454 "OxpaHa
XM3HN WU 300POBbS KMBOTHbIX U BETEPUHAPHO-CaHMUTapHas 6e30nacHOCTb
MNPOOYKTOB XXMBOTHOMO MPOUCXOXOEHUA N KOPMOB"

3 YTBEPXOEH W BBEIOEH B LI,EVICTBME [Npukasom PenepansHOro
areHTCTBa No _TEeXHUYECKOMY peryampoBaHuio M metponorum ot 9 mwong 2014 r. N
705-cT

4 BBEJEH BINEPBbIE

[MpaBuna npyMeHeHua HacTosdwero ctaHgaprta yctaHosrneHbl B [OCT P 1.0-
2012 (paspen 8). WHdopmaumsi 06 U3MEHEHMsIX K HacTosiweMy cTaHgapTty
nybriMkyeTca B eXerogHoM (M0 COCTOSHMIO Ha 1 saHBaps Tekylwero rofa)
MH(pOpMaLIMOHHOM yKa3aTerne "HauuoHanbHble cTaHgapThl”, a omumanbHbIA TEKCT
M3MEHEHUA W TMOMPaBOK - B EeXeMeCAYHOM MHJOPMaLMOHHOM yKasaTere
"HauunoHanbHble cTaHgapToel”. B cnyvyae nepecmoTpa (3amMeHbl) WM OTMEHDI
HacTOosSLLEro cTaHgapTa COOTBETCTBYLee yBeaomrieHe 6yaet onybnnkoBaHoO B
orvkanwem BbiNycke MHAOPMaLMOHHOIO ykasaTensa "HauuoHarnbHble cTaHgapThl”.
CooTtBeTcTBYOWAA MHGOPMaLNS, yBEOOMIEHME U TEKCTbI Pa3MeELLATCAa Takxe B
NHOPMALIMOHHON CUCTEME OOLUEro nonb3oBaHWs - Ha odwmuuanbHOM canTe
denepanbHOro areHTCcTBa No TEXHUYECKOMY PEryriMupoBaHni0 U METPOSIOMN B CETU
NHTepHeT (gost.ru)




1 O6bnacTb NnpUMeHeHns

Hactoaumin ctaHoapT pacnpocTpaHsaeTCs Ha Kopma, KOpMoBble Ao06aBku U
Cblpbe [Ons WX NpPOM3BOLACTBA W YyCTaHaBNMBaeT MeTOo[ UAeHTUdmKauum wu
KOSIMYECTBEHHOIO OrpeaesieHna COAepPXaHUA reHeTU4ecKn-mMmoamdmLMpoBaHHON
con (oanee - 'M coun) 1 reHeTU4ECKN-MOANDULMPOBAHHON KyKypy3bl (ganee - M
KYKYpy3bl) MeTooOM rnonMmepasHon uenHon peakuummn (ganee - TUP) c
rmbpnamnsaLMoHHO-ITyOPECLIEHTHON OETEKUMEN B peEXUME pearibHOro BpPEMEHMU
(Real Time PCR).

2 HopmaTuBHbIE CCbIJIKK

B HacTosiwem cTaHgapTe MCnonb30BaHbl HOPMATMBHbBIE CChISIKM Ha criegyoume
CTaHOapTbl:

OCT 31719-2012 [lpoaykTbl nNUWEBbIE W  KopMma. JKCNpecc-mMeToq
ornpeaeneHns CbipbeBOro cocTaBa (MONEKYNSPHbIN)

FOCT P NCO 6497-2011 Kopma ansa »mBoTHbIX. OTOOp npob

TOCT P NCO/MBK 17025-2009* O6ume TpeboBaHUA K KOMMETEHTHOCTU
NcnbiTaTeNbHbIX U KanNnMBpPOBO4HbLIX NabopaTopui

* BeposaATHO, owmbka opurmHana. Cnegyet uutate: [OCT NCO/MIK 17025-
2009, 3gecb 1 ganee no TeKCTy. - [NpmeyaHme nsrotoButens 6asbl JaHHbIX.




FOCT P 51848-2001 lMNMpoaykumst KoMOGMKOpMOBasi. TepMuHbI U onpeaeneHns

[OCT P 52173-2003 Cbipbe u npoaykTbl nuwesble. Metoa maeHTudwmkaumm
reHeTUYECKN-MOANGMLMPOBAHHbBIX MCTOYHUKOB (rmM) pacTUTENbHOro
NPOUCXOXOEHUS

[OCT P 53244-2008 (MCO 21570:2005) [MpogykTtbl nuweBble. MeTtoabl
aHanmMsa [Onsi obHapyXeHust reHeTU4eCKU-MoaNULMPOBAHHBIX OpPraHnM3mMoB U
MOMYyYEHHbIX W3 HUX NPOAYKTOB. MeToabl, OCHOBAHHbIE Ha KONMMYECTBEHHOM
onpeaeneHnn HyKNenHoBbIX KUCTOT

[OCT P 55576-2013 Kopma n kopmoBble gobaBku. Meton Ka4eCTBEHHOro
onpeneneHns perynsatopHbIX nocriefoBaTeNlbHOCTEN B FeHOME COU N KYKYpY3bl

MpumeyaHne - [pyM NOMb30OBaHUM HACTOSALWMM CTaHOApPTOM LenecoobpasHo
NpOBEPUTL AEWUCTBME CCbIFIOMHbIX CTaHAApTOB B WMH(OPMAaLMOHHOW CcuUcTeMe
obLlero nonb3oBaHMsa - Ha odwmumnanbHoM canTe degepanbHOro areHTcTBa Mo
TEXHUYECKOMY perynmpoBaHuio U METPOSIOMN B CeTU NHTEpHET uin No exerogHomy
MH(pOpMaUMOHHOMY  yKasatento  "HaumoHanbHble  cTaHgapTbl',  KOTOPbIN
onybnmMkoBaH MO COCTOSAHMIO Ha 1 sHBapsa TeKywero roga, M Mo BbiMyckam
eXeMeCA4YHOro MHJOPMaUMOHHOIo Yykasartens "HauuoHanbHble cTaHgapTtbl" 3a
Tekyumn rog. EcCnmM  3aMeHeH CCbINOYHbIM  CTaH4apT, Ha KOTOopbIn  [aHa
HeJaTMpoBaHHAs CCblKa, TO pPEKOMEeHAYeTCs WUCMOofb30BaTb OEeNCTBYHOLLYHO
BEpPCUO 3TOr0 CTaHgapTa C Y4YEeTOM BCEX BHECEHHbIX B [aHHYl Bepcuio
M3MeHeHMn. Ecnm 3amMeHeH CCbIfIoYHbIM  CTaH4apT, Ha KOTopbin  AaHa
OaTMpoBaHHasi CCblKa, TO pPEKOMeHAYeTCs UCNOoSfb30oBaTb BEPCUD  3TOrO
CTaHOapTa C yKasaHHbIM Bbllle ro4oM YTBepXaeHua (npuHatmus). Ecrnm nocne
YTBEPXOEHNA HACTOSALWEro cTaHaapTa B CCbISIOMHbIM CTaHOapT, Ha KOTOPLIN LaHa
OAaTMPOBaHHAasi CCblflka, BHECEHO W3MEHEHMe, 3aTparvMBaloliee MosriokeHne, Ha
KOTOpOE JaHa CCblfKa, TO 3TO MNOSIoKEHNE PEKOMEHOYETCH NPUMEHATb 6e3 ydeTa
OAHHOMO W3MEHeHusl. Ecnn cCbIfoYHbIM cTaHOAapT OTMEHeH 6e3 3aMeHbl, TO
NonoXeHne, B KOTOPOM JaHa CCblflka Ha HEero, PEKOMEHOYETCA NPUMEHSATb B YacTy,
He 3aTparnBaroLlen 3Ty CChISIKY.

3 TepMuHbI U onpegeneHus

B HacTosAlwem cTaHoapTe npuMeHeHbl TEPMUHBI, OnpenesieHnss U CoKpalleHus
noFOCT P NCO 6497, TOCT P 51848, TOCT P 55576 u[[OCT 31719.

4 YcnoBusa BbINONMHEHUA UCNbITAHUN U
TpeboBaHUsA 0e3onacHoCTU

YcnoBust BbINOSIHEHUSA UCTbITaHUN N TpebosaHua 6e3onacHocTn - no FTOCT P
55576 (pasgen 4, npunoxeHue A).

5 O6opyaoBaHue, MaTtepuanbl U peareHTbl



5.1 TpebosaHus k obopynosaHuio - no FTOCT P MCO/M3K 17025.

5.2 MNpn npoBeaeHUN UCNbITaHUN NPUMEHSAIOT obopyaoBaHMe N MaTepuarnbl Mo
[OCT 31719, a Takxe crnegyowme:

- 6okc namuHapHbin Il knacca Guonornyeckom 6e3onacHoOCTY;

- oTcacbiBaTelb BaKyyMHbI MEAULMHCKMIA C KONOOW-NOBYLLKON ANA yaaneHus
Han0Cad04YHON XUOKOCTU;

- MUKPONPOOUPKM OOHOPa30Bble MOSMMPONUIEHOBLIE 3aBUHYMBAKOLWLMECS UK

MMNOTHO 3aKpblBalOLLMECH BMECTUMOCTbLIO 1,5 cMm 3 ;

- MUKPOMPOOMPKM OAHOPA30BbIe MNONMMPONUIEHOBbLIE BMECTUMOCTLIO 0,2 cm3 ;
- MUP-60okc;
- npnbop ans nposeaeHua MNUP*;

* [pnbop ans nposeneHus [LP "Rotor-Gene" 2000/3000/6000 ("Corbett
Research", AscTtpanug). [daHHas wHdOpMauunsa SBMAETCA PEKOMEHOYEMOW W
nNpvBeaeHa ana ygobcTea Nonb3oBaTenen HacToSALWEro ctTaHaapTa.

- XanaTbl MeguUMHCKINE.

[onyckaeTca wucnonb3oBaHWe Apyroro obopyaoBaHWs W MmaTepuarnoB C
TEXHNYECKUMU XapaKTEPUCTUKAMN HE XyXKe yKa3aHHbIX BblLLe.

5.3 lNpn npoBegeHnsa UcnbITaHUM NPUMEHSIIOT peareHTbl Ansa akcTpakunn JHK no
[OCT P 55576, a Takxe cregywowpme peareHTbl, npanmMepbl U 30HObI 4SS
nposegeHus MNUP 1 amnnmndmkaymn.

5.3.1 PeareHTbl:;
- BOJa AENOHN30BaHHas;

- MUP-6ydoep;
- pactBop AesokcuHykneotuatpudocdartos (QHT®) 10* (10-kpaTHas cmecb
YeTbIpeX KOMMOHEHTOB C KOHLEHTpaunen Kaxaooro KomroHeHta 1,76:x10-3

monb/am3 ); monb/am3 );

- Tag-nonnmepasa TepMmocTaburbHas;

- obpasubl ctaHgapTHble coctaBa M com n 'M Kykypysbl, cogepxawme oT
0,1% no 5,0% rmHnin 'M coun n 'M KyKkypy3bl*.

* CtaHgapTHble obpasubl coctaBa 'M com u I'M kykypysbl "Curma Angpuy”,
CCMort JRC, IRMM. [laHHasa nHgopmaumna SBndaeTca peKkoMeHayemMon n npueegeHa
Ana ynobcTea Nonb3oBaTenen HacTosWero ctaHgapTa.

[lonyckaetca  ucnonb3oBaHWe  OpYrMX  peakTMBOB  C  TEXHUYECKUMMU
XapakTepucTUKaMmn He Xyxxe yKasaHHbIX BbliLLe.

5.3.2 [panmepbl (CMeCb  OfUIOHYKNEOTUAOB) W  30HObI  (MEYEeHHble
donyopecueHTHbIMU Kpacutenamm FAM n R6G):



5.3.2.1 [Ana onpenenerHna 'M con nnHnmn 40-3-2:

a) cneundmyHble LieneBor nocrnegoBaTenilbHOCTU:

1) npanmep 1: 5'-GCC ATG TTG TTAATT TGT GCC AT 3';

2) npanmep 2: 5'-GAA GTT CAT TTC ATT TGG AGA GGA C 3

3) 3oHa: 5'-FAM-CTT GAA AGA TCT GCT AGA GTC AGC TTG TCA GCG -
BHQ1-3';

6) cneundmyHble reHy nektuHa (lec1):

1) npavimep 1: 5-TCC ACC CCC ATC CAC ATT T-3;

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 onpegenenuna 'M con nnmHumn A2704-12:

a) cneunduyHbIe LieneBor NoCneaoBaTenbHOCTU:

1) npanmep 1: 5-GCA AAA AAG CGG TTA GCT CCT-3};

2) npanmvep 2: 5'-ATT CAG GCT GCG CAACTG TT-3};

3) 30oHA: 5'-FAM-CGG TCC TCC GAT CGC CCT TCC-BHQ1-3';

6) cneundmyHble reHy nektuHa (lec?2):

1) npavimep 1: 5'-CAC CTT TCT CGC ACC AAT TGA CA-3;

2) npanmep 2: 5'-TCA AAC TCA ACA GCG ACG AC-3;

3) 30Ha: 5'-P6G-CCA CAA ACA CAT GCA GGT TAT CTT GG-BHQ1-3';
5.3.2.3 [Ina onpeaenenuna 'M coun nuHum AS547-127:

a) cneunduyHbIe LieneBor NOCneaoBaTeNbHOCTU:

1) npanmep 1: 5'- GCT ATT TGG TGG CAT TTT TCC A 3';

2) npainmvep 2: 5'-CAC TGC GGC CAACTT ACT TCT 3

3) 30Ha: 5'-FAM-CC GCA ATG TCATAC CGT CAT CGT TGT-BHQ1-3;

6) cneundmyHble reHy nektuHa (lec3):



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

2) npanmep 2: 5-TCA AAC TCA ACA GCG ACG AC-3;

3) 30HA: 5'-R6G-CC ACA AAC ACATGC AGG TTATCT TGG-BHQ1-3';
5.3.2.4 [ina onpepenexus I'M kykypy3sbl nHnmn MON 810:

a) cneumdmyHble LierneBon NocrnegoBaTenbHOCTH:

1) npanimep 1: 5'-TCG AAG GAC GAA GGA CTC TAACGT-3}

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

3) 3oHa: 5'-FAM-AAC ATC CTT TGC CAT TGC CCA GC-BHQ1-3';

6) cneundmyHble reHy 3enHa (hmg):

1) npanmep 1: 5'-TTG GAC TAG AAATCT CGT GCT GA-3';

2) npanmep 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 onpeaenenuna I'M kykypyabl nmHm NK 603:

a) cneumdmyHbIe LieneBon NocrnegoBaTenbHOCTH:

1) npanmep 1: 5'-ATG AAT GAC CTC GAG TAAGCT TGT TAA-3';

2) npanmep 2: 5'-AAG AGA TAA CAG GAT CCA CTC AAA CAC T-34

3) 3oHa: 5'-FAM-TGG TAC CAC GCG ACACAC TTC CAC TC-BHQ1-3;
6) cneundmyHble reHy 3enHa (adhl 1):

1) npanmep 1: 5'-CCA GCC TCA TGG CCA AAG-3};

2) npanmep 2: 5'-CCT TCT TGG CGG CTT ATC TG-3';

3) 3oHA: 5'-R6G-CTT AGG GGC AGACTC CCG TGT TCC CT-BHQ1-3;
5.3.2.6 Ons onpenenenunsa ['M kykypy3bl nuHumn Bt 11:

a) cneumdmyHbIe LerneBon NocrnegoBaTenbHOCTH:

1) npaimep 1: 5'-GCG GAA CCC CTATTT GTT TA-3;

2) npanmep 2: 5'-TCC AAG AAT CCC TCC ATG AG-3;



3) 30Ha: 5'-FAM-AAA TAC ATT CAAATATGT ATC CGC TCA-BHQ1-3';
6) cneundmyHble reny 3enHa (adhl 2):

1) npavmep 1: 5'-CGT CGT TTC CCATCT CTT CCT CC-3};

2) npanwvep 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 [nsa onpenenenunsa ['M kykypy3bl nuHun 725:

a) cneymdmyHble Lenesoun nocrnenoBaTesibHOCTU:

1) npanmep 1: 5'-ACA AGC GTG TCG TGC TCC AC-3';

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

3) 3oHAa: 5'-FAM-TCATTG AGT CGT TCC GCC ATT GTC G-BHQ1-3';

6) cneundmyHble reny 3enHa (adhl 3):

1) npavimep 1: 5'-CGT CGT TTC CCATCT CTT CCT CCT-3};

2) npanwvep 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 [ina onpegenexus 'M kykypy3sbl nuHum GA 21:

a) cneymdmyHble Lenesoun nocrnenoBaTesibHOCTU:

1) npavimep 1: 5'-CTT ATC GTT ATG CTATTT GCAACT TTA GA-3';

2) npanmep 2: 5'-TGG CTC GCG ATC CTC CT-3'

3) 30oHa: 5'-FAM-CAT ATA CTAACT CAT ATC TCT TTC TCAACA GCA CCT
GGG-BHQ1-3';

6) cneundmyHble reny senHa (adhl 4):

1) npanmep 1: 5'-CCA GCC TCA TGG CCA AAG-3';

2) npanmvep 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 onpeaenenuna I'M kykypy3abl nmHum MIR 604



a) cneunduyHbIe LieneBor NOCneaoBaTeNbHOCTU:

1) npanmep 1: 5-GCG CAC GCA ATT CAA CAG-3;

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

3) 30Ha: 5'-FAM-AGG CGG GAA ACG ACA ATC TGA TCA TG-BHQ1-3;
6) cneundmyHble reHy 3enHa (adhl 5):

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

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

3) 30oHA: 5'-R6G-AAT CAG GGC TCATTT TCT CGC TCC TCA-BHQ1-3';
5.3.2.10 Onsa onpenenenna I'M kykypy3abl nmHum MON 863:

a) cneundnyHbIe LieneBor NocneaoBaTenbHOCTU:

1) npaimep 1: 5-GTA GGATCG GAAAGC TTG GTAC-3;

2) npanmvep 2: 5'-TGT TAC GGC CTA AAT GCT GAA CT-3;

3) 30Ha: 5'-FAM-TGA ACA CCC ATC CGA ACA AGT AGG GTC A-BHQ1-3';
6) cneundmyHble reHy 3enHa (adhl 6):

1) nparimep 1: 5'-CCA GCC TCA TGG CCA AAG-3;

2) npanmvep 2: 5'-CCT TCT TGG CGG CTT ATC TG-3;

3) 30oHA: 5'-R6G-CTT AGG GGC AGACTC CCG TGT TCC CT-BHQ1-3..

6 CywHOCTL MeToaa

6.1 CywHOCTb MeToda WAOEHTUdMKAUMM M KONMYECTBEHHOro onpeneneHns
cogepxaHns M com mn M kykypysbl metogom [UP ¢ mmbpuamsauymoHHo-
doyopecueHTHON feTekumen B pexume pearnbHoro BpemeHn (Real Time PCR)
3aknovaetTca B nposedeHun AByx Hesasucumbix [NLP B ogHon npobupke c
NCMONb30BaHNEM cneunuuHbiX  npanmepoB M  30HOOB, MEYEHHbIX
dorlyopecLeHTHbIMU KpacUTenamMu, C Lernbio BbisBreHus ydacTka aHgoreHHon OHK,
xapaktepHon panda Bcex smvHMA M coum urm M Kykypy3bl, W yyacTka
pekombuHaHTHOoM OHK, cneundmyHon ans onpeaeneHHbIX reHeTUYECKUX NIMHUMN.

6.2 BoamoxHo nposegeHve MNUP B aByx npobupkax ¢ UCMonb3oBaHNEM OOHOMO
kpacutena no [OCT P 53244.




7 OTO60p NpPoo6

O160op nabopaTopHbIX NpPoO, MOAroTOBKA aHanMsanpyemonm npobbl, YyCroBus
XpaHeHus1 n TpaHcnopTupoBaHus - no FOCT P 55576.

8 AkcTpakuna OHK

OkcTpakumo OHK nposooatr B cootBetcTBuM ¢ [OCT P 52173 wrm [OCT P
55576.

9 NoctanoBka NUP v npoBegeHue
amnnudukaumm c rmnopmansauMoHHO-
drnyopecueHTHON AeTeKunen B pexmme
peanbHoro BpemeHu (Real Time PCR)

* B 6ymaxxHom opurnHane croea Real Time PCR B HaumeHoBaHuu pasgena 9
BblAeNeHbl KypcuBOM. - [prmeyanune narotosutend 6asbl JaHHbIX.

9.1 lNpurotoeneHue peakunoHHon MNLP-cmecu

[na npurotoBneHus peakuuoHHon MNLP-cmecn ona onpenenexdns 'M cou vnm
"M KyKypy3bl 6epyT 1 MM3 genoHn3oBaHHOWM Bogbl, Mo 1 MMZ Kaxgoro npaivepa 1
no 5.3.2 koHueHTpauuern 5:x10-8 monb/am3 , no 1 mm3 kaxgoro npavimepa 2 Mo
5.3.2 KoHueHTpauuen 5x10-% monb/gmZ, no 1 mMmZ kaxgoro 3oHga no 5.3.2

KOHLLeHTpaLnen 3x10-4 mMonb/am3 3 MM 3 pacTBopa
Oes3oKcuHykneotnatpmugocgatoe  (aHT®) wn  cmewmBawoT B npobupke

BMECTUMOCTbIO 1,5 cm3 .
Cpok xpaHeHus rotosow NLIP-cmecn npu TemnepaType He Bblwe MuHyc 18°C -
He Gonee 12 mec.

9.2 lNocTtaHoska NUP

9.2.1 [OHK, akcTparMpoBaHHylO W13 aHanM3mpyemonm npodbl (BKIo4as
CTaHOapTHble 06pasLbl), UCMbITbIBAOT HE MEHEE, YEM B [BYX NOBTOPHOCTSX.

9.2.2 [1na npoBeneHus aByx Hezasucumblx MNLP B ogHon npobupke cmelmsatoT

10 mm3 TMLP-cmecu no 9.1, 5 mm MLP-6ydepa n 0,5 mmZ nonmmepasbl (TagF).
CmMecb MnepeMelLMBalOT M OcaxaalT Ha MUKPOLEHTpUdyre-BCcTpsixuBaTerne B
TeyeHune 15-30 c.



9.2.3 B mukponpobupky BmectumocTblo 0,2 cm? BHocAT no 15 mm3 cmecwy,
nony4yeHHon no 9.2.2, 3aTeM, UCMOSb3ysl HAKOHEYHMK C adpo30SibHbIM Bapbepom,

pobaensatotr B Hee 10 mm3 [HK, nomyyeHHON SKCTpakuMen U3 aHanm3upyemon
npobbl (HK-npoba) B cootBeTcTBUM C pa3genom 8. O6wmn obbem peakuumm - 25

MM .

9.2.4 CTaBAT KOHTPOSIbHbIE peakunun amnimdmkaumm:
- oTpuuaTenbHbIN KOHTPOrbHbIN 0bpasel, (K-) - BMecTo [JHK-npobbl BHOCAT B

MMKPOMNPoBbUpKy co cmecbto no 9.2.2 10 mmZ TE-6ydepa;
- NONOXUTENbHbIA KOHTPOSbHbIN 0bpasey (K+) - Bmecto JHK-npobbl BHOCAT B

MMKPONpPobupky co cmecbio no 9.2.2 10 mm3 1%-Horo ctaHgapTHoro obpasua
coctaBsa ['M cou n 'M Kykypy3bl.

9.2.5 lNpu kaxxgon noctaHoBke lNLIP cTaBAT wecTb peakuun amnnmgukaumm co
CTaHOapTHbiMn obpasuamm M com m M Kykypysbl AN NOCTPOEHMS
KanMbpoBOo4YHOM KpuBOW. [nd 3TOro B TpM MUKPOMNPOOUPKM CO cmecbto no 9.2.2

BHocAT Mo 10 mm3 Kaxpgoro ctaHgapTHoro obpasua, cogepxauero ot 0,1% Ao
5,0% rmHnin TM com n M Kykypy3bl. Peakuuio amnnungumkaumm npoBOAAT B ABYX
MOBTOPHOCTSAX.

[MpumedaHne - CTaHaapTHbIN obpasel, MOXET MMETb NMOOYI0 KOHLLEHTpaumio B
npeaernax ykasaHHOro guanasoHa.

9.3 lNpoBeneHne amnnmdmkaumm 1 geTekumm qryopecLeHTHOro curHana

[MporpammupytoT npubop Aana npoeegeHuns [P B cooTBeTCTBMM C
NMHCTPYKLIMEN NO SKCNyaTauuu.

Mporpamma amnnmdmkaumm ana kKonudectBeHHoro onpegeneHna M coum
npuBeaeHa B Tabnuue 1.
Tabnmua 1



Ctagua amnnmdpukaumm [Mporpamma

HeHaTypaunsa nepsuyHas 95°C/5 MuH

45 yuknos 95°C/15¢c
60°C/30c
72°C/30c

Hetekuunio nposogat npu Temnepatype 60°C no kaHanam FAM/Green,

JOE/Yellow.

[Mporpamma amnnMdmkaumm ans KonudecteseHHoro onpeaeneHus ['M Kykypysbl

npuBegeHa B Tabnuue 2.
Tabrnmya 2

Ctagus amnnmdmkaumnm [Mporpamma
HeHaTypaunsa nepsuyHas 95°C/15 MmuH
10 ymknos 95°C/15 ¢
60°C/20 c
72°C/15 ¢
35 yumknos 95°C/15 ¢
55°C/20 ¢
72°C/15 ¢




Hetekumo npoBogat npu Temnepatype 55°C no kaHanam FAM/Green,
JOE/Yellow.

[eTekumo dayopecueHTHOro curHana npoBoasaT Ha kaHanax FAM mn JOE. o
kaHasny FAM permctpupytoT ypoBeHb donyopecL,eHUUn A1 reHEeTUYEeCKOM JIMHUK, MO
kaHany JOE - ans aHgoreHHon [HK M coun unm I'M kykypy3bl. KpuBble HakonmneHus
dorlyopecL,eHTHOro CUrHarna aHanM3vpyrT C MOMOLLBK NPOorpaMMHoro obecnevyeHms
ncrnonb3yemoro npubopa ana nposeneHus MNLP B pexvive peanbHOro BpeMeHu
(Real Time PCR).

[paHuubl MHTepBara, B KOTOPOM MOrPELUHOCTb OnpeferneHna HaxoauTca C
aoseputensHon BepoaTHocTbio P=0,95, cocTtaensatoT oT 0,1% Ao 5,0%, HWKHIOW0 K
BEPXHIOK PaHMLbl MNOrpeLHoOCTN onpeaenstoT C UCMOoNb3oBaHMEM CTaH4apTHbIX
obpa3LoB.

CTaHoapTHOE OTKJSIOHEHME MOBTOPAEMOCTU pe3ynbTaTtoB & COCTaBfAeT oOT
0,067 (ana 0,1%) no 0,54 (ana 5%).
KoadbdmumeHT Koppensuum  KanMbpoBOYHOW MNPSIMOW, MOCTPOEHHOW MO

cTaHgapTHeIM obpasuam MO, {sz>0,97. Ecnn koaddmumneHT koppensuum g
mMeHee 0,97 - TpebyeTcs NOBTOPHbLIA aHanM3 Bcex Mpob, HadnHaa C aTana
amnnndomkau mn.

9.4 Yyer pe3ynbTaToB
Y4eT pesynbTatoB U pacyeT cogepxanHus ['M com nnm I'M Kykypy3bl npoBogaT
no [OCT P 53244.

9.5 Bo3amMOXHble OLLMOKUK
Bo3moxHble ombkn - no TOCT P 55576 (nogpasgen 10.3).

YK 636.086.15:636.086.006.034 OKC 65 120

KrnioyeBble  croBa:  kopma, KopmoBble — OoDaBKW,  reHeTUYEecKu
MOANMUMPOBAHHBLIE  OpPraHM3Mbl, FEHETUYECKM MOAMPMLUPOBaAHHAA COs,
reHeTM4ecKn MoauduuMpoBaHHas KykKypysa, nonMMmepasHas LenHas peakuus,
Mo pran3aLnoHHO-hryopecUeHTHast AeTeKUums B peXxMMe pearnbHOro BPEMEHM,
amnnndmkaums, pekombuHaHtHas OHK, npanmepsl, 30HAbI




