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CMUCOK COKPALLEHWIA U OBO3HAYEHUN

Ct Cycle threshold (noporosblii LK)

Y reHHO-MOoANPULMPOBAHHDIN

r™Mn reHHO-MoANPULMPOBAHHbIE NCTOYHMKMU
OHK 0Ee30KCUPUBOHYKNENHOBAA KUCNOTA
OHKasa OEe30KCMpuboHyKneasa

AHT® Ae30KcnpuboHykneosnarpudocdatbl
HK HYK/IEMHOBAA KMCNOTA

OK OTPULATENIbHbIN KOHTPO/b

OKO OTPULATENbHbIN KOHTPOIbHLIN 0BpaseL, IKCTpaKL MM
K- oTpuLaTeNbHbIN KOHTPOob MLP

MNK NOJIOXKUTENbHbIA KOHTPO/1b

MNKO NMOJIOXKUTENbHbBIN KOHTPO/IbHbLIN 06pasel,
MnupP noanmepasHas uernHasa peakuma

PHKaza puboHyKeasa

yar ypaunn-AHK-rnnkosunnasa

HAMMEHOBAHWUE U3OENNUA

Habop peareHtoB ana sbissnenna OHK nvHum TM-Kykypysbl Btl76 B Kopmax, Cbipbe WU MPOAyKTax

NMNTaHNA MEeTO40M nonmmepasHoﬁ LI,EI'IHOﬁ peakunn c ,D,ETeKLI,Meﬁ B pexnme «peasbHOro BpemeHu»

«Amnanlpanm® Kykypysa Bt176 naeHtndumrauma».

JDanee no

TeKCTy  ynoTpebnsetcs KpaTKkoe HavMeHOoBaHWe:

Habop peareHToB

«Amnnulpaiim® Kykypysa Bt176 naeHtndurkaumay, a Takke cokpallieHmne Habop peareHTos.
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1. HASHAYEHUE

Habop peareHToB «Amnanlpaiim® Kykypysa Btl76 naoeHTUdPUKaAuMA» npepHasHayeH Ons BbisiBAEHUA
OHK reHeTnyeckn mogmduunmpoBaHHOM AMHUKN KyKypy3bl Bt176 B cbipbe pacTUTENbHOIO MPOUCXOXKAEHUA
(0Bbpasubl cemsaH, Kpyn, pacTuTenbHble 06pasLibl, 0OTOBPaHHbIE U3 OKPY*KaloLLLel cpeapbl, BereTaTuBHbIE YacTu
pacTeHwui), NPoAyKTaxX MUTAHWUA M KOPMaX, COAEPKALLMX KOMMOHEHTbI PACTUTE/IbHOIO MPOUCXOXKAEHWUS
(3ameHuUTENIM MOJNIOKA, NeyeHbe, Kalu, X/0MbsA, LWPOT, TEKCTypaTbl M T.M.); B MNPOAYKTax MUTaHuA,
nonydabpukaTax, Cblpb€ M KOPMax KMBOTHOMO MNPOUCXOXKAEHUA (KopmoBble A06aBKM, KOMOWKOpMA,
MACOKOCTHAA MYyKa, KOHCepBbl W T.N.) ANs BblABAeHUA (anbCUPUKALMIN CbipbA, MULLEBOW MPOAYKLUN U
AeTeKUMN HeCaHKUMOHMPOBAHHbIX npumeceir B Kopmax metogom [UP ¢ rmbpmuamsaumoHHo-
dnyopecLeHTHON geTeKuMel NPOAYKTOB aMNANPUKALMM B PEXKUME «PeasibHOrO BPEMEHU Y.

MaTepuanom ana nposegeHua [UP cayxaT npobbl [HK, aKcTparMpoBaHHble M3 WcCieayemoro
maTepuana C nomolwbid HAabopoB peareHTOB, pPEKOMEHAOBaHHbIX B pasgene «JlononHuTenbHoe
obopynoBaHMe M MmaTepumanbl». Mccnepgyemble  06pasubl peKOMeHAYeTCcA  NpenBapuTesibHO
NpoaHaaM3MpoBaTb C WCNO/b30BaHMEM HabopoB peareHToB «Amnaullpainm® PacteHune», U/ uam
«Amnaunlpanm® TMO PacteHue», n / uan «Amnanlpanm® FTMO-CkpuH» npoussoactesa OO0 «HeKcTbuo»,
Poccua.

Habop peareHToB NpegHasHayeH ANA UCMO/b30BaHUA B 1abopaTopuK, BbINOMHAIOLWLEN MONEKYNAPHO-
6Monornyeckne uccnegoBaHna NPOAYKTOB MUTAaHUA U KOPMOB A/1A KMBOTHbIX METOA4O0M MOJIMMEpPasHOM
uenHoi peakumu (MNLP).

2. XAPAKTEPUCTUKUN HABOPA

2.1. CocTtaB U KOMNNEKTHOCTb

Habop Bbinyckaetcs B eguHon dopme. CocTaB Habopa M KOMNNEKTHOCTb NOCTaBKM YKa3aHbl B Tabauue 1
M 2 COOTBETCTBEHHO.

Habop paccumMTaH Ha npoBeaeHWe wuccnepoBaHma 96 o06pasuos, BKAOYAA KOHTponu. Habop
npegHasHayeH ans nposegeHusa amnandukaummn AHK metogom MUP ¢ rubpuansaymoHHo-dayopecLeHTHOM
OETEKUMEN B PEKMME «PeasibHOro BPEMEHU» M MOKET MCMNO/1b30BaTbCA COBMECTHO C amnanduKkaTopamm
NAAHWETHOIO M POTOPHOro TMMa. [na npoBefeHWa MONHOIO UCCAeLO0BaHUA HEOOXOAMMO WMCMONAb30BaATb
Habopbl peareHTOB A1 3KCTpakumn AHK, pekomeHaoBaHHbIe B pasgene «ononHMTenbHoe 060pyaoBaHue
M matepuanbl». Habop MOMKeT MCNoab30BaTbCA COBMECTHO C aBTOMATMYECKUMM CTaHUMAMMU ANA
NPUroTOBAEHWUA U [03MPOBaHMA PEAKLIMOHHbBIX CMECE.

Tabnumua 1
CocTaB Habopa

PeareHT 06bem, mn Konuuectso OnucaHue

BydepHbI pacTBop co cneundryeckumm npanmepamu,
MLP-cmecb Bt176 1,10 1 npobupka dnyopecueHTHO-MeYeHbIMM 30HAaMK U gHTD ¢ AYTO.

Mpo3payHan KMAKOCTb.

BydepHbii  pactBop Cc  TepmoctabuabHon — OHK-
bydep B 0,60 1 npobupka nonmmepason Taq, cynbdaTtom marHmsa u ypaumn-AHK-
rnMKo3unasom. Mpo3payHan *KUAKOCTb.
MonoXnTeNbHbIN KOHTPO/IbHLIN 0bpa3eL,.

Mpo3payHan KMAKOCTb.
OTpumuaTenbHbit KoHTpob MLUP.
Mpo3payHan XNAKOCTb.

MKO Bt176 0,26 1 npobupkKa

K- 0,26 1 npobupkKa
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Tabnnua 2
KomnneKTHOCTb Habopa

KomnoHeHT dopmar Konuuectso

Habop peareHToB «Amnaulpaiim® Kykypysa Bt176 1

nAeHTUGUKaLNA»
B 3/IEKTPOHHOM BUAE HA OPULMANBHOM

MHCTPYKUMA No npumeHeHuto Habopa < . -
caitte Mpounssogutena: www.nextbio.ru

KpaTKkoe pyKoBOACTBO NO NpUMEHeHUto Habopa 8 BymakHom Buae 1
B 9/IEKTPOHHOM BUAE Ha 0PULMATBHOM

MacnopT KayecTBa Ha Habop . P A by . -
cavite MNMpounssoantens: www.nextbio.ru

Bknagblly K  Habo A aBTOMATM4YeCcKoM

A Py A B HymaxkHOM BUAe 1

06paboTKM pesynbTaToB

2.2. MpuHUun metoga

MPUHUMN TECTUPOBaAHMA OCHOBAH HA NPOBEAEHWUWU OLHOBPEMEHHOM amnandukaumm ydactkos AHK
BbISIBJISIEMOTO TPAaHCHOPMALMOHHOIO COObITUA AMHUM TM-KyKypy3bl Bt176 1 y4acTKa reHOMa HeTPaHCreHHOM
KYKYPY3bl (3HAOrEHHbIN KOHTPO/b) NPU MOMOLLM CleundUYHBIX K 3TUM y4acTKam nparimepos U pepmeHTa
Tag-noavmepassbl. JeTekuma NnpoayKToB aMnandMKaumm npoucxoamT nytem nsmepeHusa GpayopecLeHTHOro
CUTHaNa B PEXMME «pPeasibHOro BpPeMeEHM» 33 CYET WMCNO/Ib30BaHMA B COCTaBe PeaKUMOHHOM cmecu
bNyopecLeHTHO-MeYeHbIX OJIMFOHYKNEOTUAOB (30HAO0B). 30HAbI TMOPUAMU3YIOTCA C KOMMAEMEHTAPHbIM
y4acTkom amnamnduumpyemonnt JHK-muULeHN, B pe3yabTaTe Yero NpomucxoamT HapacTaHMe MHTEHCUMBHOCTM
dnyopecuLeHuMK. ITO NO3BONAET PETMCTPUPOBATL HAKOMIEHNe cneunduyeckoro NPoayKTa amnanduKkaumum
nyTem U3mMepeHUa UHTEHCUBHOCTU (GYOPECLEHTHOIO CUIHANA C NOMOLbIO amnandukaTopa ¢ cucTeMon
aeTtekunn GayopecLeHTHOro CUrHana B perKMme «peasibHoro BpemMeHm».

Habop coaep»KuUT cuctemy 3almTbl OT KOHTAMMHALLMKW aMMIMKOHAaMK 3@ CYET NPUMeEHeHMUA dpepmeHTa
ypaumn-AHK-rnukosmnnasel (YAr) u Tpudocdata pgesokcuypuauHa. depment YOI pacnosHaeTr U
KaTanusmpyet paspyweHune uenen [OHK, cogepawmx pesokcnypmauH, Ho He [HK, cogepkalen
OE30KCUTUMUAMH. [Je30KcnypmuanH oTcyTcTByeT B npupogHoi AHK, Ho Bceraa npucyTcTBYeT B aMM/IMKOHAX,
NOCKONbKY TpudocdaT fe30KCUypUaANHA BXOAUT B cocTaB cmecn AHT® B peareHTax Ana amnanduKkaumu.
[e30KCcnypuanH genaet KOHTaMUHUPYIOWME aMNAINKOHbI BOCIPUUMUYMBLIMUK K PaspyLieHnto depmeHToM
YOI po Hayana amnandukaumm OHK-muweHun, v, cnepoBaTesibHO, OHWM He MOryT ObiTb B Aa/ibHENLWEM
amnanduumpoBaHbl.

depmeHT YAl TepmonabuneH u HaKTUBMpPYETCA Npu HarpesaHuu Bbiwe 50 °C 1 nosTomy He paspyLlaeT
aMM/IMKOHbI MULLEHM, HapabaTbiBaemble B npouecce MLP.

Ha atane amnanduKkaumm B npobupke ogHoBpeMeHHO amnanduumpyrotca yyactkm AHK Kykypysbl u IHK
MHUKM  TM-KyKypy3bl Bt176. Pe3ynbTaTbl amnanduKaumMm  PerncTpupyrotcs Mo  ABYM  KaHanam
dnyopecueHTHOM geTekumn (cm. Tabamuy 3).

Tabnunua 3
Cooteercteue HK-muweHe n KaHanos ¢payopecueHTHON geTeKuum
Kanan gna ¢payopodopa Cy5 R6G!
OHK-muweHb M-kyKypy3a Bt176 [OHK Kykypysbl (Zea mays)

O6nactb uHTerpaunn. FM-anemeHT

O6nactb amnandurKaumm Bt176 1 reHOM KyKypy3bl

YyacToK reHoma KyKypysbl

! Netekumsa curHana ana pnyopodopa R6G ocyecTBAALTCA N0 KaHany AeTeKUMM Ana aHanornuyHbix payopodopos HEX,
JOE, Yellow.
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3. KOHTPO/J1b KAYECTBA

B cootBetctBuMM c ISO 13485-ceptudunuympoBaHHon Cuctemolr MeHearkmeHTa KauyectBa KomnaHuu
000 «HeKkctbro», Kaxkpan cepus Habopa peareHToB «Amnaunllpalim® Kykypysa Bt176 npgeHTUdUKauma»
NpoBepPAETCA Ha COOTBETCTBME 3apaHee onpeaeneHHbIM TpeboBaHMAM AnAa obecneyeHUs NOCTOAHHOTO
KayecTBa NPoAyKUuMN.

4. OTPAHUYEHUA METOOUKU UCCNNEQOBAHUA

4.1.Habop «AmnanMNpanm® Kykypysa Btl76 wugeHTUPUMKAUMA» NPUMEHSETCA TONbKO  ANns
nccnenoBaTesIbCKUX U APYTUX HEMeULMHCKUX Lenei.

4.2. Habop npeaHasHayeH gna paboTbl TONBKO C UCCeAyeEMbIM MATepPUasoMm, YKasaHHbIM B pasaene
«HasHauyeHue». NccnegoBaHne apyrux BULOB MaTEPMANOB MOXKET NPUBECTU K NONYYEHNIO HEAOCTOBEPHbIX
pe3y/bTaToB.

4.3.MonyyeHne  [OCTOBEPHbIX  pe3ynbTaToB  obecneynBaeTcA  BbINOSHEHMEM  TpeboBaHWUiA,
npeabaABAAEeMbIX K B3ATUIO, TPaHCMOPTUPOBAHMIO, MOArOTOBKE U XpaHeHuo o6pasLoB uccieayemoro
maTepuana (cm. pasgen «Mccnegyemblini matepuan»).

4.4, AHan3 NULLEBbIX NPOAYKTOB C MUCTEKLUMM CPOKOM TOAHOCTM MM XPaHUBLUMXCA C HapylleHuem
Tpebyembix YCNOBUI MOMKET MOKasaTb HeBa/iMAHble pe3ynbTaTthl. [uuleBble NPOAYKTbl B npolecce
TPaHCMOPTMPOBKMU HEOBXOAMMO XPaHUTb B PEKOMEHA0BaHHbIX MPOM3BOAUTENIEM YCIOBUSAX.

4.5. MpumeHeHMe Habopa BO3MOMKHO TOJIbKO MepcoHanom, ObyyeHHbIM MpaBunam paboTbl B
nabopaTtopuu, BbINONHAIOWEN MONERYNAPHO-BMONOTMYECKME UCCNea0BaHMA.

4.6.Mpwn paboTe ¢ Habopom cnegyeT UCMO/Ib30BATb TONbLKO aMMIMPUKATOPbI C CUCTEMOM AEeTeKuuun
bNYOpPECLLEHTHOIO CUTHANA B PEKMME «PeanbHOro BPEMEHMU», XapaKTEPUCTUKM KOTOPbIX YAOBAETBOPAIOT
TpeboBaHMAM, yKasaHHbIM B pasgene «JononHutenbHoe obopygoBaHMe U maTepuanbl».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. Pabota ponkHa npoBoauTbCcA B flabopaTopuAx, BbIMOAHAIOWMX MOSEKYNAPHO-OMonornyeckue
nccnefoBaHuA ¢ cobnogeHnem TpeboBaHUI MeToAMYECKMX YKasaHui MY 1.3.2569-09 «OpraHusauma
paboTbl fabopaTopuit, MCNONL3YOLWMX MeToabl amnaMdUKaLMM HYKNEUHOBLIX KMCAOT npu paboTe ¢
MaTepuanom, cogeprawmm mukpoopraHusmel I-IV rpynn natoreHHoctu» 1 FOCT P 53214-2008 «MpoayKTbl
nuwesble. MeToapl aHanusa ANA OOHapyKeHUA TeHeTUYECKM MOAUODULMPOBAHHLIX OPraHM3MOB U
NOJIy4EHHbIX M3 HUX NpoayKToB. ObWwue TpeboBaHMA 1 onpeaeneHua».

5.2. Npwu paboTte HeobxoaMMO Bcerga BbINOMHATL Caeaytolme TpeboBaHus:

- anMeHHTb Ha60p CTPOro nNnoO Ha3Ha4YeHUKO B COOTBETCTBUU C ,D,aHHOVI MHCTDYKLLMGVI. OTKNOHEeHMe oT
nponncaHHbLIX Npoueayp n nopAaaka ,El,el‘;ICTBVIl\;I MOXeT NPUBECTU K NONTYHEHUNIO HEQOCTOBEPHbIX pe3y/1bTaTOB
daHanus3a.

- JlabopaTopHbln npouecc AonKeH O6biTb OAHOHAMPABAEHHbIM. AHanuW3 cneayeT NpPoOBOAUTL B
oTAeNbHbIX MomelleHMax (30Hax) B cooTtBercTBMM ¢ MY 1.3.2569-09. He Bo3BpawartbL 06pasupl,
060pyaoBaHME U peareHTbl B 30HY, B KOTOPOW Obla NpoBegeHa NpeablayLlan cTaama npouecca.
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- Ybupatb M gesnHOMUMPOBaATb pPasnTble 06pa3Lbl UAN peareHTbl, UCMONb3YA Ae3nHPULMpyoLWne
cpeacTsa B cootBeTcTBMM ¢ CaHlunH 3.3686-21.

- YganATb HEMCNONb30BaHHbIE peareHTbl, peareHTbl C MCTEKWWMM CPOKOM TFOAHOCTM, a TaK¥Xe
NCMOo/Ib30BaHHbIE peareHTbl, yNakoBKY B COOTBETCTBMMU ¢ TpeboBaHmamum CaHlMunH 2.1.3684-21.

BHUMAHMUE! Mpu yaaneHun oTxodoB nociae amnanduKkaumm (Npobupok, cogepskawmx npoayKtsl MLP)
HeAoMNyCTUMO OTKPbIBaHWE NPOBUPOK M Pa3bpbI3rMBaHUE COAEPHKMMOTO, MOCKO/IbKY 3TO MOXKET MPUBECTU K
KOHTaMWHaumn npoayktamm MLP nabopatopHOM 30HbI, 060pYyA0BaHWNS U PeareHToB.

- Wcnonb3oBaTb U MEHATb NPU Kax4ol onepaumm 04HOPA30Bble HAKOHEYHUKN 4S9 aBTOMATUYECKUX
[,03aTopoB C PUALTPOM.

- [loBepxHOCTW CTONOB, a TaKKe NOMeLLEeHNA, B KOTOPbIX NpoBoAnTCcA noctaHoBKa [MLUP, oo Havyana m
nocne 3aBeplueHMa pabot Heobxoammo noasepratb yabTpadmnoneTtoBomy 0bs1ydeHmto B TedeHne 30 MUH.

- Habop peareHTOB npeaHasHayeH Aas  OAHOPA30BOr0  MNPUMEHEHUA NpU  NpoBeAeHMU
MLUP-uccnepoBaHns ykasaHHOro Kosindectsa npob (cm. pasgen «CoctaB M KOMMIEKTHOCTbY).

- Habop peareHToB rotToB K NPUMEHEHWIO COTIaCHO AaHHOMN MHCTPYKUMK. NMpumeHaTb Habop CTporo no
Ha3HayeHMuIo.

- He ucnonb3oBath Habop peareHTOB, €CAM HapylleHa BHYTPEHHAA YMaKOBKa, WAW BHEWHWIA BUA,
peareHTa He COOTBETCTBYET ONUCAHMIO.

- He ncnonb3oBaTtb Habop peareHToB, €C/iv He COH1t043NUC YCNOBUA TPAHCNOPTUPOBAHUA U XPAHEHUSA
COTNacHO UHCTPYKLMW.

- He ucnonb3sosatb Ha6op peareHTos No ncTte4yeHmMn CpokKa rogHoCTun.

- Wcnonb3oBaTb 04HOPA30BblE HEOMYAPEHHbIE NepYaTKu, NabopaTopHble XanaThl, 3alWMLLATb [1a3a BO
Bpems paboTbl c 06pasLamm 1 peareHTamu. TaTeIbHO BbIMbITb PYKM MO OKOHYaHUKM paboTbl. Bce onepaumm
NPOBOAATCA TONLKO B NEpPUYaTKax ANA UCKNOYEHNA KOHTAKTa C OpraHM3MOoOM YeoBeKa.

- He ecTb, He NUTb U He KypuUTb B NpoLLecce MCnoib3osaHMA Habopa. M3beraTb BAbIXaHMA NapoB.,
KOHTAKTa C KOXEeW, rnasamu 1 cansmctoi obosioukoit. He rnotats.

- Tlpn KOHTaKTe Hemea/IeHHO MPOMbITb MNOPAYKEHHOE MECTO BOZOM M MpPW MJIOXOM CaMOYYBCTBUM
06paTUTLCA 33 MegUUMHCKOM nomolbio. Mpy nonagaHuy BHYTPb, PBOTY HE Bbi3blBaTb, NPONOJIOCKATb POT
BOAON, 06paTUTbCA K BPayy NpU NI0OXOM CaMOYyBCTBUM.

5.3. Mpwn MCNoNb30BaHUA no Ha3Ha4yeHuro n CO6I'IIOA€HMVI BbllenepevYncneHHbIX mep
npeaoCTopoOXKHOCTH Ha6op 6esonaceH. PeareHTsl Ha6opa coaepKat HaTpuA asna B KOHUEHTPaUUN He 6bonee
0,1% 1 cOOTBETCTBEHHO He KﬂaCCMd)VILI,MpWOTCFl KaK OnacCHble U He TDE6YIOT CO6I'II-OFI,€HMH cneynanbHbIX mep
npeaocTopoXKHOCTH.

5.4. Cneumdunueckme Bo3aencTena Habopa Ha OpraHM3m YesloBeKa:
- KaHueporeHHbIl apdeKT oTcyTCTBYET.
- MyTareHHoe AeiicTBMEe OTCYTCTBYET.

- PenpoayKTMBHaA TOKCUYHOCTb OTCYTCTBYET.
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6. AONO/THUTE/IbHOE OBOPYAOBAHUE U MATEPUA/bI

6.1. B3aTue uccnegyemoro matepuana

6.1.1. KoHTeliHep NNacTUKOBbLIN ANA B3ATUA, XpaHEHUA M TPAHCMOPTUPOBKK BUoorMyeckux obpasuos
obbemom 50 — 60 mn.

6.1.2. MakeTbl U €eMKOCTM g/a oTbopa, TPAHCMOPTUPOBAHMA M XPaHeHUs nosydabpuKaTos, NPOAYKTOB
NUTaHWA, 0AHOKPATHOro NpumeHeHun (Zip-Lock naketbi).

6.1.3. OaHopa3oBble NOAMMNPONUAEHOBbIE NPObUPKKU TUNa «Falcon» o6bemom 5 nan 15, nam 50 mn.

6.1.4. AHanAUTNYECKME NN NPELU3NOHHDbIE BECHI.

6.2. lpepBaputenbHaa NOAroToBKa Uccaeayemoro matepmana
6.2.1. Mpobupku TMNa «dnneHgopd» obvemom 1,5 ma nam 2,0 ma.
6.2.2. OgHOpa3oBble NOAMMNPONUAEHOBbIe NPobupKK TUNa «Falcon» o6bemom 5 nnum 15, uam 50 mn.

6.2.3. MuKpoueHTpudyra gns npobupok tuna «dnneHaopd» obbemom 1,5 — 2,0 M/ C YCKOPEHUEM He
meHee 10000 g.

6.2.4. LleHTpudyra ans nonmnponuneHosbix Npobupok Tuna «Falcon» ¢ yckopeHnem He meHee 2 000 g.
6.2.5. PapdopoBsbie CTYNKM M NeCTbl UAM aBTOMATUYECKUIA FOMOreHn3aTop.
6.2.6. HOXXHMUbI, NTUHUETDI.

6.2.7. OaHOpa30Bble HaKoHeYHMKHK, cBoboaHble oT [IHKa3/PHKas, ans ao3atopos nepemeHHOro ob6bema
¢ dpunbTpom ot 10 o 1000 mkn.

6.2.8. ABTOMaTU4YeCcKMe 403aTopbl NepemMeHHOro obbema.
6.2.9. Boprekc.

6.2.10. AnctnnnmposaHHana Boaa.

6.3. 3IKcrpakuua OAHK u3 uccnegyemoix o6pasuos

6.3.1. Habop peareHToB ana 3skctpakuum AHK «MarHolpaiim® TMO» mnam «MarHolMpanm® PGUTO»
npowussoactea OO0 «Hekctbuo», Poccusa, unm ntoboii apyroin pekoMeHL0BaHHbIN NponssoauTenem Habop,
COOTBETCTBYIOLWMI CAeayrolWmnM TpeboBaHUaM:

- Habop nossonseT BblaenATb AHK 13 cbipbA pacTUTeNbHOro NpoucxoxaeHus (obpasubl cemaH, Kpyn,
pactTutenbHble 06pasupbl, oToO6paHHbIE U3 OKPY*KaloLWEl cpeapl, BEreTaTUBHbIE YaCcTW PacTeHWUIA), NPOAYKTOB
NMUTAaHUA U KOPMOB, COZEPIKALLMX KOMMOHEHTbI PACTUTE/IbHOTO MPOUCXOMKAEHUA (3aMEHUTEeNN MOJIOKa,
neyeHbe, KallM, XNOMbA, WPOT, TEKCTYpaTbl M T.M.); U3 NPOAYKTOB NUTaHWA, nonydpabpuKaTos, Cbipba U
KOPMOB »KMBOTHOTO MPOMCXOXAEHMA (KopmoBble A06aBKKM, KOMBMKOPMA, MACOKOCTHAA MyKa, KOHCEpBbI U
T.M.) ANA nocneayowero nccnegosaHmsa metogom MUP ¢ rubpuamsaumoHHo-GyopecLeHTHON geTekumein
NPOAYKTOB amMnIMdUKaLMM B PEKMME «PeasibHOro BPeMeHN»;

- cocTaB Habopa BKAtovaeT peareHT OKO (oTpuMLaTeNbHbIA KOHTPOIbHbIN 06pasel);
- Habop nossonseT nccnenosaTb 06pasLbl 06bemMom He meHee 200 mKn;
- Habop no3BonAeT NPoBOAUTb 3atoumMto ounweHHon HK B 06beme He meHee 100 mKA.

6.3.2. [lononHuTeNbHblE MaTepuanbl U 0b6opyagoBaHMe, Heobxoanmble Ans akcTpakumm OHK, — cornacHo
MHCTPYKLMM K Habopy peareHToB Ans aKkcTpakumm JHK.
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6.4. AmMnaudmKauma, AeTekuma NPOAYKTOB amnauduKauuu, aHanu3 UM MHTepnpetauus
pesynbTatos

6.4.1. OgHoOpa30Bble NoANNPonMAeHoBble NPobupkK, ceoboaHblie oT [IHKa3/PHKas, cheaytolmx Buaos:

- 3aBUHYMBaKOWMecCA I'IpO6MpKM M KPbIWKN K HAM UK NNIOTHO 3aKpbiBatowmeca ﬂpO6MpKM obbemom
1,5 mn - gna npuroTosneHUA peaKLLMOHHOVI CMecCH;

- TOHKOCTeHHble npobupkn ana MNUP obbemom 0,2 M1 C BbINYKJAON WAM MJIOCKOW OMNTUYECKMU
NpPO3pPayYyHoO KPbILWKOM nan npobupkn o6bemom 0,2 ma B CTPUNAX NO 8 LWIT. C NPO3PaAYHbIMK KPbILLKaMM — ANA
nposegeHua MUP npu ncnonbsoBaHnmn npnbopa naaHWeETHOro TMNa;

- TOHKOCTeHHble npobupkun gns MNLUP o6bemom 0,2 M C NIOCKOW KPbIWKOM Man npobupkun gns MNLUP
ob6bemom 0,1 mn B cTpMnax no 4 wT. ¢ KpblwWKamm — gnsa nposegerHna MNUP npu ncnoabsosaHum npmbopa
pPOTOPHOrO TMNa.

6.4.2. OaHOpa30Bble HaKoHeYHMKK, cBoboaHble oT IHKa3/PHKa3, ans no3aTtopos nepemeHHOro obbema
¢ dpunbTpom Ao 100 mk.

6.4.3. lTatnebl ana npobupok obvemom 0,2 mn mam 0,1 mn (B COOTBETCTBMM C UCMNOAb3YEMbIMU
npobupkamu ans MNLP).
6.4.4. Bokc abakTepunanbHoi Bo3ayLWwHoM cpeapl (MUP-60Kc).

6.4.5. LeHTpudyra-BopTeKC WAN OTAE/IbHO BOPTEKC M  MUKpoueHTpudyra ana npobupoKk Tuna
«3nneHaopd» obvemom 1,5 mn, 0,6 mn, 0,2 ma.

6.4.6. ABTOMaTU4YECKME A03aTOPbl NEPEMEHHOro ob6bema.

6.4.7. CTaHUMA aBTOMATUYECKaA C MOAYNEM ANA NPUrOTOBAEHMSA U A03MPOBAHMA PEAKLMOHHBIX CMecei
N KOMMJEKT PAacXO4HbIX MaTePMasoB K Hell COracHO MHCTPYKLMKM Npon3BoamTens - B Clydae NpUrotToBaeHms
peaKLMOHHbIX CMecel C UCNOAb30BaHMEM aBTOMATUYECKOM CTaHL UM,

6.4.8.MporpaMmmnpyemblii amnaMdUKaTop POTOPHOTO WMAM MAAHLLIETHOrO TUMNA C CUCTEMOM AeTeKuuu
$NYOPECUEHTHOTO CUTHaNa B PEeXUME «PeasbHOro BpPEeMEHW», COOTBETCTBYIOWMI  Ccleayowmm
TpeboBaHMAM:

- Ha/MuyMe He3aBUCUMbIX KaHanoB ¢GayopecueHTHOW aetekumun aas dayopodopos R6G m Cy5 c
XapaKTEPUCTUKAMM, YKa3aHHbIMK B Tabauue 4.

Tabnuua 4
Tpebyemble xapaKTEPUCTUKU KaHAN0B ¢1IyopecL,eHTHON AeTeKuum
ANNHbI BOMH, HM
KaHan gna ¢nyopodopa Bo36y:xaeHus DeTteKkuumn
MuHumym Makcumym MuHumym Makcumym
R6G 515 532 545 580
Cy5 620 640 660 690

- 4N npMbopoB NAHLLIETHOro TUNa HaMYMe NoA0rPEBAEMOI KPbILWKK € TemnepaTtypoi 6onee 100 °C;
- TOYHOCTb NoAAEepPKaHMA TemnepaTypsbl < 10,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb Ox/axkaeHunn He meHee 1 °C/cek.

6.4.9. XonoAuNbHUK, NoAAEPKUBAOWMIN TeMmnepaTypHbIn pexkum ot 2 o 8 °C.

6.4.10. OTaenbHbIM Xanart, Wano4vykun, obyBb M 04HOPa30Bble NepyaTkn B cooTBeTcTBUM ¢ MY 1.3.2569-09.

6.4.11. EmMKoCTb Ana cbpoca HAaKOHEYHMKOB.
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7. UCCNEAYEMbIA MATEPUAN

MaTepuranom ansa uccnefoBaHua cay:kat obpasubl AHK, akcTparMpoBaHHble U3 cneaytowmx ob6pasLos:

- Cblpbe PaCTUTENbHOTO MpoMCXoXKAeHMA (obpasubl CcemMsaH, Kpyn, pacTuTesbHble 06pasLbl,
oTobpaHHbIE N3 OKPY*KaloLLen cpeabl, BereTaTUBHbIE YaCTU PacTeHUI);

- NPOAYKTbl MNWUTAaHMA W KOPMA, COAEP’KalMe KOMMOHEHTbl PACTUTE/IbHOTO MPOUCXOMKAEHUS
(3ameHunTENN MONOKa, NeYeHbe, KallK, X10MNbA, WPOT, TEKCTYpaTbl 1 T.M.);

- MPOAYKTbl NMWUTaHMA, nosydabpuKaTbl, Cbipbe M KOpMa MUBOTHOTO MPOUCXOXKAEHUA (KOpMOBble
006aBKKN, KOMBUKOPMA, MACOKOCTHAA MYKa, KOHCEPBbI U T.1.).

BHUMAHMUE! TMepesn Hayvanom paboTbl cnesyeT O3HAKOMMUTbCA C  METOAMYECKMMM  YKa3aHMAMMK
MY 2.3.2.1917-04 «MopagoK MU OpraHM3auma KOHTPOAA 33 MULLEBOM NPOAYKUMEN, noaydyeHHoM m3/uam c
MCNO/Ib30BAaHMEM CbIpbA PACTUTE/IbHOTO MPOUCXOXKAEHUA, UMEIOLLEro reHeTUYeCKU-moanduLMpoBaHHbIE
aHanormn». OTHoOp, TpPaHCMOPTUPOBAHME U XpPaHeHWe wuccneayemblx 06pasLoB cregyeT NPOBOAUTL B
cooTBeTcTBUM ¢ TpeboBaHMAMM TOCTOB Ha COOTBETCTBYIOLLMIA BUA, MPOAYKLNN.

BHMUMAHME! MNMpoayKTbl NTUTaHUA C UCTEKLLIMM CPOKOM FOAHOCTM aHANN3Y HE NOAJIexaT.

7.1. NpepBaputenbHasa obpaboTKa

BHMUMAHMUE! Bce nccneayemble 0bpasLbl AO/IXKHbI MPOUTM NpoLeaypy NpeasapuTebHON MOArOTOBKM B
COOTBETCTBMM C PEKOMEHAYEMOM HUXKE NPOLEAYPON.

7.1.1. Uccnepyemble 0bpasubl maccoi He meHee 100 mr pacteperb NeCTUKOM B CTYMKe A0 FOMOreHHOro
COCTOAHMA.

MpumeyvanHua:

1) FomoreHusaumio 06pasLoB MNAOTHLIX NPOLYKTOB PEKOMEHAyeTCcs MPOBOAMUTL C MCMOJb30BaHWEM
aBTOMAaTUYECKMX FOMOTeHN3aTOPOB M COMYTCTBYHOLMX PACXOAHBIX MaTepManos.

2) Cyxue, npoTpas/ieHHble, 06paboTaHHble penenneHTammn NpoTMB NTUL, U FPbI3yHOB CEMEeHa W 3epHa
pekomeHAayeTcA 3aMadunBaTh B AUCTUAIMPOBAHHOW BOAE B TeYEHME CYTOK.

3) MpoAayKTbl C BbICOKMM COAEpXaHMEeM CaxapoB, COAM M Creuuit pekomeHayerca obpaboTtatb Ana
yaaneHna usbbITKOB yriesoaoB U coelt, cnocobHbIX NOBAMATL Ha KadecTso [MLUP, cneayowmm obpasom:
Ko/nyectBo 06pa3uos, oTobpaHHOE A1 rOMOreHM3alUmnmn, npeasapuTenbHO NPOMbIT AUCTUANMPOBAHHOM
BOAOM 2—3 pasa, Kawabli pa3 yganAas Bo4y, OCTaBLUYIOCA M/IOTHYI Maccy WCNo/b30BaTh AN
romoreHunsauuu.

,U,OI'IVCKBETCFI XpPaHEeHMe romoreHaToB Corn1aCHoO ycnoBmAam, peKOMeHA0BAHHbIM 414 XPaHEHUA CbipbA NN
nnuesoro NpoAaykKTa.

7.1.2. K romoreHnsnposaHHbIM obpasuam aobasutb bydep P? ns pacueta 1 mn Bydepa P Ha Kaskable
100 mr obpasua. B 3aBMCMMOCTM OT KOHCUCTEHUMM obpasua Npoao/IKUTb FTOMOTeHMU3ALMIO B CTYMNKe A0
noJlyd4eHMsa 04HOPOLHOM CycneH3nn, MMbo TWATeIbHO NepemMelLaTb CoAepXKMMOoe NPOBMPOK Ha BOPTEKCE.

2 PeareHT BXOAMT B cocTas Habopa «MarHolpaitm® TMO» n «MarHolMpaitm® GUTO» npoussoactsa 000 «HekcTbro»,
Poccua.
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7.1.3. B yncTble NPOMapKUPOBaHHbIe NPOB6MPKM TMNa «InneHaopd» obvemom 1,5 mn otobpatb 1,2 mn
NOsIy4EHHOM CycneH3nn U MHKybuposaTb 10 MMHYT Npu 65 °C, nepemelunBan COAEPKMMOE Ha BOpPTEKCE
KaXkaple 2 MUHYTbI. LleHTpndyrmposatb npobupku ¢ uccnegyemoimm obpasuamm npu 3 000 g2 B8 TeueHune
5 MuH.

7.1.4. HapocaflouHYO MAKOCTb, MNOJIYYEHHYIO Mocae npeaBapuTenbHol o06paboTkn o06pasuos,
ncnonb3ytoT ansa Bblgenenma OHK cornacHo MHCTpyKkuMm K Habopam peareHToB «MarHollpaiim® TMO»
n/nam «MarHolpanm® OUTO» npoussoactsa OO0 «Hekctbuo», Poccua. MonyuyeHHbI cynepHaTaHT
MCNo/1b30BaTb A4/1A Aa/ibHeLWen 3KCTPaKLMN.

8. MPOBEAEHUE UCC/NIEAOBAHUA

WccneposaHme A0MKHO NPOBOAMUTLCA NPU HOPMa/bHbIX MOKa3aTeNax MUKPOK/IMMaTa nabopatopun®:

- TemnepaTypa OKpyrKatowero Bo3gyxa ot 20 °C go 28 °C;

- OTHOcuTenbHasa BAaxHocTb 40 — 75 %.

8.1. 3Kcrpakuma AHK u3 uccnegyemoro marepmana

Ona akctpakumm OHK mncnonb3oBaTb Habopbl peareHTOB, pPeKkomeHAoBaHHblie [lpousBoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U maTtepuanbi». Nopagok paboTbl c Habopamum ANnA IKCTpaKLMK
OHK cmoTpuTe B MHCTPYKUMM MO UX MTPUMEHEHMUIO.

Kaxgas rpynna sKcTparmpyembix 06pasLOB [OJ/IKHA COMPOBOXAATHCA MOCTAHOBKOW OTPULLATENIbHOTO
KOHTpoIbHOro o6pasua (OKO)® 8 oaHOM nosTOpE.

B npouecce akcTpakumm AHK ncnonbsoBath cneaytolme o6beMbl peareHToB U uccneagyemblx 06pasLoB:
- obbem uccnegyemoro 06pasya’ — 200 mkn B NpobUPKKM ANa nccnegyemblix 06pasLos;
- o0bbem peareHTa OKO — 100 mkn B npobupky ans OKO;

- 0b6bem peareHTa, ucnonbsyemoro ana snoumumn AHK, — 100 MKA npu UCNoab30BaHUKN Habopos ana
aKkcTpakumm HK «MarHoMpaiim® TMO» un / uan «MarHolpaitm® ®UTO» npounssoactsa OO0 «HeKcTbuo»,
Poccua, nnbo npu ucnonbsosBaHuM nwboro apyroro pekomeHgosaHHoro [Mpoussogutenem Habopa,
COOTBETCTBYIOLLEro TPebOoBaHUAM, YKa3aHHbIM B M. 6.3. AaHHON UHCTpyKLMK.

MpumeyaHue: BOSMOXKHO NCMNOJIb30BaHWe obpa3uos JHK, BblaeneHHbIX 414 NpeaBapuTenbHOro aHaamsa c
Mcnonb3oBaHMem Habopos peareHToB «Amnaulpaiim® PacteHue», u/uan  «Amnaunlpanm® MO
PacteHue», n / nan «Amnaumlpainm® rMO-CKkpuH» npomnssoactsa OO0 «HeKcTbmo».

3 Ana munmn-uentpudyr Eppendorf MiniSpin®/ MiniSpin® plus 6 500 06/MuH.

4YKasaHbl A0NYCTUMble HOPMbl TemnepaTypbl W OTHOCUTENbHOM BAAXHOCTU BO3dyxa B pabouell 30He
NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBUM C TpeboBaHuMamM [OCT 12.1.005-88 «Cuctema CTaHOApTOB
6e3onacHocTv Tpyaa. ObLne caHUTapHO-FMrMeHnYecKkme TpeboBaHMA K BO3AyXy paboyeit 30HbI».

5> BxoauT B cocTas Habopa, pekomeHa0BaHHOro NMpounssoanTenem a0 NPoBeAeHNA SKCTPAKLMKN HYKIEUHOBbIX KMCNOT.
6 lna HekoTopbIX BMAOB 0b6pasuos TpebyeTca npeasapuTenbHas NOArOTOBKa COrNacHo pasgeny «Mccnemyembiin
maTepuany.
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8.2. TloparoTtoBKa peareHTOB AnA amnandukauum

BHUMAHUE! KomMnoHeHTbl pPeakuMOHHOM CMecu c/leayeT CMeLlMBaTb HEMNocpeaCTBEHHO nepej,
nposegeHvem MMLP.

BHUMAHUE! B cnyyae npurotoBNeHUA PEaAKLMOHHOM CMECM C MOMOLLbIO aBTOMATMYECKOW CTaHUUK
cnepyiTe yKasaHUAM MHCTPYKLUKM MO €e UCMO/Ib30BaAHMIO.

8.2.1. Paccuntatb obbembl MMUP-cmecu Btl76 u bydepa B, Tpebytowmeca gns NPUroToBAEHMUS
peakuMoHHoM cmecn (cm. Tabaunuy 5). Cmecb roToBUTb Ha ObLLEe YNCNO UCCAeAyEMbIX U KOHTPO/IbHbIX
06pa3LoB NAOC 3anac He MeHee Yem Ha OHY peaKLuio.

Tabnuua 5
Pacuer 06bemMOB KOMNOHEHTOB AnAa peaKU,MOHHOﬁ cvmecu
PeareHT 06bem, MKn 0O603HauyeHusn
NUP-cmeck Bt176 10,0%(N+1) N — KonuuecTBo amnanobuumpyembix obpasuos JHK,
Bycbep B 5,0*(N+1) BK/1lOYaA KOHTPO/U

8.2.2. NMepemewatb cogep*knumoe npobupok c NUP-cmecbio Btl76 n bydepom B, ocaantb Kanam Ha
BOpPTEKCe.

8.2.3. MpUroToBnUTb peakLMOHHYIO CMECb B OTAEAbHOM NpobupKe, A06aBUB KOMMOHEHTbI B 06beMaXx,
paccunTaHHbIX B M. 8.2.1. Nepemewiatb CMeCb U 0CaaUTb Kanau Ha BOpTEKce.

8.2.4. OTobpaTb HeobxogMmoe KoAM4ecTBo NPOBUPOK uAM cTpunoB pas amnamdukaumm [OHK
nccneayemblXx U KOHTPOJIbHbIX 0OpasLOoB, MOAYYEHHbIX HA 3Tane 3KCTpakuuu. Bbibop npobupok ana
amnanduKaLmMm 3aBUCUT OT UCMOIb3yEMOro ammnindrKaTopa C CUCTEMOM AEeTEKLUN B PEXMME KpeasibHOro
BPEMEHUN».

8.2.5. BHecTv B NpobupKu no 15 MKA NpUroToBAEHHOW peakLMOHHOMU cMecH.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAKLMOHHOM CMECU XPAaHEHUIO HE NOA/IexKaT.

8.3. BHeceHue npob6 OHK, nposBegeHne amnandpukauum n getekumm

BHUMAHMUE! Mpu pobasneHun npob [AHK, 3KcTparMpoBaHHbIX C NOMOLLbIO HabopoB peareHToB A
NPoBeAEHUA IKCTPAKLUM METOAOM COpPbLMM Ha CUAMKArene UAM MArHUTHOW cenapaumu, Heobxoanmo
nsberaTb NonagaHMsa copbeHTa B peakLMOHHYH CMECh.

8.3.1. BHecTu B NoAroToBAeHHble NPOBUPKK C peakuMoHHOM cMmecbio no 10 mka npo6 AHK.
8.3.2. BHEeCTM KOHTpO/IbHble 06pasLbl:

a) NoNoXKUTeNbHbIN KOHTpoab MUP (MK) — B ogHy npobupky ans obpasua MK sHecTn 10 MK peareHTa
MNKO Bt176.

6) oTpuuaTtenbHblii KoHTpoab MUP (K-) — B ogHYy npobupKy C peakuMOHHOM cmecbtlo BHECTU 10 MK
peareHTa K-.

B) OTpMLaTENbHbIN KOHTPOAb 3KcTpakumm (OK) — B oaHy npobupky ana obpasua OK BHecTn 10 MKn
npobbl, aKcTparMposaHHoM ns OKO.

8.3.3. 3anporpammunpoBaTb amnanduKaTop C CUCTEMOI AETEKLUN B PEXKUME «PeasbHOro BpeMeHU» AN
BbINO/SIHEHUA «EAMHOM» nporpammbl  amnanbuKauum U Aetekumr  (GAyopecueHTHOro  curHana
(cm. Tabnnuy 6).
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Tabnunua 6
EguHana nporpamma amnandpuKaumm n getekumm ¢ayopecueHTHOro cMrHana

o JleTeKuma no KaHanam gna Konnuecteo
Linkn Temnepatypa, °C Bpemsa dnyopodopos T
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 45
60 20c R6G, Cy5

MpumeyaHue: c MCNONb30BaHWEM €AMHOM MPOrPaMMbl MOMKHO OAHOBPEMEHHO MPOBOAUTL B OAHOM
npubope noboe coyeTaHMe TECTOB, BK/IOYAA TECTbl C 06pPaTHOM TpaHCcKpunuuen n amnandurkaumen. Mpu
OLAHOBPEMEHHOM MPOBEAEHUM HECKO/IbKMX TECTOB AeTeKuMA $ayopPecLLEeHTHOro CMrHaaa HasHavYaeTcsa u no
OPYrMM MCNosib3yeMbIM KaHanam, NMOMMMO YKasaHHbIX B Tabauue. B cnyyae ecam B oaHom npubope
OAHOBPEMEHHO MPOBOAATCA TECTbI TONbKO ANs BbiABAeHus AHK, MOXHO yaanutb U3 AaHHOW NporpamMmbl
nepsbli WwWar obpaTHoM TpaHcKpunuum (50 °C — 15 MUHYT) 419 SKOHOMUU BPEMEHU.

8.3.4. YCTaHOBWTb NPOBMPKM MK CTPUNbI B AYENKM PEAKLIMOHHOTO MoayAa npubopa.

MpumeyaHue: Heo6x0AMMO Nepes, NOCTAaHOBKOW B amMmnIMOUKATOP NAAHWETHOIO TMMa 0CaauTb Kamnau co
CTEHOK NPOBUPOK Ha BOpPTEKCE.

8.3.5. 3anycTuTb BbINOAHEHME NPOrPaMMbl aMNAMOUKALMM C AeTeKumen payopecLeHTHOro CMrHana.

8.3.6. Mpubop npoBOAUT perncTpaumio GAYOPECLEHTHOTO CUIHanAa aBTOMATUYECKUM B peXuUme
«pPeanbHOro BPEMEHUY.

8.4. AHanus n o6paboTtka pesynbraToB
AHanuns n 06paboTKy pe3ynbTaTOB MOMXKHO NPOBOAMUTD:

— B aBTOMAaTMYECKOM peXUMe C WCMNoNb30oBaHMEM MporpammHoro obecneyeHunsa FRT-Manager
(000 «UNHTep/1abCepBuC», Poccma) cornacHo pyKkoBOACTBY No/Ib30BaTeNs, BbibpaB METOAMKY, YKa3aHHYO BO
BK/MaAbllle, npuaaraeMom K Habopy. PyKoBoACTBO Mo/ib30BaTesNs pasMeleHo Ha oduumMasbHOM caiTe
000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM pexume C MOMOLIbIO NporpammHoro obecneyeHua npubopa, Ucnonblyemoro And
nposegeHua TMUP c petekumelrt B peXume «peanbHOro BPEMEHM», COMMACHO WHCTPYKLMM MO ero
NPUMEHEHWMIO, MHCTPYKLMKW MO NPUMEHEHUIO Habopa M KPAaTKOMY PYKOBOACTBY, Npuaaraemomy K Habopy.

BHUMAHMUE! O6paboTKy gaHHbIX (P1yopecueHTHbIX KPpMBBIX), MONYYEHHbIX B MPOrpaMmHOM obecrnevyeHnn
npubopa, ucnonbsyemoro ana nposegerua MNLP c aetekumer B pexnme «peasbHOro BpemeHu», NpoBOAUTb
COFIaCHO UHCTPYKLMM MO ero NpUMeHeHUto0. PeKomeHayemble napameTpbl 418 06paboTKM AaHHbIX YKa3aHbI
B KPaTKOM pYKOBOACTBE, Mpuiaraemom K Habopy.

O6paboTKa 1 pacyeT pesy/bTaTOB NPOUCXOAUT HA OCHOBAHUW HaMUUA (MW OTCYTCTBUA) NepeceveHuns
KpuBol dayopecueHuUmm S-obpasHoi (cMrmoobpasHoit) Gpopmbl C YCTAaHOBNEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBOM IMHUEN, YTO onpeaensieT Haanume (Mnm otTcyTcTBme) ana gaHHoi npobbl AHK 3HayeHus
noporosoro uukna (Ct) B cooTtsetcTBylowWei rpade Tabnauubl pesynbtatoB. MapameTpbl 06paboTKM
bnyopecLeHTHbIX KPMBbIX 3aBUCAT OT UCMOJIb3yeMO MoAenn aMnandurKaTopa.

KpvBble HakonneHus GAYOPECLLEHTHOTO CUrHa/la aHa/M3MpyloTca Mo 2-M  KaHalaM  JdeTekuuu
(cm. Tabnunuy 7).

Tabnuua 7
deTtekuuna payopecueHTHOro curHana

KaHan ana ¢nyopodopa Cy5 R6G
Ob6nactb uHTErpaunn. FM-anemeHT

Bt176 1 reHOM KyKypy3bi Y4acToK reHoMa KyKypy3bl

MpoayKT amnanoukaumm
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8.5. WUHTepnpeTtauma pesynbTatos

MHTepnpeTaumio pesyabTaToB NPOBOAAT B ABYX BapuaHTax:

— BPYYHYIO B COOTBETCTBUM C Tabanuen 9 M KpaTKMM PYKOBOACTBOM, MpUaaraembiM K Habopy. Pesynbtat

NCCNeaoBaHMA CYMTAKOT AOCTOBEPHbIM, €CAM pe3ysbTaTbl, MOJIyYEHHble A1 KOHTPOJbHbIX 06pa3Los,

COOTBETCTBYHOT KpUteEpUAM BaIMOHOCTU, YKAa3aHHbIM B Ta6/w1u,e 8ns KpaTKOM pyKOBOACTBE, NpUiaraemom

K Habopy;

— B aBTOMaATM4YECKOM peXume C Ucnoab3oBaHNeEm nNporpamMmmHoOro obecneyeHus FRT—Manager

(OO0 «NHTeplabCepBuC», Poccus) cornacHo pyKoBOACTBY N0J1b30BaTeNs, BbiIbpaB MEeTOAMNKY, YKa3aHHYIO BO

BKAadbllle, npunaraemMom K Habopy. PYKOBOACTBO NO/b30BaTens pasmMelleHo Ha odpuuManbHOM canTe
000 «WHTepfabCepsuc» no aapecy: https://www.interlabservice.ru/service/frt/. Kputepmum BanngHoctu
pe3y/nbTaToB, MOJYYEHHbIX AN KOHTPOAEW, M aNrOPUTM MHTEpNpeTaummn pesynbTaToB A4 UcCaedyemblxX

06pa3u,08, ncnosibyemblie B NporpaMmmHOmM O6€CFI€‘-IEHMM, npeacrtaBieHbl B Ta6nv|u,ax 8 1 9 cOOTBETCTBEHHO,

M B KpaTKOM PYKOBOACTBE, NpuaaraeMom K Habopy.

Tabnumua 8

KpMTepMM Ba/IMAHOCTU ANA KOHTPOJIbHbIX 06pa3u,03

3HaueHue noporoBoro uukna (Ct) ana amnanpuUKaTopos POTOPHOro
/ nnaHweTHOro TMNOB No KaHany ans ¢ayopodopa

KoHTponb
R6G
OKO (OTpMLI,fTeanbIVI OteyTeTayer
KOHTPO/IbHbIN 06pa3seL)
K- (oTpuuaTenbHbiit KoHTposb MLP) OTcyTcTBYyeT
MKO Bt176 (NoNoXunTENbHbIN OnpeaeneHo 3HavyeHune Ct
KOHTPO/Ib) He Bbllle rpaHnYHoro’

Cy5
OTcyTcTByeT

OTcyTcTBYyeT

OnpegeneHo 3HayeHune Ct
He Bbllle rPAHNUYHOrO

Tabnuua 9

MHTepnpeTauus pe3ynbTaToB ANA uccaegyembix o6pasuos

Pe3synbrartbl

3HaueHue Ct no KaHany ana ¢nyopodopa Cy5 orcytcTByet, Npu sTom
3HaueHue Ct no KaHany gna dnyopodopa R6G onpepeneHo He Bblle
rPaHNUYHOrO 3HaYeHna’.

3HaueHue Ct no KaHany ana ¢ayopodopa Cy5 onpegeneHo, npu sTom
3HayeHue Ct no KaHany gns ¢nyopodopa R6G onpepeneHo He Bbllie
rPaHUYHOro 3HauYeHun. Kpumsble dayopecueHLMn ncciesyemoi npobol
No JaHHbIM KaHaNam MepecekatoT MOPOroByH JIMHUIO Ha y4acTke
XapaKTEPHOro 3KCNOHEHUMANBbHOTO Nnogbema GpayopecLeHLmu.
3HaueHue Ct no KaHany pgns ¢ayopodopa Cy5 orcytctByeT wmam
onpeaeneHo, npy sTom 3HavyeHue Ct no KaHany ans payopodopa R6G
OTCYTCTBYET U/IX ONpeAesieHOo Bblle rPaHNYHOro 3Ha4YeHus.

UHTepnpeTtauusa

AHK nanHun TM-kyKypysbi Bt176
He o6HapyKeHa

AHK nnHumn FM-kykypysbi Bt176
o6HapyKeHa

HesanugHbin!
Tpebyetca nosTopuTb MUP 1 / nan atan
BblaeNeHns

7 TpaHnuHble 3HadeHns Ct yKasaHbl B KPaTKOM PYKOBOACTBE, NpuUaaraeMom K Habopy.
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8.6. Bo3MOXHble OWNOKHN

8.6.1. ins nccnegyemoro obpasua onpeaeneHo 3HayeHue NoporoBoro LUMKAa, Npu 3TOM Ha rpaduke
dbnyopecLeHUMM OTCYTCTBYET Y4aCTOK XapaKTEPHOro 3KCMOHEeHUManbHOro nogbema (rpaduk npeacrasnser
coboli nNpubansnTenbHO NpsmMyto NMHUID). HeobxoamMmo nNpoBepuUTb NPaBUIbHOCTb BbIBPAHHOIO YPOBHA
NOPOroBOW NINHUM UAX NAPAMETPOB pacyeTa 6a3oBoN NMHUKN. ECan pe3ynbTaT NosiydyeH Npu NpPaBuibHOM
YPOBHE NOPOroBoi AMHMK (6a3oBoM NMHUK), TpebyeTca NOBTOPHO NPOBECTM aMMIUPUKALMIO U AETEKLMIO
ANA aToro obpasua.

8.6.2. ina oTpuuaTesIbHOro KOHTPOAA 3KcTpakumm (OKO) no kaHanam ans ¢ayopodopos Cy5 u / uam
R6G onpegeneHbl 3HayeHUs noporosoro umkna (Ct). BeposTHa KOHTamMHauma nabopatopumn nNpoayKTamm
amnAMdUKaLMM UM KOHTaMWHAUMA peareHToB WM uccnepyembix 06pasyoB apyrumu obpasuamu uam
NPOAYKTaMM aMNANOUKALMM HA KaKOM-IMHBO aTane uccnegosaHua. HeobxoamMmo npeanpuHATbL Mepbl Mo
BbIABNEHUIO U JINKBMAALMM UCTOYHMKA KOHTaMWHAUMK U NOBTOPUTbL MCCAefoBaHMe ANnA Bcex 06pasLos,
HaA4YMHaA ¢ 3Tana aKcTpakummn AHK.

8.6.3. lna oTpuuatesbHoro KoHtpona MUP (K-) no kaHanam gna ¢dnyopodopos Cy5 un/unm R6G
onpeaeneHbl 3HayeHMa noporoBoro uukna (Ct). BeposTHa KOHTamuHauma nabopatopum NpoayKTamu
amnaMduKauMnM MAM KOHTaMMHauMA peareHToB Ha 3tane [LP. Heobxogmmo npeanpuHATbL mMepbl MO
BbISIBJIEHUIO M JIMKBMAALMN UCTOYHUKA KOHTAMMHALMKM M NOBTOPUTb McCnegoBaHue gns Bcex obpasuos,
HaumMHaA c atana MNLUP.

8.6.4. Ansa wnccnegyemoro obpasua OTCYTCTBYET 3HayeHWe noporoBoro umkna (Ct) no KaHany ans
dnyopodopa R6G, 4TO CBMAETENILCTBYET O HEKAYECTBEHHOM NMPOBEAEHNN IKCTPAKLNM HYKNEUHOBBIX KUC/IOT
AN HANNYMU MHIMBUTOPOB. TpebyeTca NOBTOPHO NPOBECTU UCCAeAOBaHWE AAHHOrO obpasLa, HauMHaA C
3Tana 3KCTPaKUUM HYKNEUHOBBLIX KUCIOT. B cnyyae BOCNPOM3BOAMMOrO pe3y/sbTata pPekomeHAayeTcA
NoBTOPHO NpoBecTu 3abop, NpeaBapuUTebHYIO NOAIOTOBKY M UcCAeaoBaHWe obpasya.

9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Mpepen obHapyxeHuns®

Mpenen obHapyKeHna Habopa «Amnanlpanm® Kykypysa Btl76 naeHTudbMKauma» 6bin onpeaeneH c
ucnonb3oBaHWem npobuTt-aHanusa ¢ 95%-o/i  [OBEepUTENbHOW  BEPOATHOCTBID M COCTaBAAeT
1,0x10° konuit/mn (0,1% FMMU) (cm. Tabanuy 10). 3HaueHUE XapaKTEPUCTUKM AOCTUraeTCca Npu cobnoaeHnm
npasuA, yKasaHHbIX B pa3aene «Mccneayemblii matepuany.

Tabnuua 10
NMpeaen o6HapyxeHna Habopa
OHK-muweHb Mpeaen o6HapyXeHus, Konuit/mn
JHK avkumn TM-Kkykypy3bl Bt176 1,0x103
JHK kykypysbl (Zea mays) 1,0x103

& Mpepen obHapyxeHna — 95 %-0e NONOXKUTENbHOE NOPOroBOe 3HAaYEHME KOHLEHTPALMM (KOHLEHTPALMSA BbIBAAEMOM
[HK, npu KoTopoit 95 % TecToB AatoT MNONOMKMUTENbHbIN pe3yabTaT).
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9.2. AHanutMyecKan cneyndpuUUHOCTb

Habop peareHToB 06Hapy»kuBaeT pparmeHTbl AHK anHum FM-kykypy3bl Bt176.

AHanuTnyeckas cneumduyHocTb Habopa oueHMBanacb TecTuposaHmem AHK pacTeHuid U XKUBOTHbIX, a
TaKKe AuHui FM-pacteHunii (cm. Tabanuy 11).

Kykypy3sa GA21
Kykypy3a MONS863
Kykypysa T25
Kykypy3sa TC1507
Kykypy3a Bt11

Kykypy3sa MIR604
Kykypysa MZHGOJG
Kykypy3a 98140
Kykypy3sa 59122

OBec noceBHOM
(Avena sativa)

KapTtodenb
(Solanum
tuberosum)
AumeHb
06bIKHOBEHHbI
(Hordeum vulgare)
JomalHas nowaab
(Equus caballus)

OHK TM-nuHMiA, pacTeHUiA U XKMBOTHbIX, UICNONb3YEeMbIX

ONA OLEHKU aHaNUTUUeCcKoi cneunpuyHocTm

OHK pacTeHuit U 3 KMBOTHbIX

Kykypysa 3272

Kykypysa 5307
Kykypy3sa NK603
Kykypy3sa MIR162

Kykypy3a MONS810
Kykypy3a
MON89034
Kykypy3a
DAS-40278-9
Kykypy3a
MON88017
Kykypy3a MZIR098

lpeynxa nocesHas
(Fagopyrum
esculentum)

Tomar (Lycopersicon
esculentum)
JomalHuin 6bIk

(Bos taurus)

LomaluHAn cBUHbA
(Sus domesticus)

Coa MON87769
Coa MON89788
Con SYHTOH2
Coa A2704-12
Con BPS-CV127-9

Coa A5547-127
Coa MON87708
Coa DAS-44406-6
Coa MON87705

Panc (Brassica
napus)

A6N0HA AOMaLIHAA
(Malus domestica)

JomaliHas Kypuua
(Gallus gallus
domesticus)

Coa MON87701
Coa FG72
Cona GTS40-3-2
Coa DP356043
Coa DP305423

Panc T45
Panc GT73

Panc MS1

Panc HCN92
(Topas19/2)
daconb
06bIKHOBEHHan
(Phaseolus vulgaris)

Yeyesuua nuuesasn
(Lens culinaris)

EBponelickuit
Kponuk (Oryctolagus
cuniculus)

Tabnnua 11

Panc Rf1
Panc Rf2
Panc MS8
Panc Rf3
Panc GS40/90

Panc MON88302
Panc Oxy235

Puc LLRICE62

Msarkas nweHunya
(Triticum aestivum)
Csekna
0bbIKHOBEHHasA
(Beta vulgaris)

CofA KynbTypHaA
(Glycine max)

JomalHAasa osua
(Ovis aries)

Mpu TectnpoBaHum 06pasuos JHK BbilenepeuyncaeHHbIX PacTEHNI U }KMBOTHbIX C MCNO/Ib30BaHWem Habopa

nepeKkpecTHbIX peaKu,Mﬁ BbISIB/IEHO He 6biN0.

10. yCnosunAa XPAHEHUA, TPAHCNIOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHocTH

CpOK rogHoCT“ Ha6opa coctaBnsaet 12 mecaues OT AaTbl M3rotosaeHua. Mocne BCKPbITNA peareHTbl

ncnonb3oBaTb 40 UCTEYEHNA CPOKa roaHOCTU Ha6opa. Ha6op C UCTEKWNM CPOKOM TOgHOCTU NPUMEHEHUIO

HEe nognexur.

10.2. TpaHcnopTMpoBaHue

Habop TpaHcnopTMpoBaTb Npu TemnepaTtype oT 2 7o 8 °C BCEMU BUAAMM KPbITbIX TPAHCMOPTHBIX CPEACTB

B TepMOKOHTer/’IHean C Xn1agoanemeHTamm mnn B aBToped>pM>KepaTopax. He AO0NyCKaeTCA 3aMopaxXmBaHmne

peareHToB.

[lonyckaeTca TpaHCNopTUPOBaHMe Npu Temnepatype oT 8 4o 25 °C He 6onee 3 cyToK.

Habop, TPaHCNOPTUPOBaHHbIN C HapyLleHWeM YKa3aHHOro TeMNepaTypHOro pexuma, npuMMeHeHuIo He

NOAONEKUT.

Bepcua 08.02.24-1

16



10.3. XpaHeHue

Habop xpaHuTb Npu Temnepatype oT 2 Ao 8 °C B 3aLMLEHHOM OT CBETa MecTe B TeYeHue BCero CPpoKa
roaHocTM Habopa. He gonyckaeTtca 3aMmoparkMBaHWe peareHTos.

PeareHTbl Moc/ie BCKPbITUA XpPaHUTb B TeX Xe YC/NIOBUAX, YTO U peareHTbl A0 BCKPbITUA. HeBCKpbITbie U
BCKPbITble peareHTbl cTabuibHbl B TEYEHME CPOKa FrOAHOCTM, YKA3aHHOTO Ha 3TUKETKe, Npu cobatoaeHun
YKa3aHHbIX YCNOBUN XpaHeHUA. PeakuMoHHas cmecb, npurotosBneHHan m3 MUP-cmecn Btl76 u Bydepa B,
XPaHEHUIO HE MOANIEKMUT.

Habop, XpaHUBLUNICA C HAPYLUEHNEM YKA3aHHOTO peXnMma XpaHeHUs, NPUMEHEHUNIO HE NOAJIEKMUT.

11. TAPAHTUU NPOU3BOAUTENA

MpounsBoguTenb rapaHTUPYeT COOTBETCTBME XapaKTePUCTMK Habopa TpeboBaHMAM, YyKasaHHbIM B
TEXHUYECKOM U 3KCMAYaTaUMOHHOW [AOKYMeHTauuW, B TeyeHWe YKa3aHHOro Cpoka roAHOCTM npwu
cob10AeHNN BCEX YCNOBUIA TPAHCMIOPTUPOBAHUSA, XPaHEHMA U MPUMEHEHUS.

Peknamaummn Ha KavectBo Habopa «Amnaunlpanm® Kykypysa Btl76 nageHTUdUKauma» HanpasasaTb B
agpec npomssoantens 000 «Hekctbuo»: 111394, r. Mocksa, ya. NMonmmepHas, 8 cTp. 2, Ten. (495) 620-08-
73, e-mail: info@nextbio.ru.

KoHcynbTaumio no paboTte ¢ HabopoMm, a TaKxkKe Mo BOMPOCaM, KacaloLMmca KauyecTBa Habopa, MOXHO
MONYYUTb NO KOHTAKTaM, YKa3aHHbIM Ha odpurumanbHom caiiTe Mpoussoantens: www.nextbio.ru.
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12. CUMBO/1bl, UCNMOJIb3YEMBbBIE B JOKYMEHTALUU NPOU3IBOAUTENA

REF Homep no katanory
LOT Homep cepum
<L
//o\ He gonyckaTb nonagaHuA
~ \ COJIHEYHOrO CBeTa

Cofep»KMMoro AoCTaToOUYHO ANs
nposeAeHNA N-KoAN4YecTsa
TectoB

Ob6paTtnTechb K MHCTPYKLUM NO
NPUMEHEHUIO

2 <
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