.....

Ha6op peareHToB 414 BblAB/IEHUA U KOJTMHECTBEHHOIO onpeaeneHunA AHK nnHum

'M-kyKypy3bl MON89034 B Kopmax, Cbipbe 1 NPOAYKTaX NMUTAHUA MeTO40M
NOAMMEpPa3HOM LLeMHOM peaKkumn C AeTEKUMEN B PEXMME «PeasibHOTO BPEMEHU»
«AmnnunMpanm® Kykypysza MON89034»

AMmiullpanm® Kykypysa MON89034

UHCTPYKLHUA 110 IPUMEHEHUIO

dopmasbinyckal |(REF| G2094-21 W96
dopma sbinycka2 |REF| G2094-22 W48

TonbKo ANnA uccnefoBaTeIbCKUX
W APYrMX HEMeAMLMHCKUX Lienen

r. Mocksa, yn. lMNoanmepHas, a. 8, ctp. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru E{T\%’Tﬂ%ﬁi';’—C—W'Le“aﬂ

I 000 «HeKcTBro», Poccus, 111394, H eKCT



OIrNABNEHUE

CMUCOK COKPALLLEEHUM YN OBOBHAYEHMM ...ttt sae et 3
M Ve o | 1 4
2. XAPAKTEPUCTUKU HABOPA ... . ettt ettt ettt et e e e e e e e e e e e s e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e eeeeas 4
2.1, COCTAB M KOMITEKTHOCTD . teitetettiruuieeeeeeeeettenunseeseeeesemesuansseseessnssmunaseessessesmssnaseeessssessssnnnns 4
2.2, TTPUHLAT METOLA e eeeeeuruuueeeeeeeertrtunnaaaeeeeersersnnnaeeeeesseessnnnseeeessessmsnnaseeeeessssssnnmseeseeessssssnnnnns 6
3. KOHTPOJID KAUECT BA . 7
4, OTPAHUYEHUA METOOUKUN UCCITELOBAHUA ...ccoviiiiiiiiiiieieieieieceeeeeeeeeeeeeeee e e eeeeseseessesssesessssseseees 7
5. MEPbI MPEAOCTOPOXHOCTU M NPEAYNPEMAEHUA ..o, 7
6. JONOTHUTENbHOE OBOPYAOBAHUE U MATEPUATIDL .o, 9
6.1. B3ATUE UCCAEAYEMOTO MATEPMAMA -uuuuuuuunuunnnnnnnnninnenaan s ssssssnsnnnna 9
6.2. MpeasapuTenbHaa NOArOTOBKA MCCAEAYEMOTO MATEPMAMA .uvuurrrrrrrrrrrrrrnrernrrrerersrnrnnnsnnnnnennes 9
6.3. IKcTpaKkUMA IHK M3 UCCIEAYEMDBIX OBPA3LLOB. ... .uvvrrreeeeeeeeeiiirrrereeeeeeeeeinrrreereeeeeeesnssnrreneeeeens 9
6.4. Amnandukauma, AeTeKuns npoAyKToB amnavduKaumm, aHanM3 W UHTepnpetaums
[T 1o - o] - PP PUPPPR 10
7. UCCNELYEMDBIA MATEPUA T ...ttt ettt sttt ettt ettt ae et eaa s eaeneseanas 11
7.1. NPeABapUTENIbHAA ODPADOTKE ...ccccvvviririerieeeeiiiieiirreeeeeeeeeiesrtrereeeeeeseesessrrrereeesesessssssreneeesens 11
8. MPOBELEHUE NCCIIELOBAHUA ... 12
8.1. SKcTpakuma IHK N3 NUCCNEAYEMOTO MATEPUAIA coeeeeeeeeeeeeeeeeeeeeeeeeeeeee e e e e e e e e e e e e e e e e e e e e e e e e 12
8.2. NoAroToBKa PeareHTOB ANA AMIMIMPUKALMM ...ccc..eeeeriiieeeeeeeeeccirreeeeeeeeeeenrraaeeeeaeeeeseanneens 12
8.3. BHeceHue npob AHK, nposegeHne aMNANPUKALUN U AETEKLUMNM ..ceeeeeeeeecenrrireeeeeeeeeeennnnes 13
8.4. AHANIN3 N OOPAOOTKA PEBY/IBTATOB ...ceeeeurrrrrrrrreeeeiieiirtrrreeeeeeeeeiansrrrereeeeessimsssrsseseseessemnssssens 14
8.5, MHTEPMPETALMA PEIY/IBTATOB eevuuuuueeeeereerirtneiaeeeeeerrrersnnaaaeeeesessrssnnnaseesessrssmsmnaeeeeeesessssnnnnns 15
8.6. ODopMAEHME PE3YNBTATOB UCCIIEA0BAHM ...ceeeeeeeeeeeeeeeeieeeieeeeeeeeieeeeeeeeeeeeeeeeeeeeeeeseeeseeeeeseeens 16
8.7. BOBMOMKHDBIE OLUMOKM ..ceeieeieeiiiiiiiieeeeeeeeseittteeeeeeeeesesntraseeesaeseesassssasseaaesseasanssssseeeassessannnssens 17
9. ®YHKUNOHAJIbHDBIE XAPAKTEPUCTUKM HABOPA........ccoeieeeeeee e, 18
9.0, TTIPEAEN OOHAPYIKEHMS coeeeeeeeeerrrereeeeeeeeeiertrereeeeeeeiesistrarereseeseesassbrsarseeeessiesassrsseseseessesnsssrrens 18
9.2. JINHENHbI ANANa30H N3MEPEHUA U NMPELEN UIMEPEHMA....cceeerrieereeeeeeeeirrereeeeaeeeesennnnens 18
9.3. AHAIUTUYECKAA CMIELUPUUHOCTD coeeeeeeeeeeeeeeieieieieieeeieeeeeeeeeeeeeeeseseeeeeeeeeesseessssessesssesesesessesseses 18
10. YCNnoBuMA XPAHEHWA, TPAHCMIOPTUPOBAHNA U MTPUMEHEHUA HABOPA..........evvveievvveniinnnes 19
O B O o To 8 o Va1 T Yot 1 BT 19
10.2. TPQHCMOPTUPOBAHME ...ceeeeeeeeeieeeeeieeeeeeeeeeeteeeteeeteteteteeeteeeeeeeeeeeeeteeeeeteteeeeeeeeeeeaeeeeeeeeeeeeeeeeeeees 19
(O T (o -1 =T 1 TR 19
11. TAPAHTUU TMPOUBBOLMTETIA ...evvvtvriiiiiiiiiiiiititiiiiiiitiuitaesteesasaassssrasssaesssssrensrsrersrarrnessraeeeasreanannne. 19
12. CUMBO/JIbl, UCNONBb3YEMDbIE B AOKYMEHTALNU MPOU3BOAUTEIA ......ovvveeeierninininriniviinnnnns 20

Bepcua 15.09.22-2 2



CMUCOK COKPALLEEHUIA U OBO3HAYEHUI

Ct Cycle threshold (noporosblii LK)

™ reHHO-MOANPULMPOBAHHDIN

r™Mn reHHO-MOoANGULMPOBAHHbIE UCTOYHUKM
OHK OE30KCUPUBOHYKNENHOBAA KUCNOTA
JHKasa OEe30KCUpUboHyK1easa

AHTO Oe30KcnpuboHykneosnarTpudocdatbl
K- oTpuLaTesibHbIi KoHTpob MLP

OK OTpULaTe/IbHbIN KOHTPO/b

OKO OTPULLATENbHbIN KOHTPOb 3KCTPAKLMMK
K1 KannbposBoYyHbIN 0bpasel, 1

K2 KannbpoBoYHbIN 0bpasel, 2

K3 KannbposBoYHbIN 0bpasel, 3

MnupP noanvmepasHasa uenHasa peakuma

yar ypaunn-AHK-rnnkosunnasa

HAUMMEHOBAHWE U3OENNA

Habop peareHTOB ANA BbiBAEHUA W KOAMYecTBeHHoro onpegeneHua AHK AnHum TM-KyKypy3bl

MONB89034 B KopMmax, Cbipbe M NPOAYKTaX NMUTaHUA METOL0M NOAMMEPA3HOM LEMHON peakumnm c geTekumein

B peXxnme «peanbHoro spemeHmn» « Amnanlpanm® Kykypysa MON89034».

Hanee no

TeKcTy ynoTtpebnserca KpaTKkoe

HanmeHoBaHUe:

«AmnaunlMpaiim® Kykypysa MON89034», a TakKe coKkpalleHne Habop peareHToB.
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1. HASHAYEHUE

Habop peareHToB «Amnanlpanm® Kykypysa MONS89034» npeaHasHayeH [AAA BbISBAEHUA W
KoAnyecTBeHHoro onpegenenuns gonau (%) AHK reHeTMyecku MognoULMPOBAHHON NMHUKU KyKypy3bl
MONB89034 ot obuero konnvecrsa AHK KyKypy3bl B Cblpbe PacTUTENbHOIO MpoucxoxaeHus (obpasupl
CEMAH, Kpyn, pacTuTenbHble o6pasubl, OTOOpaHHbIe W3 OKpy)Kaloweil cpenpl, BereTaTMBHbIE 4YacTu
pacTeHuit), NPOoAyKTaX NMUTAHWUA M KOPMAX, COAEPNKALLMX KOMMOHEHTbl PaCTUTENbHOINO MPOUCXOXKAEHMSA
(3ameHUTENM MONIOKA, NeYeHbe, KallM, X10MbfA, WPOT, TEKCTypaTbl M T.N.), B MPOAYKTAax MNWUTaHWUA,
nonydabpukatax, Cblpbe M KOPMax MKMBOTHOIO MNPOUCXOXKAEHMA (KOpmOBble A06aBKM, KOMBUKOpMA,
MSACOKOCTHAA MYyKa, KOHCEpPBbl WU T.M.) 1A BbiABAeHUA danbcMdUKaumii Cbipbs, MULLEBOW MPOAYKLUN U
OETEKUMN  HECaHKLMOHMPOBAHHbIX Mpumecer B Kopmax metogom [UP ¢ rnbpuamnsauymoHHo-
dnyopecLeHTHON aeTeKumel NPoAYKTOB aMMINPUKALMM B PEXKUME «PeasibHOro BPEMEHU».

Matepuanom ana nposegeHua MUP cnyxat npobbl AHK, sKcTparMpoBaHHbie M3 UCCleayemoro
maTepuana ¢ nomolbio HAbOpPOB peareHTOB, PEKOMEHAOBAHHbIX B pa3gene «JlononHutenbHoe
obopygoBaHMe UM maTtepuanbly. MWccnegyemble  obpasubl  peKomeHAyeTcAa  npefBapuTesbHO
NpoaHanM3nMpoBaTb C  WCMNONb30BAHWMEM  HabopoB  peareHToB  «Amnaulpaiim®  PacteHue»,
«Amnanlpanm® TMO-ckpuH» n / nan «Amnamfpainm® TMO PacreHmne» npoussoactsa OO0 «Hekctbuo»,
Poccua.

Habop peareHTOB npeaHasHayeH A/1A UCNONb30BaHMA B N1abopaTopuK, BbINONHAIOLLEN MONEKYNAPHO-
6100rMYecKkMe MCCNeaoBaHNA MPOAYKTOB MUTAHMA M KOPMOB A/ MBOTHbIX METOAOM MOAMMEPa3HOM
uenHoi peakumm (NLP).

2. XAPAKTEPUCTUKUN HABOPA

2.1. CoctaB U KOMNNEKTHOCTb
CocTas Ha6opa M KOMMNIEKTHOCTb NOCTAaBKN YKa3aHbl B Ta6nv1u,e 11 2 cooTBeTCTBEHHO.

Habop peareHTOB BbiNycKaeTcd B ABYyX (GOPMax, KOTOPble MOMYT MCMNO/b30BaTbCA COBMECTHO C
amMnaMdUKaTOpammn MAAHWETHOTO W POTOPHOro Tuna. [ns npoBedeHUs MNOJHOMo UCCAefoBaHMA
HeobXxoAMMO MCno/b3oBaTb Habopbl peareHToB Ana 3KcTpakumm AHK, pekomeHOoBaHHble B pasgene
«[ononHutenbHoe ob6opyaoBaHMe W maTtepuanbi». Habop MOMKeT MWCMoNb30BaTbCA COBMECTHO C
aBTOMATUYECKMMU CTaHUMAMU 1A NPUTOTOBIEHNA U A03MPOBAHMA PEAKLMOHHbIX CMECEN.

dopma BbinycKa 1 BKAoYaeT cmecb ana nposegeHus MUP B npobupke obvemom 1,5 mn ans
[03npoBaHMA B Aobble TUNbl NpobupoKk. Popma npepHasHayeHa A[AA MNPUMEHEHUA COBMECTHO C
amnAnduKaTopaMm NAaHLIETHOro U POTOPHOTO TUMA M paccyMTaHa Ha NposeaeHue 96 peaKkuMid, BKAOYaA
KOHTpoAu. ®opma MoKeT ObiTb WMCMNO/b30BaHa COBMECTHO C aBTOMATMYECKMMW CTaHLMAMM 4SS
NPUroTOBAEHMA N A03MPOBAHNA PEAKLMOHHbIX CMeCei.

dopma Bbinycka 2 BK/AOYaeT cmecb ana nposegeHua [MUP B npobupke obbemom 1,5 mn gns
[031poBaHMA B Atobble TMNbl NpobupoK. dopma npeaHasHavyeHa ANA NPUMEHEHWA COBMECTHO C
amnanduKaTopaMmm NAaHLWETHOro U POTOPHOTO TUMA U paccyMTaHa Ha nposeaeHue 48 peaKkuuid, BKAOYan
KOHTpoAU. dopma MoKeT OblTb WMCNONAb30BaHAa COBMECTHO C aBTOMATMYECKMMW CTaHLMAMM  ANA
NPUroTOBAEHUA U A03MPOBAHNA PEAKLIMOHHbBIX CMECEN.
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Tabnanua 1
CocTaB Habopa

PeareHT 06bem, mn Konunuectso OnucaHue

dopma Bbinycka 1

BydepHbIii pacTBop co cneundryeckumm npaimepamm,
MNLP-cmeco MON89034 0,60 2 Npobupkn | dnyopecLeHTHO-MeYeHbIMU 30HAaMU U AHTD c ayYTO.
Mpo3payvyHas KNAKOCTb.
BydepHbii  pactBop Cc TepmoctabunbHoit  AHK-
nosumepasoi Taq, cynbdatom marHus u ypauun-AHK-
rIMKO3U1a30M.
Mpo3payHasn KNOKoCTb.
MonoXnTeNbHbIA  KOHTPOJIbHbLIM  obpaseu, AHK-
K1 MON89034 0,15 2 NpobupKkK | KanubpaTtop.

Mpo3payHasn KNOKoCTb.

MoNOKUTENbHBIA  KOHTPONbHbLIM  obpaseu, [AHK-
K2 MON89034 0,15 2 npobupkun | KannbpaTop.

Mpo3payvyHas KNAKOCTb.

MonoXnTeNbHbIA  KOHTPOJIbHbLIM  obpaseu, AHK-
K3 MON89034 0,15 2 NpobupKkn | Kanubpatop.
Mpo3payHasn KNOKoCTb.
OTpuuaTenbHbI KoHTpoab MNLP.
Mpo3payHas KNMAKOCTb.

Bbydep B 0,30 2 npobupKu

K- 0,26 1 npobupkKa

®dopma Bbinycka 2

BydepHbIi pacTBop co cneunduyeckumm nparimepamm,
MNLP-cmeco MON89034 0,60 1 npobupKka | payopecueHTHO-MeueHbiMK 30HAaMU U gHTO ¢ AYTO.
Mpo3payHan *KMAKOCTb.
BydepHbii pactBop € TepmocTtabunbHoi  OHK-
nonnmepason Taq, cynbdatom marHua u ypauun-AHK-
rNMKO3na3oMn.
Mpo3payHan *KMAKOCTb.
MoNOKUTENbHBIA  KOHTPOANbHbLIM  obpaseu, [AHK-
K1 MON89034 0,15 1 npobupKa | Kanubparop.

Mpo3payHas KNMAKOCTb.

MonoXnTeNbHbIA  KOHTPOJIbHbLIM  obpaseu, AHK-
K2 MON89034 0,15 1 npobupKa | Kanubparop.

Mpo3payHan *KMAKOCTb.

MoNOKUTENbHBIA  KOHTPONbHbLIM  obpaseu, [OHK-
K3 MON89034 0,15 1 npobupka | Kanubpatop.
Mpo3payHas KNMAKOCTb.
OTpuuaTenbHbI KoHTpoab MNLP.

bydep B 0,30 1 npobupkKa

K- 0,26 1 npobupkKa
Mpo3payHan *KMAKOCTb.
Tabnnua 2
KomnnekTHocTb Habopa
KomnoHeHT dopmar Konunuecrso
Habop peareHtoB «Amnanlpainm® Kykypysa ) 1
MON89034» (popma Bbinycka 1 nnam 2)
B 9/IEKTPOHHOM BUAE Ha opuLUManbHOM cainTe
MHCTpYKUMA No npumeHeHuto Habopa . -
MNpouzsoanTens: www.nextbio.ru
KpaTKoe pyKoBoACTBO NO NpuUMeHeHUto Habopa B BymakHom BuAe 1
MacnopT KauecTsa Ha Habop B 3/IEKTPOHHOM BUAE Ha ocbmu,manb.Hom calite )
Mpounssoautena: www.nextbio.ru
KomnnekT BKAaabllwen K Habopy B BymaxkHOM BuAe 1

MaKpoc A5 aHanu3a M pacyeTa pesynbTaToB B B 3/1IEKTPOHHOM BUAE Ha 0dULMANbHOM caitTe
¢dopmarte Microsoft Excel MpousBoanutens: www.nextbio.ru
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2.2. MpuHUMN meToaa

MpUHLUMN TEeCTUPOBAHUA OCHOBAH HA NPOBEAEHUMW OAHOBPEMEHHON amnanduKkaumm ydactkos JHK
BbISIBNSEMbIX TPaHCHOPMALMOHHbBIX COBbITUIA NuMHMKM [TM-Kykypysbl MON89034 1 y4yacTKa reHoma He
TPAHCreHHOW KyKypy3bl (BHYTPEHHWUIN SHAOTEHHbIA KOHTPO/b) NPY NOMOLLM CneLMPUYHBIX K 3TUM Y4acTKam
npavimepos u depmeHTa Tag-nonvmepasbl. [JeTekumsa NpPoAyKTOB aMnandUKaLMM MPOUCXOLUT NyTem
namepeHua GayopecLLEHTHOIO CMrHaNa B peXMMe «peanbHOro BPEMEHN» 33 CYET UCMO/b30BaHUA B COCTaBe
peakLMOHHOM cmecn GNyopecLeHTHO-MeYeHbIX O/IMIOHYKNeoTUAO0B (30HA0B). 30HAbLI rMbpuAan3yOTCA C
KOMNAEMEHTapHbIM y4yacTKOM amnanpuumpyemoinn [OHK-muweHn, B pesynbrate 4Yero npoucXxoguT
HapacTaHMe  WHTEHCUMBHOCTM  dayopecueHUMU. ITO  NO3BOAAET  PErMCTPUMPOBATb  HAKOMIeHWe
cneumduyeckoro NpoAyKTa amnandurKaummn nyTem MsmepeHmna MHTEHCUBHOCTM GIyOpPeCcLEHTHOTO CUrHaNa ¢
nomoLLbio amnandukaTopa € CUCTEMOMN AeTeKuun GNyopecLeHTHOTO CUrHaNa B pPeXUMe «pPeasibHOro
BpEMEHN».

[na nposeneHua KonudectBeHHoro Ttecta, [HK, akcTparMpoBaHHyi M3 uccnesyembix ob6pasuos,
amnanduUmMpyoT oAHOBpeMeHHO ¢ Kannbpatopammn K1 MONS89034, K2 MON89034 n K3 MON89034 —
06pasuyamm ¢ n3BecTHbIM cooTHoweHnem OAHK amHmumn FTM-Kykypy3bl MON89034 K sHAOreHHOMY KOHTPOO
KYKRypy3bl — OHK Kykypysbl. Mo pe3synbTaTam amnanduKaumm KaambpatopoB CTpoUTCA KanMbpoBOYHas
nNpPAmMasn 3aBMCMMOCTM pa3Huupl Ct no kaHany FM-nmHumn 1 Ct No KaHany SHAOTEHHOTO KOHTPOA, MO KOTOPOW
npoucxoaut onpeaenerHune aoau (%) OHK reHeTudeckn moanduuUMpoBaHHOW NMHUN KyKypy3bl MON89034
oT obuero Konmyectsa AHK KyKkypy3bl B uccneayembix obpasuax.

Habop comepXut cuctemy 3alimTbl OT KOHTaMUHAUMK aMMJIMKOHaMK 33 CYeT NpumeHeHus pepmeHTa
ypauun-AHK-rankosunasel (YAr) u Tpudochata pesokcuypuauHa. depmeHt YAl pacnosHaeTr U
KaTanmsmpyet paspyweHne uenen [AHK, cogepxawmx pes3okcnmypuamH, Ho He [AHK, copepkawen
[,Ee30KCUTUMUAMNH. [Je30KCuypmuanH oTcyTcTBYeT B npupogHoi [HK, Ho Bcerga npucyTcTBYET B aMMNAIMKOHAX,
MOCKOJIbKY TpudocdaT Ae30KCcMypuamMHa BXoamuT B coctas cmecn AHT® B peareHTax gnsa amnandukaumm.
Je30KcnypmuanH aenaet KOHTAaMUHUPYOLWME aMMIMKOHbI BOCMPUMMYMBLIMU K PaspyLUEHUIO GepMEHTOM
YOI po Hayana amnandukauum AHK-muweHn, n, cnepoBatenbHO, OHM He MOTyT BbiTb B AasibHeMLlEM
amnanduumMpoBaHbl.

depmeHT YA TepMmonabuneH 1 MHaKTUBMPYETCA Npu HarpesaHunu Bbiwe 50 °C M No3TOMy He pa3pyluaeT
aMN/IMKOHbI MULLEHW, HapabaTbiBaemble B npouecce MLP.

Ha stane amnandukaumm B ogHoi npobupke oaHOBPEMEHHO amnanduumpytoTca ydacTku [JHK
KYKypy3bl 1 AHK nanHum FTM-kykypy3bl MON89034. Pe3ynbTaTbl aMnandUKaLMmM PEFUCTPUPYIOTCA MO ABYM
KaHanam dayopecueHTHoM aetekumm (cm. Tabanuy 3)

Tabnunua 3
CooTBetcteue IHK-muweHen n KaHanos GpAyopecLeHTHOM AeTeKuumn
Kanan gna ¢pnyopodopa FAM R6G?
OHK-muweHb OHK anHnm TM-kykypy3ssl MON89034 OHK KyRypy3bl (Zea mays)

0O6nacTb MHTErpauum.

Obnactb amnmdukaumm 'M-anemeHT MON89034 1 reHOM KyKypy3bl

Y4yacToK reHomMa KyKypys3bl

OTHOocuTenbHoe Konmdvectso [AHK M-anmHum Kykypysel MONS89034 onpepensetca € MNOMOLLbIO
KanmbpoBOYHOM NPSAMON, ANA NOCTPOEHUA KOTOPOM TECTUPYIOTCA KanMbpoBOYHbIE CTaHAAPTbI MPU KaXKaoM
npoBeAeHNN aHan3a.

! Netekuma curHana ana payopodopa R6G ocylecTsaseTca No KaHany AeTeKUun Ans aHanormuHbix dayopodopos HEX,
JOE, Yellow, VIC.
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3. KOHTPO/J1b KAYECTBA

B cootBetctBumM ¢ ISO 13485-ceptudunumpoBaHHoin Cuctemolir MeHegxmeHTa KayectBa KomnaHwuu
000 «HeKkctbro», Kaxaas cepusa Habopa peareHToB «Amnanlpainm® Kykypysa MON89034» npoBepseTcs
Ha COOTBETCTBME 3apaHee onpeaeneHHbiM TpeboBaHUAM A/a obecrneyeHUss MOCTOAHHOTO KayecTsa

NPOAYKLMM.

4. OTPAHUYEHUNA METOAWKU UCCNEAOBAHUA

4.1. Habop «AmnauMpanm® Kykypysa MON89034» npumeHseTca TONbKO ANs UCCAea0BaTeNbCKUX U
APYTMX HEMEANUMHCKUX LLenen.

4.2. Habop npeaHasHayeH ans aHanmsa obpasyos [HK, 3KcTparMpoBaHHbIX W3  UCCAesyemoro
maTepuana, npuveeaeHHoro B pasgene «Wccnegyembln maTepuan». MccnepoBaHue Apyrvx BUAOB
MaTepmana MoXKeT NPUBECTU K NOSYHEHUIO HELOCTOBEPHbIX PE3YNbTATOB.

4.3.MNonyyeHne  [OCTOBEPHbIX  pe3ynbTaToB  obecrneymBaeTcs  BbliNOJHEHMEM  TpeboBaHWN,
npeabABAAeMblX K B3ATUIO, TPAHCMOPTUPOBAHMUIO, MOAFOTOBKE M XpaHeHUO 06pasuoB mccaesyemoro
maTepuana (cm. pasgen «Mccnepyemblit matepuany).

4.4. AHann3 nuuLeBbIxX NPOAYKTOB C UCTEKWMM CPOKOM rogHOCTHN, NN XPAHUBLUUXCA C HapyweHunem
Tpe6yeMb|x YCﬂOBMVI, MOXET NnOoKa3aTb HeBanngHble pe3ynbTaTtbl. Muwesble NPOAYKTbl B npouecce
TPaAHCNOPTUPOBKA HeO6XOp,VIMO XPaHUTb B PEKOMeEHA0BAHHbIX Npon3BoaANTENEM YCZTIOBUAX.

4.5.Mpun nposegeHUN mccnefoBaHMA HeAoMNyCTUMO WMCMOJIb30BaHWE 3KCMPECC-MEeTOA0B 3KCTPaKLUU
OHK.

4.6. MpumeHeHne Habopa BO3MOXHO TONbKO MEPCOHANOM, O6y4YeHHbIM npasunam paboTbl B
nabopaTopuu, BbINONHAIOWEN MONEKYNIAPHO-6MON0rMYecKre nccie0BaHus.

4.7.Mpu paboTte c Habopom ciesyeT MCNO/b30BaTb TOIbKO aMMANPUKATOPbI C CUCTEMOM LETEKL MM
bNYOpecLEeHTHOro CUrHaNa B PEXUME «PeanbHOro BPeMEHM», XapaKTepUCTUKMU KOTOPbIX YA0BAETBOPAIOT
TpeboBaHMA, yKasaHHble B pasgene «JonosHuTenbHoe 06opyLoBaHME U MaTepUanbi».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXOEHUA

5.1. Pabota ponkHa nNpoBoguTbCcA B Nabopatopuax, BbINOJHAOLWMX MOSEKYAApHO-bMonornyeckune
nuccnefoBaHua ¢ cobnogeHnem TpeboBaHWIA MeToAUYeCcKUX yKasaHuit MY 1.3.2569-09 «OpraHusaums
paboTbl nabopaTopuii, MCNONBL3YIOWMNX MeToAbl aMnAMPUKALMU HYKJAEMHOBbLIX KUCAOT npu paboTe ¢
maTepuanom, cogeprawmm mukpoopraHmsmel I-IV rpynn natoreHHoctn» n FOCT P 53214-2008 «MpoayKTbl
nuuiesble. MeToabl aHanuM3a AAA OOHapyXeHWA TeHEeTUYEeCKU MOANPULMPOBAHHbLIX OPraHM3MOB W
NoJly4eHHbIX U3 HUX NPoAyKTOB. Obwme TpeboBaHUA 1 ONpPeaeNeHnn».

5.2. Npwu paboTe HeobXx04MMO BCEraa BbINOMHATL Caeaytolme TpeboBaHus:

- TMpumeHaTb Habop CTPOro NO Ha3HaYeHW0 B COOTBETCTBUM C AaHHOW MHCTPYKUMe. OTKAOHEHMe OT
NPONUCaHHbIX Npoueayp U NOpAAKa AEUCTBUIA MOMKET MPUBECTU K NONYUYEHUIO HEAOCTOBEPHbIX Pe3y/bTaToB
aHanusa.

- JNabopaTopHbli nNpouecc A0/XKeH ObiTb OAHOHAnpaB/eHHbIM. AHanu3 cneayeT MNPOBOAUTL B
OTAeNbHbIX MomelleHuax (3oHax) B cooteBetctBMM ¢ MY 1.3.2569-09. He BO3BpalaTb 06pasLbl,
obopygoBaHMe 1 peareHTbl B 30HY, B KOTOpOW Bblna npoBeaeHa nNpeaplayLias cTagma npouecca.
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- Y6upaTb n ae3snHOMUMpPOBaTb pPasnTble 06pa3LLbl AN peareHTbl, UCNOAb3YA Ae3nHbMUMpYoWwme
cpepctsa B cootBeTcTBMUM € CaHlKnH 3.3686-21.

- Y[AanATb HeUCNnonb30BaHHble peareHTbl, peareHTbl C WCTEeKWWMM CPOKOM TFOAHOCTM, a TaKXKe
MCMNO/Ib30BaHHbIE peareHTbl, yNakoBKY B COOTBETCTBUK C TpeboBaHuamM CaHluH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHnn oTxoAoB nocne amnanduKkaumm (Npobupok, coaeprKawmx npoayktbl MLP)
HeAoMyCTUMO OTKPbIBaHWE NPOBUPOK 1 pa3bpbi3rMBaHME COAEPHKMMOr0, MOCKOJIbKY STO MOXKET NPUBECTU K
KOHTaMMHauuu npoayktamu MLUP nabopatopHoit 30HbI, 060pyA0BaHUA U peareHToB.

- Mcnonb3oBaTb M MEHATb MPU KaxK4oM onepauny o4HOPa3oBble HAKOHEYHUKN AN aBTOMaTUYECKUX
[03aTOPOB C GUIBLTPOM.

- [loBepxHOCTM CTO/I0B, A TaKXe NOMeLLEHNA, B KOTOPbIX NPOBOANTCA NocTaHoBKa [LUP, oo Havana m
nocne 3aBeplueHns paboT Heobxoanmo noasepratb yabTpadmnonetrosomy obaydyeHuo B TedeHme 30 MUH.

- Habop peareHTOB npegHasHayeH A/aA OAHOPA30BOrO NPUMEHEeHWAa npu nposegeHun TMLP-
nccnenoBaHUA YKazaHHOro Koandectsa npob (cm. pasaen «CoctaB M KOMMIEKTHOCTbY).

- Habop peareHTOB roToB K NPUMEHEHUIO COFNACHO AAaHHOM MHCTPYKUUK. MPpMMeHATb Habop CTporo no
Ha3Ha4YeHMuto.

- He ucnonb3oBaTb Habop peareHTOB, €CIVM HapylleHa BHYTPEHHAA YyMaKoBKa, MAW BHEWHWUIA BUA,
peareHTa He COOTBETCTBYET OMNMUCAHMUIO.

- Hewucnonb3oBaTtb Habop peareHToB, CNK He COBNOAANNCH YCOBUA TPAHCNOPTUPOBAHUSA U XPAHEHUSA
COTNAaCHO MHCTPYKLUN.

- He ucnonbsosatb Ha6op peareHTos Nno ncte4yeHmnn CpoKa rogHoCTu.

- Mcnonb3oBaTb 04HOPA30Bble HEOMYAPEHHbIE NepyaTku, NabopaTopHble XanaTbl, 3al4MLLATb [/1a3a BO
Bpemsa paboTbl c 06pasuamm 1 peareHTamu. TuaTe/IbHO BbIMbITb PYKMU NO OKOHYaHWM paboTbl. Bce onepauum
NPOBOAATCA TO/IbKO B NepyaTKax A5 UCKIOYEHUSI KOHTaKTa C OpraHM3MOM Yel0BeKa.

- He ecTb, He NMUTb M He KypuUTb B NpPOLLECCE MCMO/Ib30BaHUS Habopa. M3beratb BAbIXaHMA NapoB,
KOHTAKTa C KOXeMl, rnasamu 1 cansmcroit obosioukoi. He rnotathb.

- [Mpwn KOHTaKTe HemepNeHHO MPOMbITb NOPaXKEHHOE MeCTO BOAOM M MPU MOXOM CaMO4yBCTBUU
06paTUTbCA 3a MeAUUMHCKON nomoLbto. Mpy NonagaHum BHYTPb, PBOTY HE BbI3blBATb, MPONOJOCKATb POT
BOAOMN, 06paTUTLCA K Bpady NpW NIOXOM CaMOYyBCTBUM.

5.3.Mpu  MCNo/Mb30BaHWM MO  HA3HaYeHW0 U COBNOAEHUM  BbllLEMEPEYUCTEHHBIX  Mep
NpeaoCcTOpPOXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa coAep KaT HAaTPUA a3ng, B KOHLLEHTPaLuK He bonee
0,1 % 1 COOTBETCTBEHHO He KNAacCUPULMPYIOTCA KaK OnacHble U He TpebytoT cobloAeHNn cneumanbHbIX mep
NpeaoCcTOPOKHOCTH.

5.4. Cneumduryeckme Bo3aeincTensa Habopa Ha OpPraHNU3M YesioBeKa:
- KaHueporeHHbIn apPeKT OTCYTCTBYET.
- MyTareHHoe fencTeme OTCyTCTBYET.

- Penpo,quTMBHaﬂ TOKCUYHOCTb OTCYTCTBYET.
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6. AOMNO/IHUTE/IbHOE ObOPYAOBAHUE U MATEPUA/bI

6.1. B3atue uccnegyemoro marepuana

6.1.1. KoHTeMHep NNAcTUKOBLIN ANA B3ATUA, XPaHEHUSA U TPAaHCNOPTUPOBKN BUonormyeckmx obpasuos
ob6bemom 50 - 60 mn.

6.1.2. OgHopa3oBble NoAMNPONUAEHOBbIE NPOBUPKKM TUNa «Falcon» o6bemom 5, 15 nam 50 ma.

6.1.3. MakeTbl 1 eMKOCTM AnA oTbopa, TPAHCNOPTUPOBAHUA U XpaHeHMA NosydabpuKaToB, NPOAYKTOB
NUTaHUA, OAHOKPATHOro npumeHeHun (Zip-Lock naketbi).

6.1.4. AHanUTNUYECKMe AN NPeUU3NOHHbIE BECHI.

6.2. NMpepBapuTenbHaa NOAroToBKa Uccaeayemoro matepmana
6.2.1. Mpobupkm TMna «dnneHgopd» obvemom 1,5 —2,0 mn.
6.2.2. OpHOpasoBble NoAnnNponuaeHosble NPobupkn TMNa «Falcon» o6vemom 5, 15 namn 50 mn.

6.2.3. MuKpougeHTpudyra ana npobmupok tmna «dnneHgopd» obbemom 1,5 - 2,0 Ma ¢ yCKOPEHUEM He
meHee 10 000 g.

6.2.4. LleHTpudyra gns noamnponuneHosbix Npobupok Tuna «Falcon» ¢ yckopeHnem He meHee 2 000 g.
6.2.5. ®apdoposble CTYNKKU 1 NECTbI UM ABTOMATUYECKMIA TOMOTEHN3ATOP.

6.2.6. HOXXHWUbI, NUHLETHI.

6.2.7. ABTOMaTUYECKME [,03aTOPbl NepemMeHHoro obbema.

6.2.8. OaHOpa30Bble HaKOHeYHMKK, cBoboaHble oT HKa3/PHKas, ana go3atopos nepemeHHOro ob6bema
¢ ¢punabTpom ot 10 go 1000 mkn.

6.2.9. Boprekc.

6.2.10. AnctunnmposaHHana BoAa.

6.3.9KcTpakuua AHK us uccnegyemoix obpasuos

6.3.1. Habop peareHToB Ansa skcTpakuum AHK «MarHoMpanm® TMO» muam «MarHolpainm® OGUTO»
npoussoactea OO0 «Hekctbuo», Poccus, nmbo noboit apyron peKoMeHOOoBaHHbIM MPOM3BOAUTENEM
Habop, COOTBETCTBYIOWMNIN CAeAyOWNM TPeboBaHUAM:

- Habop nossosseT BblaenaTb AHK 13 cbipbs pacTUTENbHOTO MPOUCXOXKAEHMSA (06Pa3LLOB CEMSAH, Kpyn,
pacTuTenbHbix 06pa3LoB, OTOOPaHHbLIX W3 OKPY!KAKLWEN cpenbl, BEretaTMBHbIX 4YacTel pacTeHui),
NPOAYKTOB MUTaHMA U KOPMOB, COAEPKALUMX KOMMOHEHTbI PAaCTUTENbHOTO NPOUCXOXKAEHNA (3aMeHUTeNn
MOJIOKa, NeYyeHbe, Kalu, X10Mbs, WPOT, TEKCTYPaTbl U T.M.), U3 NPOAYKTOB NUTaHMA, NonydabprKaTos, Cbipba
M KOPMOB *KMBOTHOTO NPOUCXOXKAEHNA (KOpMOBble f06aBKM, KOMOMKOPMA, MACOKOCTHAs MyKa, KOHCEPBbI U
T.M.) 4NA nocneayowero uccnegosaHua metogom MNUP ¢ rubpmansaumoHHo-bAYyopecLeHTHOW AeTeKumei
NPOAYKTOB aMmNIndUKaLUU B PEXKMME «PeasibHOro BPEMEHUNY;

- cocrtaB Habopa BKAtouyaeT peareHT OKO (oTpuuaTesibHbI KOHTPONbHbIA 06paseL);
- Habop nossosneT uccaenoBaTb 06pasubl 06vemom He meHee 200 MKA;
- Habop no3BonseT NPoBoAUTL 3oUMto ounweHHol JHK B o6beme He meHee 100 mKn.

6.3.2. lononHUTeNbHbIE MaTepuanbl U 06opyaoBaHNe, Heobxogumble gns akcTpakumm AHK, — cornacHo
MHCTPYKLMK K Habopy peareHToOB A4 aKcTpakumm OHK.
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6.4. AMnnnduKkauma, AeTeKUUA NPOAYKTOB amnauduKauum, aHanuM3 M UHTepnpetauus
pe3ynbraTos

6.4.1. OaHoOpa30Bble NoANNPONUIEeHOBbIe MPObUpKK, cBoboaHble oT IHKa3/PHKas3, cheaytoumx BUAOB:

- 3aBMHYMBaAtOLWMECA NPOOUPKM N KPbIWKM K HUM UM NAOTHO 3aKpbiBatowmecs npobupku obbemom
1,5 Mmn — Ans NpUroToBAEHUA PEaKUUOHHOM CMecH;

- TOHKOCTEHHble npobupkn ana MUP obbemom 0,2 Mn C BbINYKAOA WMAW MNJOCKOW ONTUYECKMU
NPO3PaYHON KPbIWKOM UM Npobupkn obbemom 0,2 ma B cTpunax no 8 WT. C NPO3PaAYHbIMU KPbILLKaMK —
ana nposegeHus MUP npu ncnonb3oBaHnMM amnanduKaTopa naaHWeETHOro TUNa;

- TOHKOCTeHHble npobupku ana NMUP o6bemom 0,2 Ma € NAOCKON KPbIWWKOW nan npobupkm ans MLUP
obbemom 0,1 mn B cTpunax Mo 4 WT. C KpblwWKamu — pnsa nposegeHusa MUP npu mMcnonb3oBaHuM
amnaMduKkaTopa poTOPHOro TMna.

6.4.2. OaHOpa30Bble HaKoOHeYHMKK, cBoboaHble oT JHKa3/PHKas, ana go3aTopos nepemeHHOro obbema
¢ dunbTpom o1 10 Ao 1000 mKA.

6.4.3. lUtatTnebl Ana npobupok obbvemom 0,2 mn uan 0,1 mn (B COOTBETCTBMM C WUCNOAb3YEMbIMU
npobupkamun gns MNLP).

6.4.4. Bokc abakTepunanbHoOM Bo3ayLWwHoOM cpeapbl (MLUP-60Kc).
6.4.5. LleHTpudyra-sopTeKc.

6.4.6. CTaHUMA aBTOMaTMYECKas C MogynemM Ana NPUroToBAEHNS U A03MPOBAHMUA PeaKLMOHHbIX CMecel
N KOMMJIEKT PACXOAHbIX MAaTEPUAOB K HEW COrNACHO MHCTPYKUMK - B C/lyYae NPUroTOBAEHUA PEaKLMOHHbIX
CcMecei ¢ NCNoIb30BaHMEM aBTOMATUYECKOM CTaHLUN.

6.4.7. ABTOMaTU4YECKME 403aTOPbl NEpPEMEHHOro obbema.

6.4.8. Mporpammupyembiii amnaMGUKaTop POTOPHOrO MM NAAHWETHOTO TMNa C CUCTEMOM AeTeKuun
bNYoOpecLEeHTHOrO CUrHana B PEXMME «pPeanbHOTO BPEMEHW», COOTBETCTBYIOWMI  Caeayowmm
TpeboBaHUAM:

- Ha/nuMe He3aBUCUMbIX KaHanoB ¢syopecueHTHon getekumn ana ényopodopos FAM m R6G c
XapaKTEPUCTUKAMM, YKa3aHHbIMKU B Tabauue 4.

Tabnuua 4
Tpebyemble XxapaKTepPUCTUKN KaHaNoB ¢p1Iyopecu,eHTHOW geTeKuum
ANNHbI BOMH, HM
KaHan ansa ¢pnyopodopa Bo36ykaeHus JeTteKuuun
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- AnAa npmbopoB NAAHLWETHOrO TUNA HaAMYMe NOAOrPEBAEMON KPbILWKK ¢ TemnepaTtypoit 6onee 100 °C;
- TOYHOCTb NoaaepaHua Temnepatypsbl < £0,4 °C;

- CKopocTb Harpesa He meHee 2 °C/cek;

- CKOpOCTb oxnaxkaeHue He meHee 1 °C/cek.

6.4.9. XonoaunbHWK, NOALEPHKUBAIOLLNI TeMNepaTypHbIM pexxmnm oT 2 °C go 8 °C.

6.4.10. OTaenbHbIV Xanar, LWano4ykn, obyBb M 04HOPA30BbIE NepYaTKM B cooTBeTcTBUM ¢ MY 1.3.2569-09.

6.4.11. EMKoOCTb 4519 cbpoca HAKOHEYHUKOB.
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7. UCCNEAYEMbIA MATEPUAN

MaTepuanom ansa uccnefoBaHua cay»at npobbl AHK, aKcTparmpoBaHHble 13 caegytowmx 06pasuos:

- Cbipbe pacTUTENbHOrO MPOMCXOXKAEHUA (0Bpasubl cemaAH, Kpyn, pacTuTenbHble o06pasubl,
0TOBpPaHHbIE U3 OKPYKatoLEl cpeapl, BereTaTMBHbIe YacTU pacTeHuiA);

- NPOAyKTbl MNWUTAHMA U KOPMa, COAep)KallMe KOMMOHEHTbl PacTUTENbHOIO MPOUCXOMKAEHMUSA
(3ameHUTENN MOJIOKa, NeYeHbe, Kallin, X/10MbA, WPOT, TEKCTYpaTbl U T.M.);

- NPOAYKTbl MuUTaHuA, nonydabpuKaTbl, Cbipbe U KOPMa XMBOTHOTO MNPOUCXOXKAEHWUA (KOpMOBble
[06aBKKM, KOMBMKOPMA, MACOKOCTHAs MyKa, KOHCEPBbI U T.M.).

BHUMAHMUE! TMepes Hayanom paboTbl caedyeT O03HAKOMWUTbCA C  METOAMYECKUMU  YKasaHUAMM
MY 2.3.2.1917-04 «lopaaoK U opraHM3aLmsa KOHTPOAA 3a MULLEBOWN MPOAYKLMEN, noaydyeHHon mus/mam c
MCMNO/Ib30BaHWMEM CbIPbsl PACTUTENbHOIO MPOUCXOMKAEHUA, UMEIOLLEr0 reHeTUYECKN-MOANDULMPOBAHHbIE
aHanorm». OT6Op, TPaHCMOPTUMPOBaAHME M XpaHEeHWe uccaedyemblx 06pasLOB caegyeT MPOBOAUTL B
cooTBeTCTBUU € TpeboBaHMAMM TOCTOB Ha COOTBETCTBYHOLLMIM BUA, NPOAYKLMUMN.

BHUMAHMUE! MpoayKTbl NUTAHWUS C UCTEKLLUMM CPOKOM FOAHOCTM aHaNU3y He NoaJ/iexKar.

7.1. NpepBaputenbHana 06paboTka

BHMUMAHMUE! Bce nccneayembie 06pasubl A0NXKHbI NPOUTX Npoleaypy NpeaBapuUTeibHON NOArOTOBKU B
COOTBETCTBUM C PEKOMEHAYEMOM HUXKE NpoL.esypoA.

7.1.1. Uccnepyemble 0bpasubl maccoit He meHee 100 Mr pacTepeTb NeCTUKOM B CTyMNKe A0 FOMOreHHOro
COCTOAHUA.

MpumeyvaHua:

1) FfomoreHunsaumio 06pasLOB MAOTHbIX MPOAYKTOB PEKOMEHAYETCA MPOBOAWUTb C WMCMOJIb30BaHUEM
aBTOMATUYECKMUX TOMOTEHN3AaTOPOB M CONYTCTBYIOLLMX PACXO4HbIX MaTepUasos.

2) Cyxue, NnpoTpas/ieHHble, 06paboTaHHble penesieHTaMy NPOTUB NTUL, U FPbI3YHOB CEMEHa U 3epHa
pekomeHAayeTcA 3aMadYnBaTh B AMCTU/IMPOBAHHON BOAE B TEYEHME CYTOK.

3) MpoAyKTbl C BbICOKMM COAEpPXaHMEeM caxapoB, COAM W Cneuuii pekomeHayetca obpaboTaTb AnA
yAaneHua nsbbITKOB YrieBogoB M conen, cnocobHbix NoBaMATbL Ha Kayectso MLP, chegyowmm obpasom:
KO/IM4yecTBO 06pasLos, oTobpaHHOE AN rOMOreHM3alUuu, NpeasapuTelbHO MPOMbITb ANUCTUANUPOBAHHOM
BOAOM 2-3 pa3a, KaxKablli pa3 yaansaa Boay, 0CTaBLUYOCA NAOTHYIO Maccy MCMO/1b30BaTb [1/19 FOMOreHU3aLnu.

JonyckaeTca xpaHeHMe rOMOreHaToB COIIaCHO YCN0BUAM, PEKOMEHAOBAHHbIM A/1A XPaHEHUS Cbipbs
WAW NULWEBOrO NPOAYKTa.

7.1.2. K romoreHnsuposaHHbIM 0bpa3suam aobasutb bydep P? s pacyeta 1 mn bydepa P Ha Kaxable
100 mr obpasua. B 3aBUCMMOCTM OT KOHCUCTEHLMM 06pa3La NPOSO/IKUTL TOMOTEHM3ALMIO B CTyMKe [0
nosy4yeHMs OAHOPOAHOWM CycneH3un, NMMbo TWaTeIbHO NepeMeLLaTb CoAePKMMOe NPOBMPOK Ha BOpTEKCe.

B umcTble npomapKMpoBaHHble MPOBUPKM Tuna «dnneHaopd» obbemom 1,5 ma oTtobpatb 1,2 mn
nosayyYeHHoM cycneHsmu. LleHTpudyrnposatb npobupKu ¢ nccneayemoimu ob6pasuamm npu 3 000 g B TeueHue
5 MWH. HapocafiouHyl KMAOKOCTb, MOJIYYEHHYIO MoOcne npeaBapuTesibHONM 06paboTkn 06pasuos,
ncnonb3yoT ansa BblgeneHma OHK cornacHo MHCTpyKuuM K Habopam peareHToB «MarHolpaiim® TMO»
n / nan «MarHolpainm® ®UTO», npounssoactea OO0 «HekcTtbro», Poccus.

2 PeareHT BXOAMWT B cocTas Habopa «MarHolMpaitm® MMO» 1 «MarHolpaitm® ®UTO npomnssoactsa 000 «HekcTbro»,
Poccus.
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8. MPOBEAEHUE UCCNEAOBAHUA

WccnenoBaHme [0NKHO NPOBOAUTLCA NPU HOPMa/ibHbIX MOKa3aTeNAax MUKPOKAMMaTa nabopatopum’:
- TemnepaTypa oKpyatollero Bo3ayxa oT 20 °C go 28 °C;

- OTHocuTenbHas BnaxHocTtb 40 — 75 %.

8.1. dKctpakuyua AHK u3 nuccnegyemoro martepmana

Ona skctpakumm JHK mcnonb3osaTb Habopbl peareHTOB, peKomeHZoBaHHble [lpoussoauTenem B
pasgene «JonoaHuTenbHoe obopyaoBaHMe U matepuanbi». MNopaagok paboTbl c Habopamn AnA IKCTPaAKUUMK
OHK cmoTpute B UHCTPYKLUM MO UX NPUMEHEHMUIO.

BHUMAHMUE! T[lpn npoBeaeHUM UCCNeAOBaHMA HEAOMNyCTMMO MCMO/Ib30BaHWE 3KCNPecc-MeToaoB
aKcTpakuum HK.

Kaxkgas rpynna akcTparnpyembix 06pasuoB A0/IKHA COMPOBOXAATLCA MOCTAaHOBKOW OTpULATENbHOMO
KOHTpOAbHOro obpasua (OKO)%.

B npouecce akcTpakuumn AHK ncnonb3osaTthb ciegytowme o6bembl peareHToB M nccaesyemblx 06pasLoB:
- obbem uccnepgyemoro o6pasua’ — 200 MKA B NPOBMPKK A41a uccneayembix 06pasLos;
- obbem peareHTa OKO — 100 mkn B npobupky ana OKO;

- o06bem peareHTa, ncnonbsyemoro ana anouumn AHK, — 100 mkn npy Mcnonb3oBaHMM Habopos ans
aKkcTpakuum HK «MarHolpaitm® ®UTO» n «MarHolMpaim® MMO» npounssoactea 000 «Hekctbrow», Poccus,
ambo  npu UCNonb3oBaHMM  NOBOro  Apyroro pekomeHAoBaHHoro [lpoussoautenem  Habopa,
cooTBeTCTBYlOWEro TpeboBaHNAM, yKaszaHHbIM B N. 6.3. AaHHON NHCTPYKUMK.

MpumeyaHue: BO3MOKHO UCNOb30BaHWe 06pa3Los AHK, BbiaeneHHbIX Ana NpeaBapuTeIbHOIO aHaan3a ¢
ncnosib3osaHMem Habopos peareHToB «Amnanlpainm® PacteHune», «Amnanlpanm® TMO-cKpuH» 1 / nau
«Amnaulpaim® MO PacteHune» npoussoactsa OO0 «Hekctbrno», Poccus.

8.2. MNogrotoBKa peareHTOB Ana amnandukaumm

BHMUMAHMUE! MNpu npoBefeHMMN KONMYECTBEHHOrO aHanM3a BCe uccneayemble 06pasubl U Kanubpatopbl
TECTUPYIOTCA B [ABYX MOBTOPaxX KaxKAblh; MpU MNPOBEAEHUM KavyeCTBEHHOIO aHanmM3a AOonycKaeTtcs
TECTUPOBAHME Nccaeayembix 06pasLOB U NONOKUTENBLHOFO KOHTPOIA B OAHOM MOBTOPE.

BHUMAHUE! KoMMOHEHTbI pPeaKLMOHHON CMecu c/leayeT CMmellMBaTb HEMNOCPeACTBEHHO nepes
nposegeHuem MLP.

BHUMAHMUE! B cnyyae nNpuUrotoBaeHUs PeakUMOHHOM CMECM C MOMOLLBbIO aBTOMATMUYECKOWM CTaHLUM
cnepymTe yKasaHUAM MHCTPYKLUM MO ee NCMOJIb30BaHMIO.

8.2.1. Paccuntath ob6bembl MUP-cmecu MON89034 1 Bydpepa B, Tpebytowmeca ana npurotosaeHus
peakLMOoHHOM cmecn (cm. Tabauuy 5). Cmecb roToBUTb Ha obLiee YMCNO UCCAeyeMbIX U KOHTPOJbHbIX
06pasyoB NAKOC 3anac He MeEHEe YeM Ha OAHY peakLumio.

3 VYKkasaHbl [OOMNYCTMMble HOPMbl TemnepaTypbl M OTHOCUTENbHOM BAAXHOCTM BO3ayxa B paboyeit 30He

NPOM3BOACTBEHHbIX MOMELLEHMN B COOTBETCTBUMM C TpeboBaHmamm [OCT 12.1.005-88 «Cuctema CTaHOAPTOB
6e3onacHocTn Tpyaa. Obuwme caHUTapHO-TUTMEHUYECKNE TPeDOoBaHMSA K BO34YXY paboyeit 30HbI».

4 BxoauT B cocTaB Habopa, pekomeH40BaHHOro NMpousBoanTENEM A1 NPOBEAEHNA IKCTPAKLMUN HYKAEMHOBbLIX KUCNOT.
5 lna HekoTopbix BMAOB 06pasuos TpebyeTca npeasapuTenbHas NOArOTOBKA COrnacHo pasgeny «Mccneayemblii
maTepuany.
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Tabnnua 5
Pacyer 06bemMoB KOMNOHEHTOB ana peaKLI,MOHHOﬁ cmecu npu nposegeHnn aHanaunsa
PeareHT 06bem, MKn 0O603HaueHus

MLP-cmecs MON83034 10,0%(N+1) N — konuuectBo amnanduumpyembix obpasuos [AHK,
Bydep B 5,0%(N+1) BKJIO4aA KOHTPOJIbHble 06pasLibl

8.2.2. MepemewaTb cogepxmmoe npobumpok c NLUP-cmecbto MON89034 1 Bydpepom B, ocaamTb Kanau
Ha BopTeKce.

8.2.3. MpuUroToBUTb PEaKLMOHHYIO CMEeCb B OTAE/IbHOM NPobupKe, A06ABMB KOMMNOHEHTbI B 06bemax,
paccumTaHHbIX B M. 8.2.1. NepemelwaTb CMeCb M 0CaAUTb Kann Ha BOPTEKCE.

8.2.4. OTobpaTb HeobxoAuMMoOe KO/AMYECTBO NPOBMPOK wan cTpunoB ana amnamdukaumm OHK
nccneayembiX M KOHTPOAbHbIX 06pasuoB, MOSYYEHHOW HA 3Tane 3KCTpakuuu. Boibop npobupok anA
amnanduKaumm 3aBUCUT OT UCNOAb3YEMOTO amnanduKaTopa C CUCTEMON AETEKLUN B PEXMME «PEeANbHOro
BpeEMEHN».

8.2.5. BHecTv B npobupku no 15 MKA NpUroToBJEHHOM PpeaKLLMOHHOW CMeCH.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTATKN PEAKLUNOHHOM CMECU XPaHEHWUIO HE NOAJIEKaT.

8.3. BHeceHue npob OHK, nposeaeHne amnandpuKkauum u getekumm

BHUMAHMUE! Mpu pobasneHnn npob AHK, aKcTparMpoBaHHbIX C MOMOLIbO HaboOpOB peareHToB ANA
NnpoBeAeHNA 3KCTPAKLUUM METOAOM COpbLMM Ha CUAMKarese WUAM MarHUTHOM cenapauuu, Heobxogmmo
nsberatb NonagaHuA copbeHTa B PeaKLLMOHHYIO CMECh.

BHMUMAHMUE! MNpu npoBeaeHMMN KONUYECTBEHHOrO aHanM3a BCe uccneayemble 0bpasibl U KanubpaTtopbl
TECTUPYIOTCA B [ABYX MOBTOPaxX KaxKAblh; MpU MNPOBEAEHUM KavyeCTBEHHOIO aHanmM3a [OonycKaeTtcs
TECTUPOBaHME Nccaeayemblx 06pasLOB U NONOKUTENBHOIO KOHTPOIA B OAHOM MOBTOPE.

8.3.1. BHecTu B noAroToB/IeHHblE MPOBMPKM C peakuMoHHOM cmechkio No 10 mkn npo6 AHK, nonyyeHHbIX
B pe3y/nbTaTe 3KCTPAKLUM.

8.3.2. BHecTn KOHTPO/IbHble 06pa3Lbl:
Mpu npoBeaeHUM KaueCTBEHHOro aHanu3a:

a) MonoxxutenbHbliit KoHTponb MUP (K1) — B ogHY NpobupKy ana obpasua K1 BHectn 10 MmKA peareHTa
K1 MON89034.

6) OTpuuatenbHblt KoHTponab MUP (K-) — B oaHYy npobupKy € peakuMoHHOW cmecbto BHecTM 10 mKn
peareHTa K-.

8) OTpULLATENIbHBIM KOHTPOAb 3KcTpakuumn (OK) — B oaHy npobupky ans obpasua OK BHecTn 10 mKkn
npobbl, sKcTparposaHHoi ns OKO.

Mpwu npoBeaeHUN KONNYECTBEHHOro aHanusa:

a) O6pasey K1 — B gBe NpobUpPKK C peaKkLMOHHOM cmecbto BHecTh no 10 mkn K1 MON89034.
6) O6paseL, K2 — B aBe NpobMpKM C peakumoHHOM cmecbio BHecTM no 10 mkn K2 MON89034.
B) ObpaseL, K3 — B aBe NnpobupKM ¢ peakuMoHHON cmecbto BHeCTH no 10 mkn K3 MONS89034.

r) OTpuuyatenbHbit KoHTponb MUP (K-) — B og4HY NpobUpKy ¢ peakunmoHHOM cMecbto BHeCTM 10 mKn
peareHTa K-.

) OTpuuaTenbHbI KOHTPONb 3KcTpaKkuum (OK) — B oaHy npobupky ans obpasua OK BHecTr 10 MmKn
npobbl, 3KcTparMposaHHoi ns OKO.
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8.3.3. 3anporpammmpoBaTb aMnANPUKATOP C CUCTEMON AETEKLMN B PEKUME «PeasibHOro BpemMmeHu» ans
BbINONHEHUA «EAMHOM» nporpammbl  amnavukauum w  getekumn  GAYyoOpecLEeHTHOro  curHana
(cm. Tabnnuy 6).

Tabnnua 6

EauHas nporpamma amnanduKaumm u getekumumn Gayopecu,eHTHOro CurHana

o [JeTtekuua no KaHanam ana Konnuecteo
LUukn Temnepartypa, °C Bpema dnyopodopos LHKNOB
1 50 15 muH - 1
2 95 15 muH - 1
95 10c -
3 45
60 20c FAM, R6G

MpumeyaHue: ¢ MCNONb30BaHMEM €AWHOW MPOrPamMMbl MOXHO OAHOBPEMEHHO MNPOBOAWUTL B OLHOM
npubope Noboe coyetaHMe TECTOB, BK/IOUYAA TECTbl C 06paTHOM TpaHCKpunumuen n amnavduraumnen. Mpm
OZHOBPEMEHHOM MPOBEAEHUM HECKO/IbKUX TECTOB AeTeKumA GNyopecLLeHTHOro CUrHana Ha3Ha4vaeTcs M no
OPYTMM UCMOJIb3yeMbIM KaHanam, NOMMMO YKasaHHbIX B Tabauue. B cnayvae ecam B ogHom npubope
OZHOBPEMEHHO MPOBOAATCA TECTbl TONIbKO A/1A BbifiBAeHUA [AHK, MOXHO yAanutb U3 AaHHOW Nporpammsl
nepBbIi Wwar 06paTtHoM TpaHcKpunuum (50 °C — 15 MUHYT) 419 S3KOHOMUM BPEMEHU.

8.3.4. YCTaHOBMTb NPOBMPKM UAKU CTPUNbI B AYENKM PeaKLMOHHOro Moayaa npubopa.

BHUMAHMUE! Ona amnanduKaTtopoB POTOPHOro TMna MnepBoi NpobupKoin Bcerga cTaBUTCA NpobUpKa C
obpasuyom K1 (K1 MON89034).

MpumeyaHue: Heo6x0AMMO nepen NOCTAHOBKOM B aMMNAMGUKATOP MAAHLIETHOrO TMNAa 0CaAMuTb Kanau co
CTEHOK NPOo6UPOK Ha BOpTEKCE.

8.3.5. 3anycTuTb BbINONHEHME NPOrPaMmmbl aMIANPUKALMM C AeTeKLMen GpyopecLeHTHOro CMrHana.

8.3.6. Mpubop npoBoAUT perucTpaumio ¢GAYOPeCcUEHTHOr0 CUrHana aBTOMaTUYECKM B perKuMme
«peanbHOro BpemeHmn».

8.4. AHanu3 n 06paboTKa pesynbTaToB
AHanns 1 06paboTKy pe3ynbTaTOB MOMKHO NPOBOAMUTD:

— B aBTOMaTMYECKOM pPEeXMME C MCMOoNb30BaHMEM nporpammHoro obecneveHuna FRT-Manager
(000 «UHTepMabCepBuc», Poccmsa) cornacHo pPyKOBOACTBY MO/b30BaTeNs, BbIBPaB METOAMKY, YKa3aHHYIO
BO BK/ajpllle A4 aBTOMmaTMyeckoin ob6paboTKM pesynbTaTos, npunaraemMom K Habopy. PykoBoacTso
nonb3oBaTens pasmelleHo Ha oduumanbHom cante OO0O «UHTep/labCepBuc» No  agpecy:
https://www.interlabservice.ru/service/frt/;

— B PY4YHOM perKMme C NomoLblo Makpoca A/1s aHanM3a M pacyeTa pesyabTatos B opmaTe Microsoft
Excel, cornacHo MHCTPYKUMKW MO €ro NPUMEHEHWI0 W BKAaAblWy ANA pyvyHOM 06pabOTKM pesynbTaTos,
npuaaraemomy K Habopy. MaKpoc 415 aHanu3a M pacyeTa pesy/ibTaToB pasmelleH Ha opuLMaIbHOM caiTe
Mpoussogutens no agpecy: https://www.nextbio.ru.

O6paboTKka 1 pacyeT pe3ynbTaToOB NPOUCXOAUT Ha OCHOBAHUM HAaAUUMA (MM OTCYTCTBUA) NepeceyeHunn
KpuBoit dnyopecueHumm S-ob6pasHon (curmoobpasHoi) dbopmbl C YCTAaHOBIEHHOMW Ha COOTBETCTBYIOLLEM
YPOBHE NMOPOroBo IMHUEN, YTO onpeaenseT Haamume (MAK oTCyTCTBME) N8 AaHHOM Npobbl AHK 3HayeHun
noporosoro umkna (Ct) B cooteeTcTBylowei rpade Tabauubl pesynbtatoB. [apameTpbl 06paboOTKM
bnyopecLeHTHbIX KpMBbIX (CM. M. 8.5.) 3aBMCAT OT UCNOIb3yeMOn MoAeNn amnandumkaTopa.

Bepcua 15.09.22-2 14



KpuBble HaKkonneHus ¢AyopecUeHTHOro CUrHana aHaAusUpYoTCA MO 2-M  KaHanam  JeTekuuu
(cm. Tabnnuy 7).

Tabnuvua 7
JeTtekuma ¢pnyopecueHTHOro curHana
Kanan ana ¢nyopodopa FAM R6G

ObnacTb MHTErpaLmum

'M-3nemeHT MON89034 1 reHOM KyKypy3 Y4acToK reHoma Kykypysel

MpoAyKT amnanduKaLmm

8.5. UHTepnpeTauua pesynbtatos
MHTepnpeTaumto pe3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYIO B COOTBETCTBMM C Tabauueir 9 u BKNagplem Ana pydyHor 06paboTKM pe3ynbTaTos,
npunaraemblM K Habopy. PesynbTaT UcCief0BaHUS CHMTAIOT AOCTOBEPHbIM, ECIN PE3y/bTaTbl, NOJYYEHHbIE
[ONA KOHTPO/IbHbIX 06PasLLOB, COOTBETCTBYIOT KPUTEPUAM BAaIMAHOCTM, YKA3aHHbIM B Tabanue 8;

— B aBTOMaTM4YECKOM peXMMe C WCNo/b30BaHMEM MporpammHoro obecnedeHua FRT-Manager
(OO0 «MHTep/labCepsuC», Poccna) cornacHo pyKoOBOACTBY NO/Ab30BaTeNs, BbIBpaB MeTOAMKY, YKa3aHHYO
BO BK/Aadblle AAA aBTOMATMYeCcKoW 06paboTKM pe3ynbTaTos, npwuaaraemom K Habopy. PykosopcTso
nosb3oBaTens  pasmeweHo Ha oduumanbHom cante OO0 «UHTep/labCepBuc» NoO  agpecy:
https://www.interlabservice.ru/service/frt/. Wcnonbayemblie B nporpammHom obecneyeHun anroputm
WHTEprpeTauun pesynbTaToB A8 Mccnegyemblx o6pasuoB M KpUTEPUM BaNUAHOCTU Pe3y/bTaTos,
NoslyYeHHbIX 418 KOHTPOIEeN, NpeacTaB/ieH B Tabanuax 8 ' 9 cooTBETCTBEHHO.

BHUMAHMUE! CooTBeTCTBME KpUTEPUAM BaiMAHOCTM [AOJ/IKHO BbINMOMAHATLCA A1 KaXAoro noBTopa
Tectupyemoro obpasua. Ecam xota 6bl AnA 0AHOro M3 MOBTOPOB 3HayeHMA Moporosoro uukna (Ct) He
YKNaablBaloOTCA B FPaHMYHbIE, YKasaHHble B Tabanuax 8 u 9, pesynbTaT aHa/AM3a gas AaHHoro obpasua
CUYNTaAETCA HEOCTOBEPHDBIM.

Tabnnua 8

KpuTepuu BanngHOCTU ANA KOHTPONbHbIX 06pasuoB

3HaueHue noporoeoro uukna (Ct) ana amnanpukaTtopos
KoHTponb POTOPHOro / NAaHWETHOro TMNOB NOo KaHany ana ¢gayopodopa
FAM R6G

OnpegeneHo 3HayeHue Ct

He Bbllle rpaHNYHoro®
OnpepgeneHo 3HayeHune Ct OnpepgeneHo 3HayeHune Ct

He BbllUEe FPaHNUYHOrO He BbllUEe FPaHNUYHOrO
OnpegeneHo 3HayeHune Ct

He BbllUe rPaHNUYHOro

K1 MON89034 (K1)
K2 MON89034 (K2)

K3 MON89034 (K3)

K- (oTpuuaTtenbHbiii KOHTpOAL MLLP) 3HaueHue Ct oTcyTcTBYET
OK (oTpuMuaTenbHbl KOHTPOb SKCTPaKLMK) 3HayeHue Ct oTcyTCTBYET
K1 MON89034 (K1) KoadpduumeHT Koppenauum R? > 0,97

MONYYEHHbIE PACYETHbIE 3HAYEHMIT %-T0 COAepKaHUA
YKNa[pIBaOTCA B A1MaNa3oHbl, yKasaHHble BO BKNAAbILLE 418 PYYHOI
K3 MON89034 (K3) 06paboTKM pesynbTaToOB, NPUAAraeMoM K Habopy peareHToB

K2 MON89034 (K2)

BHUMAHMUE! Pe3ynbTaT pacyeTa KOHUEHTPaLUN ABAAETCA A4OCTOBEPHbIM, eCn Ko3abPULMEHT Koppenaumm
R? cocrasnsetr 6onee 0,97, nNpu 3TOM MOAYYEHHble pacyeTHble 3HadeHua obpasuos K1 MONS89034,
K2 MON89034 n K3 MON89034 yknaabiBatoTcA B AMana3oHbl 3Ha4eHMn Ct M NPOLLEHTHOrO COAEprKaHus,
yKa3aHHble BO BKAAAblle 418 PyYHON 06paboTKM pe3yibTaToB, MPMAaraeMom K Habopy peareHTos.

BHUMAHMUE! 3HaueHunsA KoHueHTpauuii AHK-KannbpaTtopos yKasaHbl BO BKAaAplwe 418 py4HOM 06paboTku
pe3ynbTaToB, Mpuaaraemom K Habopy peareHTos.

6 I'paHMuHble 3HaYeHMA Ct yKasaHbl BO BKAaAblWe Ana pyuyHol 06paboTKu pesynbTaTos, npunaraemom K Habopy.
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Tabnnua 9
MHTepnpeTauua pe3yabTaToB 418 Uccaegyembix 06pasyoB npu npoBeaeHMN KauecTBeHHOro 1
KOIMYeCcTBeHHOro aHanusa

Pe3ynbTatbl (3HauYeHue noporosoro uukna (Ct) ana npubopos

UHTepnpetauma
POTOPHOro / NNaHWETHOro TMNOB)

3HaueHue Ct no KaHany ans ¢nyopodopa FAM otcyTcTByet, npu
3TOM 3HauyeHue Ct no KaHany ana ¢nyopodopa R6G onpeaeneHo He
BbiLLe rpaHMuYHOro’.

AHK nnHum FM-kykypy3sbl MON89034
He obHapyKeHa

AHK nnHum rM-kykypysbl MON89034
o6HapyxeHa
Konunyectso AHK noanexut pacyety B
nporpamme FRT-Manager nnm Bpy4dHyto ¢
nomoulsto Makpoca 19 aHanusa u pacyeta
pe3synbTaToB B popmaTte Microsoft Excel

3HaueHue Ct no KaHany ana ¢ayopodopa FAM onpegeneHo, u
3HayeHue Ct no KaHany gna ¢nyopodopa R6G onpepeneHo He
BbilWwe rpaHu4Horo. Kpuebie ¢ayopecueHUMN uccnegyemoi npobbl
Nno AaHHbIM KaHanam nepecekaloT MOPOroBYH JIMHUIO HA yyacTke
XapaKTepHOro 3KCNOHEHLMANbHOrO nogbema GpayopecLeHLmu.

3HaueHue Ct no KaHany gna ¢nyopodopa FAM oTcytcTByeT uam HesanugHbiit!
onpeaeneHo He Bbille FPaHUYHOrO, a 3HavyeHue Ct no KaHany ans Tpebyetcs nosTopuTb MLP 1 / naum sTan
dnyopodopa R6G oTcyTCTBYET MM ONpeaeneHo Bbille rPaHUYHOro. BbligenexHma IHK

BHUMAHMUE! MpaHuyHble 3HaYeHus Ct gna uccnesyembix 06pasLOB yKasaHbl BO BKAagblle AAA Py4YHOM
06paboTKKN pe3ynbTaToB, NPUNaraeMom K Habopy.

8.6. OdopmneHume pesynbTaToB Uccneso0BaHUA

PesynbtaTtom wuccnegoBaHMA NpW MPOBELEHUM KavyeCTBEHHOrO aHazM3a ABAAETCA HaanuuvMe wuam
OTCYyTCTBME B aHanusnpyemom obpasue AHK avHum M-kyKypyssl MON89034, yto mMoOKeT ObITb
npeacrtasneHo B Buae 3akntoueHunsa « AHK anHumn FM-kykypysbl MON89034 obHapy»KeHa / He oBHapyXeHa».

Mpu NnpoBeaeHUN KONNYECTBEHHOTO aHa/In3a B PyYHOM PeXUMe pe3ybTaT UCCe0BaHUA MOXKeT bbiTb
npeAcTaBAeH B C/ieAylolem suae:

— «OHK anHnm T™M- KyKypysbl MON89034 obHapyxeHa B KoHueHTpauumn meHee 0,1 % / 6onee 10 %»
(ecnn KonuuecTBeHHbIV pPe3yabTaT MCCAeAOBaHMA HAXOAWUTCA BHE JIMHEMHOro AuanasoHa WM3MepeHus
Habopa);

— «AHK nnHnmn M- kykypy3bl MON89034 o06HapyrkeHa B KoHueHTpauun N % = U», rae U — paclwumpeHHas
HeonpegeneHHocTb (He 6onee 30 %), a N — nonyyeHHana B Xo4e aHanM3a KoHueHTpauma OHK anHuu (ecam
KO/IMYECTBEHHbIA pPe3ynbTaT UCCNef0BAHUA HaXOAMTCA B rpaHMLAX AMHEMHOrO AMana3oHa M3MepeHus
Habopa ot 0,1 % a0 10 %).

7 TpaHWuHble 3HaYeHnA Ct yKasaHbl BO BKAaAblWe Ana pyuyHol 06paboTKu pesynbTaTos, npunaraemom K Habopy.
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8.7. Bo3mMOXKHble onbKU

8.7.1. KoaddpuumeHnt koppenauun (R?), noayueHHbIlt npu pacdete 8 MaKkpoce ana aHanusa u pacuyeta
pesynbratoB B ¢opmate Microsoft Excel mam npwm ucnonvsosaHum MO FRT Manager, meHee 0,97.
HeobxoamMmo nposectn nosTopHoe [LP-nccnenoBaHMe COOTBETCTBYIOWENO Mccaegyemoro o6pasua,
Ha4YMHaA c aTana amnanduKauuu.

8.7.2. Mony4yeHHble pacyeTHble 3HayeHua gnsa obpasyos K1 MON89034, K2 MON89034, K3 MON89034
He YKN1a4,blBaOTCA B MaNa3oHbl pacluMpeHHon HeonpeaenéHHoctv (He 6onee 30 %). Heobxoammo nposecTu
nostopHoe [LP-uccnegoBaHne COOTBETCTBYIOWErO uMccaedyemoro o6pasua, HaumHaa ¢ 3Tana
amnandukaumu.

8.7.3. lna oTpmuatenbHoro KOHTPoAns skctpakumm (OKO) no KaHanam ansa ¢ayopodopos FAM u / nam
R6G onpeaeneHbl 3HaYeHMA NOPoroeoro uukna (Ct). BeposaTHa KOHTamMHauma nabopaTopmm NpoayKTamm
aMNANOUKALMN AU KOHTaMMHALMA PeareHTOB WAM Uccaedyemblx 06pa3LoB ApyrMmu obpasuamu uam
npoayKTaMuM aMnanduKaumm Ha Kakom-nnbo stane mccnenosaHuA. Heobxoaumo npeanpuHATL mepbl No
BbIAB/IEHUIO U NIMKBMAAUMU UCTOYHUKA KOHTAaMMHALMW M NOBTOPUTb UCC/efoBaHWe gna Bcex obpasLos,
Ha4ynHaA c aTana akcTpakummn AHK.

8.7.4. Ona otpuuatenbHoro KoHtpona MUP (K-) no kaHanam ana ¢nyopodopos FAM u /unm R6G
onpeaeneHbl 3HayeHMA noporosoro umkna (Ct). BepoaTHa KoOHTamuHauums nabopatopum NpoayKTamu
amnNAndUKaLMM AN KOHTaMMHAUMA peareHToB Ha 3tane [MLUP. HeobxoaMmo npeanpuHATbL mMepbl NO
BbIABNIEHUIO U NIMKBMAAUMMN UCTOYHUKA KOHTAMMHAUMW M NOBTOPUTb UCC/ef0BaHWe g/ia Bcex 0b6pasLos,
HaumMHaA c aTana MNUP.

8.7.5. Ans uccneayemoro ob6pasLa onpeaeseHo 3HauyeH1e Nnoporosoro umkna (Ct), npu aTom Ha rpaduke
dbnyopecueHUMN OTCYTCTBYET YHaCTOK XapaKTepPHOro 3KCNOHEeHUManbHOro nogbema (rpaduk npeacrasnsert
coboli NpMbAnsnUTenbHO NPAMYO IMHUIO). HeobxoaMmo NpoBepuTb NPaBUAbHOCTb BbIGPAHHOMO YPOBHSA
MOPOroBOW IMHUWN UKW MAPaMeTPOB pacyeTa 6a3oBOW AMHWUW. EcM pesyabTaT NoyYeH Npu NpaBuUIbHOM
YpOBHEe Noporosoi AnHUM (6a3oBoi AMHMKM), TpebyeTca NOBTOPHO NPOBECTM aMmNANOUKALMIO N AETEKLMIO
ANA aToro obpasua.

8.7.6. ina viccneayemoro obpasLa OTCYTCTBYET 3HauyeHuMe noporoBoro umkna (Ct) mo Kavany ans
dnyopodopa R6G, 4To CBUAETENLCTBYET O HEKAUYECTBEHHOM NPOBEAEHUM SKCTPAKLUN HYKNEUHOBbIX KUCNOT
WAWU HAaANYMKM MHIMBUTOPOB. TpebyeTca NOBTOPHO NPOBECTU UCCAeAoBaHME AaHHOro 0bpasua, HauuHas C
3Tana 3KCTPaKUMKM HYKJEMHOBbLIX KUCAOT. B ciayyae BOCMPOM3BOAMMOrO pesy/sibTaTa pPeKoMEeHAyeTcs
NOBTOPHO NpoBecTu 3abop, NpeaBapuTebHYIO NOAFOTOBKY M UcciegoBaHMe obpasua.
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9. ®YHKUUNOHAJNIbHbIE XAPAKTEPUCTUKU HABOPA

9.1. NMpepen obHapyxeHua®

MNpegoen o6Hapy:KeHMA Habopa «Amnanlpanm® Kykypysa MON89034» 6bin  onpeaeneH c
Mcnosib3oBaHnem npobut-aHanmMsa ¢ 95 %-oM noBepuUTENbHOM  BEPOATHOCTbIO W cocTaBaseT
1,0x10° konunit/mn uam 0,1 % TMMW. 3HayeHne xapaKTePUCTUKM AOCTUraeTca npu cobNofeHUn npasui,
yKasaHHbIX B pasgene «Mccneayemblit matepuany.

9.2. /InHelHbI AMaNa3oH U3MepeHUs U npeaen UsmepeHun

Habop peareHTOB M03BOMAET M3MePATb KOHUeHTpauuto ¢parmeHTos AHK AnHum TM-KyKypys3bl
MON89034.

AnanasoH KonuyectBeHHoro onpegeneHna cocrasnder 0,1%—-10% [IMWU. CucremaTtmyecKas
NnorpeLHoCcTb U3MepeHua coctaBnneTt He bonee 30 % A5 BCeEX TOYEK AMANa3oHa KOIMYECTBEHHOM OLLEHKM.
Mpeanen namepeHus Habopa ABAAETCA HUKHUM MpPeaesom AMHEMHOro AManasoHa uM3mepeHua Habopa.
YKa3aHHble 3HAYEHWUs XapaKTEPUCTUKU [OCTMraloTca npu  cobaogeHMM anroputma npoBeaeHus
NUcCnea0BaHUA M pacyeTa pPesynbTaToB, YKasaHHOMo B AaHHON NHCTPYKUMK.

9.3. AHanuTHuuyecKan cneynPUIHOCTb

Habop peareHToB 0bHapyxusaet pparmeHTsl AHK anHnm MM-kykypy3sl MON89034.

AHanuTMyeckas cneunduryHocTb Habopa oueHmBanach TectuposaHuem [HK pacteHuit U KUBOTHbLIX, a
Takxe AHK nunHnii TM-pacteHnin (cm. Tabauuy 10).

Tabnuua 10

OHK TM-anHuiA, pacTeHui, }KUBOTHDbIX, UCMO/Ib3YyeMbIX 41 OLLeHKU aHA/IUTUUECKOMN

cneunduUYHOCTU
OHK TM-nnHuiA, pacTeHU U } KMBOTHbIX
Kykypy3a MONS863 KyKkypy3a 5307 Panc MON88302
Kykypy3a NK603 Coa A5547-127 Panc RF3
Kykypysa Bt11 Coa A2704-12 Triticum aestivum
Kykypy3a TC1507 Coa BPS-CV127-9 Avena sativa
Kykypysa MON88017 Coa GTS40-3-2 Oryza sativa
Kykypy3a MIR604 Coa FG72 Fagopyrum esculentum
KyKkypysa MIR162 Cosa SYHTOH2 Solanum tuberosum
Kykypy3sa GA21 Coa MON87701 Beta vulgaris
KyKkypy3sa T25 Cosa MONB89788 Pisum sativum
Kykypy3a MON810 Panc GS40/90 Lycopersicon esculentum
Kykypysa 3272 Panc MS1 Malus domestica
Panc MS8 Panc Oxy235 Suidae spp.
Panc MS8 x Rf3 Panc Topas19/2 Bos taurus taurus
Panc T45 Panc RF1 Salmo salar
Panc GT73 Panc RF2 Gallus gallus

Mpu TectMpoBaHMM 06pa3uoB [JHK BbilLenepeuymncaeHHbIX PaCTEHMUI U }KUBOTHbIX, @ TaKXKe IMHUIM TM-pacTeHui
C Ucnonb3oBaHMeM Habopa NepeKpPeCcTHbIX PEAKLUI BbISBAEHO He Bblno.

8 Npenen obHapy*eHnsa — 95%-0e NONOKUTENbHOE NOPOrOBOE 3HaYeHMe KOHLEHTPaLun (KoHueHTpauma JHK
BbIABAAEMbIX MULLEHEWN, NPU KOTOPOI 95% TecToB AatoT NONOKUTENbHBIN pe3ynbTaT).
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10. ycnosnAa XPAHEHUA, TPAHCNTOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

CpOK rogHoCTn Ha6opa coctasnsaet 12 mecAues oT AaTbl usrotosneHua. lNocne BCKPbITNA peareHTbl
MCNO21b30BaTb A0 UCTeYeHNA CPOKa roaHOCTHN Ha6opa. Ha6op C NCTEKWWKNM CPOKOM roaHOCTU NPUMEHEHUIO
HEe nognexurt.

10.2. TpaHcnopTUpoOBaHUue

Habop TpaHcrnopTvpoBaTb npu Temnepatype oT 2 °C ao 8 °C Bcemu BMAAMM KPbITbIX TPAHCMNOPTHbIX
CPeAcTB B TEPMOKOHTEWHEepax C X1aJo3N1eMeHTamu uAn B asBTopedpuikepaTtopax. He ponyckaetcs
3aMOparkMBaHMeE PeareHTos.

[onyckaeTca TpaHcnopTUpoBaHue npu Temnepatype ot 8 °C go 25 °C He 6onee 3 cyToK.

Habop, TpaHCNOPTUPOBAHHDLIM C HapYLUEHNEM YKA3aHHOTO TEMNEPaATYPHOro PEXMMA, MPUMEHEHUIO He
NoANENUT.

10.3. XpaHeHue

Habop xpaHuTb Npu TemnepaType oT 2 °C 4o 8 °C B 3aLMLLEHHOM OT CBETA MECTe B TeYEHNE BCEro CPpoKa
rogHoCcTM Habopa. He gonyckaeTtca 3amoparkMBaHWe peareHTos.

PeareHTbl nocne BCKPbITUA XPaHUTbL B TEX e YCN0BUAX, YTO U peareHTbl A0 BCKPbITUA. HEBCKpbITbiE U
BCKPbITble peareHTbl cTabuibHbl B TEYEHUE CPOKA FOAHOCTU, YKAa3aHHOrO Ha 3TUMKeTKe, nNpu cobatoaeHun
YKa3aHHbIX YC/NIOBMIMA XpaHeHusi. PeaKumoHHas cmecb, npurotoBneHHas u3 [LP-cmecn MON89034 wu
bydepa B, xpaHEHUIO He NOANEKMUT.

Habop, XpaHMBLUMIACA C HapyLWEHMEM YKa3aHHOIo peXnuma XpaHeHus, MPUMEHEHUIO He NOA/EXMNT.

11. TAPAHTUU NPOU3BOAUTENA

MpounsBoguTeNb rapaHTUPYET COOTBETCTBME XapaKTEPUCTMK Habopa TpeboBaHWAM, yKasaHHbIM B
TEXHUYECKOM W 3KCMYaTaUMOHHOM [AOKYMEHTauuKW, B TeYeHMEe YKA3aHHOTO CPOKa TrogHOCTU Mpu
cobt0aeHNN BCeX YCA0BUIM TPAHCNOPTUPOBAHNA, XPAaHEHUA N NPUMEHEHUA.

Peknamaumm Ha KayectBo Habopa «Amnaunlpanm® Kykypysa MONS89034» HanpasBnatb B agpec
npounssogutens 000 «Hekctbro»: 111394, r. MockBa, ya. MonumepHan, 8 ctp. 2, ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

KOHCYI'IbTaLI,MIO no pa60Te C Ha60p0M, a TaKXXe no Bonpocam, KaCcakowmnmca KadyecrtBa Ha6opa, MOXHO
NOZIYy4UTb NO KOHTAKTaM, YKa3aHHbIM Ha Od)MLI,MaﬂbHOM caunte npOM3BO,£I,MTe}'IFII www.nextbio.ru.
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12. CUMBO/J1bl, UCMOJIb3YEMBbBIE B JOKYMEHTALUU NPOU3BOAUTENA
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