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CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct Cycle threshold (noporosblii LK)

HK HYK/J1eMHOBbIE KUCNOTbI

BKO BHYTPEHHMI KOHTPONbHbI 06paseLl,
OHK 0Ee30KCUPUBOHYKNENHOBAA KUCNOTA
OHKasa Ae30KCcMpuboHyK1easa

AHT® Ae30KcnpuboHykneosnarpudocdatbl
OK OTPULATENbHbIN KOHTPO/b

OKO OTPULATENbHbIN KOHTPO/IbHbIN 0bpaseL,
K- oTpULATENbHbIN KOHTPOb MLP

MK NONOXKUTENbHbIN KOHTPO/1b

MNKO MOJIOXKUTENbHbIN KOHTPOJIbHbLIN 06pasel,
MnupP noanmepasHas uernHasa peakuma

yar ypaumn-AHK-rnnkosmnasa

HAMMEHOBAHWUE U3OENNUA

Habop peareHTtoB ana BbisiBneHMa AHK Kpbicbl M MbiliKM B KOPMax, Cbipbe, NMPOAYKTAX MUTaHUA U

6uonornyeckom maTepmnane MeToaoM nonmmepasHoﬁ LI,EI'IHOﬁ peakunn C p,eTeKumeﬁ B pexume

«peanbHoro BpemeHn» «Amnanlpanim® Kpbica / Mbiwwby».

Hanee no

«Amnanlpaim® Kpbica / Mbllb», a TakXke cokpalleHne Habop peareHToB.
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1. HASHAYEHUE

Habop peareHtos «Amnaumpaiim® Kpbica / Mbllb» npegHasHadeH ans sbiasnedua JHK Kpbicbl (Rattus)
M mblwn (Mus musculus) B npoayKkTax MUTAHUS WU KOPMax, COAEpPMKalUX KOMMOHEHTbl PacTUTENbHOro
NPOUCXOXKAEHMA (3aMEHUTENIN MOJIOKA, MeYeHbe, KallK, X/10Mbs, WPOT, TEKCTypaTbl U T.N.), B NPOAyKTax
nuTaHuA, nonydabpuKaTax, Cbipbe U KOPMAx MKMBOTHOFO MNPOMCXOXAEHMUA (KopmoBble A06aBKy,
KOMBMKOPMA, MACOKOCTHAs MyKa, KOHCEpBbI U T.N.), B BMonormyeckom matepuasne (BHyTPeHHWE opraHbl,
YyacTuM Tywwu) gns AeTeKuuu HecaHKUMOHWPOBAHHbLIX npumeceirt metogom MUP ¢ rmbpuamsaumoHHo-
dnyopecLeHTHON geTeKuMeln NPOAYKTOB aMNANPUKaLMK B PEXUME KPeaNbHOrO BPEMEHMWY.

MaTepuanom ans nposegeHua [MUP cnyxaT npobbl AHK, aKcTparMpoBaHHble K3 UcC/iedyemoro
maTepuana ¢ Momolwbio HAaboOpoOB peareHTOB, pPeKOMeHAOBaHHbIXx [pousBoauTenem B pasgene
«JononHutenbHoe obopyaoBaHME U MaTepUanbl».

2. XAPAKTEPUCTUKUN HABOPA

2.1. CocTtaB U KOMNNEKTHOCTb

Habop BbinyckaeTca B egmuHon popme. CocTaB Habopa M KOMMNIEKTHOCTb MOCTaBKM YKa3aHbl B Tabmuax
1 1 2 cooTBEeTCTBEHHO.

Habop paccuuMTaH Ha npoBeAeHWe wuccnegoBaHua 96 06pasuos, BKAKOYaA KOHTpoau. Habop
npegHasHaveH gns nposegenuna amnaneukaumm AHK metogom MUP ¢ rmbpuansauymoHHo-dayopecLeHTHON
OETEKUMEN B peXkMMe «peasibHOro BPEMEHU» U MOXKET UCMO/1b30BaTbCA COBMECTHO C aMniMdUKaTopamm
NAAHWETHOIO U POTOPHOro Tuna. [na npoBefeHUA MONHOIO UCCAeLOBaHMA HEOBXOAMMO MCMNONb30BaTb
Habopbl peareHTOB A1 3KCTpakumn AHK, pekomeHaoBaHHble B pasgene «JonofHMTenbHoe 060pyaoBaHUe
M maTepuanbl». Habop ucnonbsyeTca Ans pydvyHOM MeToauKu BblgeneHna HK uam coBmecTHo ¢
aBTOMATMYECKMMM CTAaHLUAMM N5 NPUTOTOBAEHUA U [03MPOBAHNA PEaKLIMOHHbBIX CMeceil.

Tabauua 1
CocraB Habopa

PeareHT 06bem, mn Konunuecteo OnucaHue

BydepHbIli pacTBOp co cneunduyeckummn nparimepamu,
1,10 1 npobupka | dnyopecueHTHO-MeUYeHbIMU 30HAaMK U AHT® ¢ aYTO.

Mpo3payHasa KNAKOCTb.

BybepHbili  pacTBop c  TepmocTabunbHon  [AHK-
bydep B 0,60 1 npobupKa | nonumepasor Taqg, cynbdpaTom marHms u ypaumn-AHK-
rAMKo3Mnason. MNpo3payHasn KUAKOCTb.

MLP-cmecb
Kpbica / Mbiwb

NKO MonoXKnTeNbHBIA KOHTPOJIbHbLIV 06paseL,
0,26 1 npobupka
Kpbica / Mbiwb Mpo3payHasn XUAKOCTb.
K- 0,26 1 npoBupKa OTpuuaTenbHbI KOHTpoAb MLLP.
Mpo3payHan KULKOCTb.
Tabanua 2
KomnnekTHocTb Habopa
KomnoHeHT dopmar Konunuectso
Habop peareHToB - 1
MHCTPYKUMA N0 NpUMEHeHHIo HaBopa B 9/IEKTPOHHOM BUAE Ha od)mu,mam;yom calite 1
MpounssoamnTens: www.nextbio.ru
KpaTkoe pyKOBOACTBO MO MPUMEHEHMIO B GyMaHOM Bige 1
Habopa
MacnopT KavecTsa Ha HaBop B 3/IEKTPOHHOM BUAE Ha Od)MLI,VIaﬂb'HOM calite 1
MpoussoauTens: www.nextbio.ru
B -
Knagblw K Habopy AnA aBTOMaTUYeCcKoW B GyMaHOM Bige 1

06paboTKM pesynbTaTos
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2.2. MpuHUMN metoaa

MpUHLMN TEeCTUPOBAHMA OCHOBAH Ha aKcTpakuum AHK 13 06pasuyos nccnegyemoro matepmana CoBMECTHO
C BHYTPEHHUM KOHTPO/IbHbIM 06pa3uom (BKO), u Ha npoBeaeHUN ogHOBpEeMEHHOM aMmNandUKaLMM y4acTKOB
OHK Kpbicbl (Rattus), mbiwmn (Mus musculus) v JHK BKO npu nomowy cneumduyHbIX K 3TUM ydacTKam
nparimepoB n depmeHTa Tag-nonmmepassl. [eTekuma NPoOAyKTOB amnavduKauum MNpPoUcXoguT nyTem
namepeHusa GAyopecLeHTHOro CUrHana B PeXXMMeE «peasibHOro BpeMeHM» 3a CYEeT UCMOJIb30BaHUS B COCTaBe
peakUuMoHHOM cmecn GyopecLeHTHO-MEYEHbIX OJIMFOHYKNeoTMAO0B (30HAO0B). 30HAbLI rMBPUAM3YIOTCA C
KOMMNIEMEHTapHbIM y4yacTKom amnanduumpyemon [AHK-muweHn, B pesynbrate 4Yero nNpPoUCXoauT
HapacTaHWe MHTEHCMBHOCTM  dayopecueHuMn. ITO  MNO3BONSAET  PEerncTpupoBaTb  HaKoMeHue
cneundmyeckoro npoayKkTa aMnanduKaumm nyTem nsmepeHmns MHTEHCMBHOCTM GbIyopeCcUEeHTHOro CUrHana c
nomouibto amnandukaTopa ¢ cuctemoin aetekumm ¢GiyopecueHTHOro CUrHana B PeXKMMe «peasibHoro
BPEMEHWN».

Habop peareHTOB COAEPKUT CUCTEMY 3aLLUTbI OT KOHTaMMHALMM aMMJIMKOHAMM 33 cYET NPUMEHEHMUA
depmenTa ypauun-AHK-rankosmnassl (YAr) u tpudocdata aesokcnypuanHa. PepmenT YAl pacnosHaeT u
KaTanusupyet paspyweHne ueneir [OHK, cogepskawmx gesokcuypuamH, Ho He [AHK, cogepxkawen
0E30KCUTUMUANH. [Je30KCnypuamH OTCyTCTBYET B NpupogHon AAHK, Ho Bcerga NnpucyTCTByeT B aMMNIMKOHAX,
NOCKONbKY TpudocdaT fe30KCMypruanHa BXOANUT B cocTaB cmecn gHTD B peareHTax aaa amnavdukauuu.
[e30KCcnypuanH genaet KOHTaMUHUPYIOWME aMMIMKOHbI BOCAIPUUMUYMBLIMUK K PaspyLLleHUt0 depMeHTOM
YOI po Hayana amnandukaumm OHK-muweHu, U, cnegoBaTesibHO, OHM He MOryT ObiTb B Aa/ibHEULEM
amnanduumpoBaHbl.

depmeHT YOI TEpMOIabUIEH U MHAKTUBMPYETCA NpU HarpeBaHuu Bbiwwe 50 °C 1 nosTomy He paspyliaeT
aMM/IMKOHbI MULLIEHM, HapabaTbiBaemble B npouecce MLP.

Ha atane amnandukaumm B ogHoM npobupke ogHoBpPeMEHHO amnanduumpyroTca yyacTkn OHK Kpbickl
(Rattus), mbiwum (Mus musculus) n nocneposatenbsHocTn IHK BHYTpeHHEro KoHTposibHOro obpasua (BKO).
PesynbTaTbl amnanuUKaLMW  PErUCTPUPYIOTCS N0 TPemM KaHanam  ¢ayopecueHTHOW  AeTeKuuu
(cm. Tabnuuy 3).

Tabnuvua 3
CootBetctBue HK-muweHen n KaHanos payopecueHTHON AeTeKuun
Kanan ana FAM R6G? ROX
dnyopodopa
i 2 [HK gomoBoi mbiimn
HK-muwweHb [OHK Kpbicbl (Rattus) BKO B / BKO-FL (Mus musculus)
O6nactb MTaHK MCKyCcCTBEHHO-CUHTE3UPOBAHHAsA e
amnandukaumm nocnenoBaTeNbHOCTb

3. KOHTPO/J1b KAYECTBA

B cootBetctBuM ¢ ISO 13485-ceptudnuympoBaHHoit Cuctemoint MeHearkmeHTa KavecTBa KomnaHuM
000 «HeKkctbro», Kaskaan cepusa Habopa peareHtoB «Amnaulpaim® Kpbica / Mbiwb» nposepseTtca Ha
COOTBETCTBME 3apaHee onpesesieHHbIM TpeboBaHUAM Ans obecneyeHmsa NOCTOAHHOIO KaYecTBa NPOAYKLUUN.

! Netekuma curHana ana payopodopa R6G ocyLecTBAAETCA N0 KaHaNy AeTeKUMM ANa aHanornyHbix dayopodopos HEX,
JOE, Yellow.

2BKO B BXoAMT B cocTaB HabopoB peareHToB, PEKOMEHAO0BaHHbIX [lpoussoauTenem Ana 3KCTpakumm HK u3
uccnepyemoro matepuana («MarHolpaiim® BET», «Amnaulpaim® PUBO-npen BET» nponssoactea OO0 «Hekctbuo»,
Poccusa). BKO-FL BxoguT B cocTaB HabopoB peareHToB, peKOMeHA0BaHHbIX MpounssoauTenem ana skcTpakuym HK us
nccnegyemoro matepuana («MarHolpaiim® TMO», «MarHoMpanm® ®UTO» npounssoactea OO0 «Hekctbuo», Poccusa).
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4. OTPAHUYEHUE METOOUKU UCCNEAOBAHUA

4.1. Habop npumeHseTca TONbKO ANA UCCAeA0BaTeNbCKMX U APYTUX HEMEANLMHCKUX Lenen.

4.2.Habop npeaHasHayeH Ana paboTbl TOIbKO C UCCAeAyeMblM MaTepuanoM, YKasaHHbIM B pasgesne
«Ha3HayeHune». MccnepoBaHme ApYrnx BUAOB MaTEPMaioB MOMKET MPMBECTM K NOYHEHWNIO HEJOCTOBEPHbIX
pe3ynbTaTos.

4.3.Mony4yeHne  OOCTOBEpPHbIX  pe3ynbTatoB  obecrneuymBaeTca  BbiMNOJIHEHMEM  TpeboBaHuUN,
npeabsaBAsSEMbIX K B3ATUIO, TPAHCMNOPTUPOBAHWUIO, NMOATrOTOBKE WU XpaHeHuto obpasuoB uccieayemoro
maTepuana (cm. pasgen «Mccnegyemblin matepuan»).

4.4.C nomolubto Habopa «Amnaunlpaitm® Kpbica / Mblwb» Bo3moxkHo MNLUP-nccneaosaHme TobKo Npob
[OHK, aKcTparMpoBaHHbIX U3 nccnegyemoro maTepmana COBMECTHO C BHYTPEHHUM KOHTPO/IbHbIM 06pasuLom
3KcTpakymm — BKO, Bxogawmm B cocTaB HabopoB 415 npoBeaeHus akcTpakumnmn HK. bes ncnonb3osaHma BKO
HEBO3MOXHO NPOBECTU OLLEHKY BaJIMAHOCTM NOCTAHOBKM.

4.5. AHann3 NULLEBbIX MPOAYKTOB C UCTEKWMM CPOKOM FOAHOCTU, WAMU XPaHMBLUMXCA C HapylleHuem
Tpebyembix YCNOBMIA, MOMET MOKasaTb HeBaAuAHble pe3ynbTaTthbl. lUleBble NPOAYKTbl B npouecce
TPaHCMOPTMPOBKMU HEOBXOAMMO XPaHUTb B PEKOMEHA0BaHHbIX MPOM3BOAUTENIEM YCIOBUSAX.

4.6.MpuMmeHeHMe Habopa BO3MOMKHO TONbKO MEPCOHAaNOM, Ob6ydYeHHbIM npaBunam paboTbl B
nabopaTopuu, BbIMOAHAIOWEN MONERYNAPHO-6MONOTMYECKME UCCNe0BaHUS.

4.7.MNpwn pabote c Habopom cnegyeT MCMOJb30BaTb TO/IbKO aMMNIMOUKATOPbI C CUCTEMOM AeTeKLMU
$NYOpPECLEHTHOIO CUTHANA B PEXKUME «PEasSIbHOTO BPEMEHU», XapPaKTEPUCTUKU KOTOPbIX YAO0BAETBOPAIOT
TpeboBaHMAM, YKa3aHHbIM B pasgene «onoaHntenbHoe obopyaoBaHne U maTepuanbi».

5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1.Pabota Ao/KHA NpPoOBOAUTLCA B 1AabOPATOPUAX, BbIMNOJHAIOWMX MONEKYNAAPHO-OMONOrMYeckue
uccneposanua. MNUP-uccneposaHna [oMXKHbI NPOBOAUTLCA € cobntogeHMem TpebOBaHUIN MeToAMYEeCKUX
yKasaHuit MY 1.3.2569-09 «OpraHu3auusa paboTbl nabopaTtopuii, MCNONb3YIOWMX METOAbl amnanduKaumm
HYKNEMHOBbIX KUCNOT NPU paboTe C MaTepMaNom, COAEPKALLMM MUKPOOPraHM3mbl I-1V rpynn natoreHHoCTU»
n npasun «lpasBuna nposeaeHua paboT B AMArHOCTUYECKUMX NabopaTopuAaX, WUCMONb3YHOLINX METOoZ,
NosIMMEepPasHOM LLENHON peakuun (OCHOBHblE MONOMKEHMA)» (YTBEPKAEHbI MPUKA3OM PYKOBOAUTENSA
[JenapTtameHTa BeTepuHapum MuHcenbxosnpoga PO 27.01.1997).

5.2.Mpu pabote HeobxoaMMO BCerga BbINONHATL caeaytolmne TpebosaHums:

- lNpumeHaTb Ha6op CTpOro no HasdHa4YeHUo B COOTBETCTBUN C ,CI,aHHOﬁ MHCTpYKLI,MEI‘;L OTKNOHEHne oT
nponncaHHbIX Npoueayp n nopAaaka AEVICTBMIZ MOXET NPUBECTU K MNONTYHEHUIO HELOCTOBEPHDIX Pe3y/1bTaTOB
daHanus3a.

- JlabopaTopHbIli Mpouecc A0/KeH O6biTb oAHOHanpaB/ieHHbIM. AHanu3 cnegyet nNpPoBOAUTbL B
OTAENbHbIX MNoMelleHusax (3oHax) B cootBeTcTBMM c MY 1.3.2569-09. He Bo3BpawaTtb 06pasupbl,
obopyaoBaHuMe 1 peareHTbl B 30HY, B KOTOpoW Oblna NpoBeaeHa NpeablayLias cTagma npouecca.

- Ybupatb u ae3nHOULMpPOBaTb pas3nnTble 0bpasLbl UM PeareHTbl, UCNOoAb3ya Ae3nHbULMpyowme
cpencTsa B cootBeTcTBMM ¢ CaHlunH 3.3686-21.

Bepcma 11.03.22-1 6



- YpanATb HeuCcnosib30BaHHble peareHTbl, peareHTbl C WUCTEeKWMM CPOKOM T[O4HOCTU, a TaKXe
MCNON1b30BaHHbIe peareHTbl, YNaKOBKY, 6uonormyeckuni maTepknan, BKAKOYaA maTtepunasbl, UHCTPYMEHTbI U
npegmerTsbl, 3arpA3HeHHble 6ronormyeckum MaTepnanom, B COOTBETCTBUU C TDEGOBaHMﬂMM
CaHlnH 2.1.3684-21.

BHUMAHMUE! Mpu yaaneHun oTxodoB nociae amnanduKkaumm (npobupok, cogepkawmx npoayKtbl MLP)
HeAoMNyCTUMO OTKPbIBaHWE NPOBUPOK M Pa3bpbi3rMBaHUE COL4EPHKMMOTO, MOCKO/IbKY 3TO MOXKET MPUBECTU K
KOHTaMWHaumn npoayktamu MLP nabopatopHOM 30HbI, 060pYyA0BaHWNS U PeareHToB.

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

- Mocyaa (CTynKM 1 NeCTUKM) U MeTaNIMYEeCcKMe MHCTPYMEHTbI (CKabnesn, HOXHULbI, MUHLETLI U T.M.),
NCNo/Ib30BaHHble A5 NPeAnoAroTOBKM NPob, BblAEPKUBAKOTCA B pacTBOpe Ae3MHOUUMNPYIOLLETO CPeacTBa
(Hanpumep, 0,2 % pacTBOpP HATPUEBOWM CONU AMXNOPU3OLIMAHYPOBOM KUCNOTbI) B TEYEHME OAHOrO Yaca,
MOIOTCA BOAONPOBOAHOM BOAOW C MOBEPXHOCTHO-AKTUBHbBIMM MOIOLLMMM CPEACTBAMM M NOC/E OTMbIBAHUA B
NMPOTOYHON WM AEMOHU30BAHHOM BOAE BbICYLUMBAKOTCA B CYXOXapoBOM LWKady B TeyeHue 4 4yacos npu
Temnepatype 180 °C.

- [loBepxHOCTW CTONOB, a TaKXe NOMeLLEHNA, B KOTOPbIX NPOBOAUTCA nocTaHoBKa MLUP, Ao Havana u
nocne 3aBepweHns pabot Heobxoaumo noasepratb yabTpaduoseToBomy 06aydeHmnto B TedeHne 30 MUH.

- Habop peareHTOB npegHasHayeH Aaa OAHOPA30BOro MpMMeHeHMs npu nposegeHun [LUP-
nccneaoBaHUA YKasaHHOro Koandecrsa npob (cm. pasgen «CocTtas M KOMMIEKTHOCTbY).

- Habop peareHTOB roToB K MPUMEHEHMIO COTNACHO AaHHOW UHCTPYKLMM. MpUMeHATb Habop cTporo no
HasHa4eHuto.

- He ucnonb3oBaTh Habop peareHTOB, €CAM HapylleHa BHYTPEHHAA YMaKoBKa, WAW BHELWHWIA BUA,
peareHTa He COOTBETCTBYET ONUCaHUIO.

- He ncnonb3oBaTb Habop peareHToB, eC/iv He CoH1t043UCh YCNOBUA TPAHCNOPTUPOBAHUA U XPAHEHUSA
COrNacHO UHCTPYKLMW.

- He ncnonb3oBaTb Ha6op peareHTos Nno ncre4yeHmn CpoKa rogHoCTun.

- Wcnonb3oBaTb 04HOPA30BbIE HEOMYAPEHHbIE NepYaTKu, NabopaTopHble XanaTbl, 3alLMLLATL 11333 BO
Bpems paboTbl c 06pasLamm 1 peareHTamu. TaTeIbHO BbIMbITb PYKM MO OKOHYaHUK paboTbl. Bce onepaumm
NPOBOAATCA TONbKO B NEpUYaTKax 418 UCK/IOUYEHNA KOHTaKTa C OpraHM3MOM Ye/ioBeKa.

- He ecTb, He NUTb U He KypuUTb B MPOLIECCe MCMNO/b30BaHMA Habopa. M3beraTb BAbIXaHMA Napos,
KOHTAKTa C KOXEeW, rnasamu 1 cansmctor obosioukoit. He rnotats.

- Tlpn KOHTaKTe Hemea/IeHHO MPOMbITb NOPa’KeHHOe MEecTO BOZOW W MpPW MAOXOM CaMo4yyBCTBUU
06paTUTbCA 33 MegUUMHCKOM nomoulbio. Mpy nonagaHuy BHYTPb, PBOTY HE Bbi3blBaTb, MPONOIOCKATb POT
BOA0M, 06paTUTLCA K Bpayy Npu NJI0XOM CaMOYyBCTBUM.

5.3. Mpwn MCNOoNb30BaHUN no Ha3Ha4yeHuto n CO6I1IOLI,€HMVI BbllenepeyncneHHbIX mep
npeaoCTopoOXKHOCTHU Ha6op 6e3onaceH. PeareHTbl Ha6opa coaepKat HaTpuAa asng B KOHUEHTPaUUKN HE 6onee
0,1 % 1 COOTBETCTBEHHO He KﬂaCCVId)MLI,VIpyIOTCﬂ KaK OonacHbie n He Tp66YI-0T COGI’HO,CI,GHI/I‘FI cneunanbHbIX MeP
npeaocTopoXKHOCTH.

5.4. Cneunduryeckne Bo3gencTeus Habopa Ha OpraHM3m YesI0BeKa:
- KaHueporeHHbIl adpdeKT oTcyTCTBYET.
- MyTareHHoe AeiicTBMEe OTCYTCTBYET.

- PenpOAYKTI/IBHaFi TOKCUYHOCTb OTCYTCTBYET.
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6. AONO/THUTE/NIbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3aTue uccnegyemoro matepuana

6.1.1. KoHTelHep NNacTUKOBbIM ANA B3ATUA, XpPaHEHMA U TPaAHCMOPTUPOBKU BUonormyeckux obpasuos
obbemom 50 - 60 ma.

6.1.2. MaKeTbl U MKOCTU ANs 0TOOopa, TPAHCNOPTUPOBAHUA U XpaHeHUA nonydabpuKaToB, NPOAYKTOB
NUTaHWA, 0AHOKPATHOro NpumeHeHun (Zip-Lock naketbi).

6.1.3. OgHopa3oBble noaAnnponuaeHoBble Npobupkn Tuna «Falcon» o6bemom 5, 15, namn 50 ma.
6.1.4. AHaAUTHMYECKNE NN NPELM3NOHHbIE BECHI.
6.1.5. CTepunbHble NepyaTKu.

6.1.6. HOXXHWMLbI, CKanbnenu, WnaTenm, nMHUeT.

6.2. lpepBaputenbHaa NOAroToBKa uccaeayemoro matepmana

6.2.1. OgHOpPa30Bble NOANMNPONUAEHOBBIE MNOTHO 3aKpblBatoLmecs NPobupkn obbemom 1,5 mn.
6.2.2. OgHOpa3oBble NOAMNPONUIEeHOBbIe NPobupku TMNa «Falcon» o6bemom 5, 15 nam 50 mn.
6.2.3. CtepunbHble GpappopoBbie CTYNKM M NeCTbl UM aBTOMATUYECKUN FOMOreHn3aTop.

6.2.4. BopreKc.

6.2.5. MuKpoueHTpudyra gnsa npobupok tuna «3nneHgopd» ob6vemom 1,5 — 2,0 M € yCKOPEHNEM He
meHee 10000g.

6.2.6. LleHTpudyra ans nonmnponuneHosbix Npobupok Tmna «Falcon» ¢ yckopeHnem He meHee 2000g.
6.2.7. HoXXHWUbI, CKanbnenu, NUHUETHI.

6.2.8. CTepunbHbIi pU3nMonornyeckmii pactsop uam dochatHo-conesoi bydep.

6.2.9. MembpaHHble pUNbTPbI C AnameTpom nop 450 mKm.

6.2.10. BaTHO-mapneBble GpUNLTPDI.

6.2.11. OgHopa3oBble HaKOHeYHWKKU, csoboaHble oT [HKa3/PHKas3, gna po3aTopos nepemeHHOro
obbema ¢ dunbTpom g0 1000 MKA.

6.2.12. ABTOMaTU4YecKue 4o3aTopbl NnepemeHHOro obbema.

6.2.13. CTeknAHHaA UaM NOAMNPONUIEHOBAA BOPOHKA.

6.3. 3kcrpakuua OHK u3 uccneayembix obpasuos

6.3.1. Habopbl peareHToB anA 3KcTpakuumn [OHK/PHK «MarHolpaim® BET» («®opmat 96»),
«Amnanlpaim® PUBO-npen BET», «MarHoMpaiim® TMO», unn «MarHoMpanm® ®UTO», nponssoacTsa
000 «Hekctbro», Poccua, nmn noboii gpyroii Habop, COOTBETCTBYIOLLMIA CAeayoWwmnm TpeboBaHMAM:

- Habop noseosAeT BblaenaTb HK M3 NpoAyKTOB MUTAaHWA M KOPMOB, COLEPMKALLMX KOMMOHEHTI
PacTUTENbHOTO MPOMUCXOXKAEHUA (3aMEHUTENM MOJIOKA, NeYeHbe, Kalln, XN0MbA, WPOT, TEKCTYpaThbl U T.M.),
NPOAYKTOB NUTaHUA, NonydabpuKaToB, CbipbA U KOPMOB KMBOTHOMO NPOUCXOXKAEHWNA (KOpMOBble A06aBKM,
KOMBMKOPMA, MACOKOCTHas MyKa, KOHCepBbl W T.M.), Buonornyeckoro matepuana (BHyYTPeHHWE OpraHbl,
Y4acTu TyWK) ANa NoCNeayroLero NccAef0BaHMA MeTO40M NOAMMEPA3HOM LLeNHOM peakumu;
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- cocrtaB Habopa BktoyaeT peareHT OKO (oTpuuaTenbHbI KOHTPObHbBIN 06pasel) n BKO B / BKO-FL3
(BHYTPEHHMI KOHTPO/IbHLIV 0bpaseL);

- Habop no3BosAeT UccieaoBaTb 06pasLbl 06bemom He meHee 100 mKn;
- Habop No3BO/IAET NPOBOANUTb 30LUMI0 oYnLLeHHoM [AHK B 06beme He meHee 50 mK.

6.3.2. [lononHuTenbHble MaTepuanbl M 060pyaoBaHMe, Heobxoaumble Aas aKkcTpakumm AHK, — cornacHo
WMHCTPYKLMU K Habopy peareHToB A akcTpakumm OHK.

6.4. AmMnanduKauma, AeTekuma NPoAyKTOB amnanduKauuu, aHanus M UHTepnpeTauus
pesynbratos

6.4.1. OgHopa30Bble NoANNPonMaeHoBblie NPobupku, ceoboaHble ot IHKa3/PHKas, cheaytoumx BMa0B:

- 3aBMHYMBAIOLLMECH NPOOUPKN N KPbIWKK K HUM MW NAOTHO 3aKpbiBatoWmecs Npobupkn obbemom
1,5 Mmn — Ana NpUroToBaEeHUA PeakUMOoHHOM cMmecy;

- TOHKOCTeHHble npobupkn ana MNUP obbemom 0,2 M1 C BbINYKJAON WAM MJIOCKOM OMNTUYECKMU
NPO3pPayYHON KPbILLIKOMN MK Npobupku ob6bemom 0,2 mA B CTPUMNAXx Mo 8 LWT. C NPO3paYyHbIMU KpblLKamm — ann
nposegeHua MUP npu ncnonb3oBaHnm amnanduKkaTopa NAaHLWETHOro TUNa;

- TOHKOCTeHHble Npobupkn ans MUP o6bemom 0,2 Ma € NAOCKOM KpbIWKON MAn npobupkn gna MLP
obbemom 0,1 Mn B cTpunax no 4 WT. C KpblWKamu — ans nposegeHusa [MUP npu mcnonbsosaHuu
amnanduKaTopa POTOPHOro TMNa.

6.4.2. OaHOpPa30Bble HaKoOHeYHMKHK, cBoboaHble oT [lHKa3/PHKas, ans ao3atopos nepemeHHOro ob6bema
¢ dpunbTpom Ao 100 mkn.

6.4.3. lTatTnebl ana npobupok obvemom 0,2 mn mam 0,1 mn (B COOTBETCTBMM C UCMNOAb3YEMbIMU
npobupkamu ans MNLP).

6.4.4. Bokc abakTepunanbHoi Bo3ayLwHoM cpeapl (MUP-60Kc).
6.4.5. LleHTpudyra-sopTeKc.
6.4.6. ABTOMaTUYECKME 4,03aTOPbl NepeMeHHoro obbema.

6.4.7. CTaHuMA aBTOMATMYECKanA C moaynem gna npurotoBaeHmMA U A403MpPoBaHNA PeaKLLMOHHbIX cmecen
M KOMNNEKT PaCXO4HbIX MaTepnanos K Hel cornacHo MHCTPYKUUN - B C/ly4ae NPUTOTOBIEHNA PEAKUUNOHHbIX
CMECeM C UCMOb30BaHNEM aBTOMATUYECKOMN CTaHUnn.

6.4.8. Nporpammupyembiii amnanOUKaTop POTOPHOTO MAWM MAAHLIETHOrO TUNa C CMCTEMOM AEeTeKuUn
$YOPEeCcLEeHTHOTO CUTHaNa B PEeXUME «pPeasibHOro BpPeMEHW», COOTBETCTBYIOWMA  caeaytowmm
TpeboBaHMAM:

- HanMyue He3aBUCUMbIX KaHanoB dpayopecueHTHOM aeTekumn ana ¢nyopodopos FAM, R6G n ROX ¢
XapaKTepUCTMKaMM, yKa3aHHbIMK B Tabanue 4:

3BKO B BxoanT B cocTaB HabopoB peareHToB, PEKOMEHA0BaHHbIX [lpoussoauTenem Ana 3KcTpakumm HK u3
uccnepyemoro matepuana («MarHolpaiim® BET», «Amnaulpaim® PUBO-npen BET» nponssoactsa OO0 «Hekctbuoy,
Poccusa). BKO-FL BxoguT B cocTaB HabopoB peareHToB, peKOMeHA0BaHHbIX MpounssoauTenem ana skcTpakuym HK us
nccnegyemoro matepuana («MarHolpaiim® TMO», «MarHoMpanm® ®UTO» npounssoactea OO0 «Hekctbuo», Poccusa).
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Tabnunua 4
Tpebyemble xapaKTepUCTUKU KaHAN0B ¢pyopecL,eHTHOM AeTeKuum

ANVHDbI BOJIH, HM

KaHan ana ¢pnyopodopa Bo3byxaeHus DeTteKkuun
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580
ROX 565 585 605 650

- Ansa nprMbopoB NAHLWETHOro TMNa HaauymMe NoAorpeBaeMoi KpbilWKKU ¢ TemnepaTtypon bonee 100 °C;
- TOYHOCTb Nogaep:KaHusa TemnepaTypbl < 10,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOpOCTb oxNaxaeHna He meHee 1 °C/cek.

6.4.9. XoNnoAnAbHUK C MOPO3M/IbHON KaMepoi, NoaaepKUBAIOLLEN TEMMNEPATYPHbIA PEXUM OT MUHYC
24 °C po muHyc 16 °C.

6.4.10. OTaenbHbIM Xanat, Wano4ykun, obyBb M 0AHOPa30BbIe NepyaTkmn B cooTBeTcTBumn ¢ MY 1.3.2569-09.

6.4.11. EMKoOCTb A/1a cbpoca HaKOHEYHUKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepuranom gnsa nccnenoBaHus cayKat npobol IHK, skcTparMpoBaHHbie 13 cieaytowmx ob6pasLos:

- MNPOAYKTbl MWUTAHUA W KOPMa, COAEPMKALLME KOMMOHEHTbl PACTUTENIbHOIO MPOUCXOXKAEHUN
(3ameHnTENN MONOKa, NEeYeHbe, KallK, XN0MNbA, WPOT, TEKCTYpaTbl 1 T.M.);

- MPOAYKTbl NUTaHWUA, nonypabpuKaTbl, Cbipbe M KOPMa KMBOTHOTO MPOUCXOXKAEHUA (KOopmoBble
006aBKN, KOMBUKOPMA, MACOKOCTHAA MYKa, KOHCEpPBbI U T.N.);

- BbuosorMyeckuii matepman (BHyTpeHHUE opraHbl, YacTu TyLwn).

BHUMAHUE! Tepen Havanom paboTbl cneayer O3HAKOMUTLCA C  METOAMYECKMMM  YKa3aHUAMM
MY 2.3.2.1917-04 «lopsafoK MU opraHM3auma KOHTPOAA 3a NULLEBOM NPOAyKUMEN, NoaydyeHHon u3/mam c
NCNO/Ib30BAaHUEM CbIpPbSi PAaCTUTENLHOTO MPOUCXOMKAEHUA, UMEIOLLEFO reHeTUYECKU-MOANPULNPOBAHHbIE
aHanorm». OTH6Op, TPaAHCMOPTUPOBAHME U XpPaHEHMe wuccneayemblx 06pasLoB cregyeT NPOBOAUTL B
cooTBeTcTBUM ¢ TpeboBaHMAMM TOCTOB Ha COOTBETCTBYIOLLMIA BUA, MPOAYKLNN.

BHUMAHME! MpoayKTbl MTUTAHUA C UCTEKLLIMM CPOKOM FO4HOCTU aHA/IM3Y He noasiexarT.

7.1. B3ATue M TPAHCNOPTUPOBKA Uccaeayemoro marepuana

OT60p 06pa3LoB NPOAYKLMM NPOBOAAT MO HALUMOHANbHLIM CTaHAAPTaM, YCTaHAaBAMBAIOLWMM NOPALOK
oTbopa npob 414 0AHOPOAHBIX FPYNM CbiPbA, NMULLEBLIX MPOAYKTOB M KOPMOB. TpaHCMOPTMPYIOT 06pasLbl B
04,HOPA30BbIX CTEPU/IbHBIX KOHTEMHEPaX.

Mpu ot6ope Npob HeobxoaMMo cobatoaaTe Mepbl NO NPeAOTBPaLLEHMIO KOHTaMUHaUMK 06pasuos. Oaa
aToro otbop nNpob NPoOBOAAT B MepyaTKax, a MHCTPYMEHTbI, MpUMeHsemble gaa oTbopa U nsmenbyeHus
MaTepuana, MCnoJsib3ylT OAHOKPATHO uAM 06pabaTbiBalOT MOKOLWUMMK CPeaCcTBaMU U CTEPUSIM3YIOT B
naameHM CMMPTOBKM WM Fa30BOW ropesikn Npu nepexode OT 04HOM Npobbl K APYroi C UCNO/b30BaHNEM
04,HOPA30BbIX FTEPMETUYHO 3aKPbIBAIOLLMXCA NNACTUKOBbIX KOHTEHEPOB UM MAKEeTOB.

BHyTpeHHMe opraHbl Maccoit He 6oiee 1 r oTOUPaALOT B CTepUsibHbIE KOHTEHEPbI (MPOBUPKHK).
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Yactn tywm 0T6Mpa|'0T NMMHUETOM UAWN WLINaTenem, npeaBapuntenbHoO caenaB pa3pe3 HOXHUUAMUN UIn
CKanbnenem.

Ycnosua xpaHeHUA 1 NepeBo3KN maTepuana:

- npu Ttemnepatype ot 20 go 25 °C — B TeueHue 6 4acos;

- npu Temnepatype ot 2 go 8 °C — B TeueHune 1 cyTokK;

- npu TemnepaType He Bbilwe MUHYC 16 °C — B TeueHue 1 Hegenu;

- Npu TemnepaType He Bbilwe MUHYC 68 °C — gAnTenbHO.

7.2. MoparotoBKa matepuana K UccnepoBaHUIO

Uccnepyemble 06pasubl FOMOFeHM3UPYIOT C MCMNOb30BAHMEM CTEPUJIbHBIX GapdOpPOBbIX CTYMOK M
NecTMKOB WM aBTOMATMYECKOro romoreHusaTopa, 3atem rotoBAT 10 % cycneH3uio Ha CTepuibHOM
dusmonornyeckom pacteope nan ¢ocdatHo-conesom bydepe. CycneHsno nepeHocAT B NPobMpKy ob6bemom
1,5 mn u ueHtpudyrmpyroT npn 400 g B TeyeHne 2 MUH. HagocaaouyHylo XKMAKOCTb MCMNO/b3YOT ANA
aKcTpakuum HK.

Ona BoigeneHna HK 13 06pasu,oB XKUBOTHOTO NMPOUCXOXKAEHUA (NPOAYKTbI NUTaHUA, noaydabpukaTsl,
Cbipbe M Kopma (KopmoBble A06aBKM, KOMOUMKOPMA, MACOKOCTHasA MyKa, KOHCEPBbI U T.M.) U BuonorMyeckoro
maTtepuana (BHYTPEHHME OpraHbl, 4YacTu TywW) pPeKOMeHAYeTcA UCMNo/ib30BaTb Habopbl peareHToB
«MarHolpainm® BET» u / nan «Amnanlpainm® PUBO-npen BET» npounssoactea OO0 «Hekctbmo», Poccus.
Ona solgeneHna HK 13 06pa3suyoB pacTUTENIbHOrO MNPOUCXOXKAEHUA (MPOAYKTbl MUTAHMA WU KOpma
(3ameHunTENM MONIOKA, NeYeHbe, Kalliu, X/I0MbA, WPOT, TEKCTYPaTbl U T.M.) PEKOMEHAYETCA UCMO/b30BaTb B
pabote Habopbl peareHToB «MarHolpanm® OUTO» u/uan «MarHoMpaim® TMO» npoussoacTBa
000 «Hekctbno», Pocccus.

8. MPOBEAEHUE UCCNIEAOBAHUA

MccneposaHue A0MKHO NPOBOAMTLCA NPW HOPMa/ibHbIX MOKa3aTeNsax MUKPOKAMMaTa nabopatopun®:
— TemnepaTypa oKpyKatowero sosayxa ot 20 °C go 28 °C;

— OTHOCUTe/IbHaA BaaXKHocTb 40 — 75 %.

8.1. 3Kcrpakuma AHK u3 nuccneagyemoro marepmana

Ona 3akctpakumm OHK ucnonb3oBaTb Habopbl peareHTOB, PeKOMeHAOBaHHble [poussoguTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U matepuanbl». Nopagok paboTbl ¢ HAbopamu 41a IKCTPAKLMK
AHK cmoTpuTe B MHCTPYKLUM NO UX NPUMEHEHMUIO.

Kakgan rpynna akcTparMpyembix 06pasLLoB AOKHA COMPOBOXAATLCSA MOCTAaHOBKOW OTPMULATE/IBHOMO
KOHTpo/IbHOro o6pasua (OKO)® B ogHom nosTope. Mpu nposeaeHun skctpakumm AHK, Bo Bce npobbl cneayet
BHOCUTb BHYTPEHHUIA KOHTPObHbIM 0bpasel, (BKO).

4YKasaHbl AONYCTUMble HOPMbl TemrnepaTypbl W OTHOCMTE/SIbHOM BAAXHOCTU BO34yxa B pabouell 30He
NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBUM C TpeboBaHuammM [OCT 12.1.005-88 «Cuctema CTaHOapTOB
6e3onacHocTv Tpyaa. ObLne caHUTapHO-FMrMeHnYeckme TpeboBaHmMA K BO3AyXy paboyei 30HbI».

5> BxoauT B coctas Habopos, peKoMeHA0BaHHbIX [ponsBoauTENEM ANA NPOBEAEHUA SKCTPAKLMM HYKAEMHOBbBIX KUCNOT.
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B npouecce aKkcTpakummn AHK ncnonb3osath caeaytolme o6bembl peareHToB U uccaeayemoix 06pasLoB:

ob6bem uccnegyemoro obpasya’® — 100 mkn — 200 MK B NpobUPKKM Ana nccneayemMbix 06pasLos;

o6bem peareHTa BKO - 10 MKA B KaXK4yto NPOBUPKY C UccnesyemMbiMu M KOHTPO/IbHbIM 0bpasuamu;

— obbem peareHTa OKO - 100 mKn B npobupky ana OKO;

obbem peareHTa, ucnonbzyemoro ansa saoummn JHK — 50 — 100 mka.

8.2. TMopgrotoBKa peareHToB Ana amnandukaumm

BHUMAHUE! KoMMOHEHTbI peaKUMOHHON CMecuM cnegyeT CMeWMBaTb HEMOCPeACTBEHHO nepes
nposegeHvem [MLP.

BHUMAHMUE! B cnyyae npurotoBneHMA PeaKkLMOHHON CMeCu C MOMOLLbID aBTOMATUMYECKOM CTaHLMu
cnepyvte yKasaHUAM UHCTPYKLMKM MO ee UCMNOIb30BAHUIO.

8.2.1. PaccumntaTtb 06bembl MUP-cmecn Kpbica / Mbiwb 1 Bydepa B, Tpebytouimecs s NPUrotosaeHun
peakuMoHHOM cmecu (cm. Tabauuy 5). Cmecb roToBUTb Ha 0bLLee YMCIO UCCAesyeMbIX U KOHTPOJIbHbIX
06pa3LoB NAOC 3aNac He MeHee YeM Ha OAHY peaKLMio.

Tabnmua 5
PacueT 06beMOB KOMNOHEHTOB ANA 04HO peakUMOHHON cmecu
PeareHT 06bem, MKn 0O603HaueHua
MLP-cmeck Kpbica / Mbiwb 10,0%(N+1) N — konuuecteo o6pasuos AHK, noayyeHHbIXx Ha sTane
Bydep B 5,0%(N+1) 3KCTPaKUMU, BKAKOYAA KOHTPOAM

8.2.2. NepemeliaTb cogepkumoe npobupok c MUP-cmecbio Kpbica / Mbiwb 1 Bydepom B, ocaautb
Kanau Ha BOpTEKce.

8.2.3. MpUroToBUTb PEaKUMOHHYIO CMeCb B OTAEe/NbHOM Npobupke, A06aBNB KOMNOHEHTLI B 06bemax,
paccumTaHHbIX B M. 8.2.1. MepemeluaTb CMeCb M 0CaAMTb Kanau Ha BOpTEKCe.

8.2.4. OTob6paTb HeobxogMmoe KOAM4ecTBO NPOBUPOK uAM cTpunoB pns amnavdukaumm [OHK
uccaefyemblXx M KOHTPOJIbHbIX 06pasuoB, MOMYYEHHbIX Ha 3Tane 3KCTpakuuu. Beibop npobupok ans
aMmnaMoUKaLMmM 3aBUCUT OT UCMOb3YEMOro aMnanduKaTopa C CUCTEMOW AETEKUUN B PEXUME «PeasibHoro

BPEMEHW».
8.2.5. BHecTv B Npo6bupKM No 15 MKA NPUTroTOBAEHHOW PEaKLMOHHON CMECH.

BHMMAHMUE! Hencnonb3oBaHHblE OCTATKMU PEaKLMOHHOM CMECK XPaHEHWUIO HE NOANEKaT.

8.3. BHeceHue npob6 OHK, nposBegeHne amnandpukauum n getekumm

BHUMAHMUE! Mpn pobasneHun npob [AHK, sKcTparMpoBaHHbIX C MOMOLLbO HAaboOpoB peareHToB AN
NpoBeAEHUA IKCTPAKLUUM METOAOM COpPOLMM Ha CUAMKArene UAM MArHUTHOW cenapaumu, Heobxoanmo
nsberatb NnonagaHuA copbeHTa B PeaKLNOHHYIO CMECh.

8.3.1. BHecT B noAroToB/IeHHbIE NPOBMPKK € peakLMoHHON cmecbio o 10 mKka npo6 AHK, nonyyeHHbIX
B pe3y/ibTaTe 3KCTPaKLMK.

6 lna HekoTopbIX BMAOB 0bpasuos TpebyeTca npeasapuTenbHas MNOArOTOBKa COrNacHo pasgaeny «Mccnemyembiin
martepuan».
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8.3.2. BHeCTM KOHTpPO/IbHble 06pa3subl:

a) nonoxutenbHblii KoHTponb MUP (MK) — B ogHy npobupKy gnsa obpasua MK BHectn 10 mkn
MKO Kpbica / Mbiwb.

6) oTpuuaTenbHblii KOHTPOAb 3KcTpaKuumn (OK) — B oaHy NpobupKy ans obpasua OK BHecTn 10 MKn
npobbl, sKcTparMposaHHoi ns OKO.

B) oTpuuatenbHblit KoHTpoab MUP (K-) — B oaHy npobupky ana obpasuya K- BHectv 10 mKkn
peareHTa K-.
8.3.3. 3anporpammunpoBaTb amnanduKaTop ¢ CUCTEMOM AETEKLUNN B PEXUME «PEasIbHOr0 BPEMEHU» ANA

BbINONHEHUA «EAMHON» nporpammbl  amnanduKaumMm U AeTekumMm  GAyopecueHTHOro  CUrHana
(cm. Tabnunuy 6).

Tabnuua 6
EguHana nporpamma amnanmdpuKaumm n getekumnm ¢ayopecueHTHOro curHana
o AeTekuma no KaHanam ana Konnyecteo
Lukn Temnepatypa, °C Bpemsa dnyopodopos LUHKNOB

50 15 muH - 1
2 95 15 MuH - 1

95 10c -
3 45

60 20c FAM, R6G, ROX

MpumeyaHue: c MCNo/b30BaHMEM €AMHOW MPOrPamMmbl MOXKHO OAHOBPEMEHHO MPOBOAUTb B OAHOM
npubope noboe coyeTaHMe TECTOB, BKAOYAA TECTbl C 0OpPaTHOM TpaHCcKpunuuein n amnamduKkaumen. Mpu
OAHOBPEMEHHOM MPOBEAEHNM HECKO/IbKMX TECTOB AeTeKumMA GNyopecU,eHTHOro CMrHaia HasHavyaeTca U no
OPYrMM MCnosib3yeMbiM KaHanam, NMOMMMO YKasaHHbIX B Tabauue. B cnyyae ecam B oaHom npubope
OAHOBPEMEHHO NMPOBOAATCA TECTbl TONbKO AnAa BbiABneHUAa AHK, MoXHO yaanntb U3 gaHHON NpPorpammbl
nepBbIi Wwar o6patHol TpaHcKpunumm (50 °C — 15 MUHYT) ANA SKOHOMUU BPEMEHMN.

8.3.4. YcTaHOBUTb NPOBUPKM UK CTPUMBI B AYEMKN PeaKLMOHHOro moayna npmbopa.

MpumeyaHue: Heob6x0aMMO nepes NMoCTaHOBKOM B ammniMdMKaTop NAaHLIETHOro TMMna oCaauTb Kamau co
CTEHOK NPOBUPOK Ha BOpPTEKCE.

8.3.5. 3anycTuTb BbINOJIHEHME NPOrPamMMbl aMAAUPUKALNK C AeTeKumnen GayopecLLeHTHOIO CUrHana.

8.3.6. Mpubop npoBOAUT perncTpaunio ¢GayopecLeHTHONO CUrHana aBTOMATUMYECKU B pexume
«peanbHOro BpemMeHmn».

8.4. AHanus u 06paboTKa pe3ynbraTos

AHanuns 1 06paboTKy pe3ynbTaTOB MOXKHO NPOBOAMUTD:

— B aBTOMaTMUYECKOM peXume C UCMo/b3oBaHWemM nporpammHoro obecneyeHuna FRT-Manager
(000 «MHTepNabCepsuc», Poccua) cornacHo pyKoBOACTBY NO/b30BaTeNA, BbIBPaB METOAMKY, YKa3aHHYIO BO
BKAaApllle, npuaaraeMom K Habopy. PYKOBOACTBO MONb3oBaTeNA pasmMeLlleHo Ha oduuManbHOM caifte
000 «UHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM pEXMME C MNOMOLLbIO MNpOrpaMmHoro obecneyeHna npubopa, MCNONb3YyEMOro ANA
nposegerua MUP c aeTekuuein B pexkMme «peanbHOro BPEMEHW», COrMNacHO WHCTPYKUMM MO €ero
NPUMEHEHUIO, MHCTPYKLMM NO NPUMeEHeHMIo Habopa 1 KpaTKOMy PYKOBOACTBY, Npuaaraemomy K Habopy.

BHUMAHMUE! O6paboTKy AaHHbIX (hyopecLeHTHbIX KPUBbIX), MONYYEHHbIX B NPOrpammHOM obecneyeHunn
npubopa, ucnonbzyemoro ana nposegerua MNLP c aetekume B pexnme «peasbHOro BpemMeHu», NPoBOAUTb
COr/IAaCHO KPAaTKOMY PyKOBOACTBY, MPMUAAraemMomy K Habopy.
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O6paboTKa 1 pacyeT pesy/bTaToB NPOUCXOAUT Ha OCHOBAHUW HaMUUA (MW OTCYTCTBUA) NepeceyeHuns
KpuBol dnyopecueHuUmm S-obpasHoit (cMrmoobpasHoit) ¢popmbl C YCTAaHOBNEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NoporoBoi IMHUEN, YTO onpeaenneT Haamuume (Mnm oTcyTcTBMe) ana gaHHoi npobbl AHK 3HaueHun
noporosoro uukna (Ct) B cootseTcTByiollei rpadpe Tabauubl pesynbratoB. [MapameTpbl 06paboTKM
$NyopecLEeHTHbIX KPMBbIX 3aBUCAT OT MCMOJ/Ib3yeMO mogenn amnandurKkaTopa.

KpmBble HakonieHua GAyopPecUEeHTHOro CUrHana aHaiuM3upyroTca No 3-M  KaHanam  AeTekuuu
(cm. Tabnunuy 7).

Tabnuvua 7
Jdetekuuna ¢nyopecueHTHOro curHana
Kanan ans FAM R6G ROX
dnyopodopa
MpoayKT OHK nomoBoli mblilimn
amnandurKaumm ARK kpbicel (Rattus) AHK BRO (Mus musculus)

8.5. WHTepnpertauua pesynbTaTtos
MHTepnpeTaumio pe3yibTaToB NMPOBOAAT B ABYX BapUaHTax:

— BPYYHYIO B COOTBETCTBUM C Tabamuei 9 1 KpaTKMM PYKOBOACTBOM, NpuaaraeMbiM K Habopy. Pesynbtat
nccnenoBaHMA CYATAIOT AOCTOBEPHbIM, €C/M pe3y/bTaTbl, NOAYYeHHble ANA KOHTPOJbHbIX 06pa3Los,
COOTBETCTBYIOT KPUTEPMAM BaUAHOCTU, YKa3aHHbIM B Tabanue 8 U B KpaTKOM PYKOBOACTBE, Npuiaraemom
K Habopy;

— B aBTOMAaTMYECKOM peXMMe C MCMo/b30oBaHMeM MporpammHoro obecnedeHna FRT-Manager
(OO0 «NHTepNabCepBurC», Poccus) cornacHo pyKoBOACTBY NOJIb30BaTeNA, BbiIbpaB MEeTOAMNKY, YKa3aHHYI0 BO
BK/Madpllle, npuaaraeMom K Habopy. PyKoBoACTBO Mo/ab3oBaTeNs pasmelleHo Ha oduuManbHOM caifte
000 «WHTepflabCepsuc» no aapecy: https://www.interlabservice.ru/service/frt/. Kputepmum BanngHoctu
pe3y/NbTaToB, MOJIYYEHHbIX A1 KOHTPOAEW, U afOPUTM MHTEpPNpPeTaLmMn pesynbTaToB A1A UCCaeayemMblX
06pa3uoB., UCMo/ib3yemble B MPOrpaMmHoOM obecrnedeHmnn, npeactaBaeHbl B Tabanuax 8 1 9 cooTBETCTBEHHO,
M B KPaTKOM PyKOBOACTBE, Npuaaraemom K Habopy.

Tabnumua 8
KpMTepMM Ba/IMAHOCTU ANA KOHTPOJIbHbIX 06p33U,OB
3HaueHue noporoeoro umkna (Ct) ana amnandukaTopos
KoHTponb POTOPHOro / NAaHLWETHOro TUNOB MO KaHany ana ¢pnyopodopa
FAM R6G ROX
MKO Kpebica / Mbiwb
P / N OnpepeneHo 3HavyeHune Ct OnpeaeneHo 3HaveHme Ct
(monoxkutenbHbIM ; OrcyTcTBYET
He BblLLUe rPaHNYHOro He BblLLe FPaHNYHOrO
KOHTPO/Ib)
OK
o OnpepeneHo 3HavyeHue Ct
(oTpuuaTenbHbIN OTcyTcTBYET OTcyTcTBYET
He BblLLe rPaHUYHOro
KOHTPO/1b 3KCTPaKLUK)
K-
(oTpuuaTenbHbIN OTcyTcTBYET OTcyTcTBYET OTcyTcTBYET
KoHTposb MLP)

7 TpaHnuHble 3HadeHns Ct yKasaHbl B KPaTKOM PYKOBOACTBE, NpuUaaraeMom K Habopy.
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Tabnnua 9
MHTepnpeTauua pe3ynbTaToB ANAa uccneayembix obpasuos

Pe3ynbTathbl (3HaueHue noporosoro uunkna (Ct) gna npubopos

POTOpPHOro / NAaHWeTHOro TUNOB) Wntepnperauua
3HaueHna Ct no KaHvany ana dnyopopopa FAM u/uam ROX OHK Kpbicbl
OTCYTCTBYIOT, Npun 3TOM 3HauyeHue Ct no KaHany ans ¢ayopodopa R6G n / an OHK mbiwm
onpegeneHo He Bbile rpaHMYHOrod, He o6Hapy»XeHa
3HaueHne Ct no KaWany ana o¢nyopodopa FAM wun/uam ROX
onpeaeneHo He Bbilwe rpaHu4Horo. Mpu sTom Kpusaa dayopecueHLUN [IHK Kpbich!
AaHHOW Npobbl N0 AaHHOMY KaHasy nepecekaeT NOPOroByt JNHUIO HA
Y4YaCTKe XapaKTEPHOro 3KCMOHeHLMaNbHOro nogbema GayopecueHUmMN. v/ v BHK meiwn

o6HapyKeHa
3HaueHue Ct no kKaHany gna ¢nyopodopa R6G onpepeneHo unu
OTCYTCTBYET.
3HaueHne Ct no KaHany ana ¢nyopodopa R6G otcyrcTByeT waum
onpeaeneHo Bbille FPAHUYHOrO, NpyM 3ToMm 3HayeHua Ct no KaHanam HeBanugHbiii!

ana ¢nyopodopos FAM u / unn ROX oTcyTcTByloT uam onpeaeneHbl | C6oi BKO! TpebyeTca noBTOpUTh aHanu3
BbiLLE FPaHUYHOTO.

3HaueHna Ct no KaHanam pgna ¢ayopodopos FAM wu/wunm ROX Pe3ynbTaT HeaOCTOBEPHDIN /
onpegenieHo Bbille rPaHUYHOro, Npy 3ToM 3HayeHue Ct No KaHany a.1s COMHUTENbHbIN
dnyopodopa R6G onpeaeneHo He Bbille FPAHUYHOrO. PekomeHayeTca NOBTOPUTL aHANU3

BHUMAHMUE! B cnyyae nonyvyeHUss COMHUTENbHOIO pe3yabTata, HeobxoamMmo nposect nosTtopHoe [MLP-
nccnefoBaHMe COOTBETCTBYIOLWLErO Mccneayemoro obpasua, HauuMHada C 3Tamna 3KCcTpakuuu. B cnyvae
NMOBTOPEHUS COMHWUTENILHOFO WU MOJlyY4eHUA OTpULATENbHOro pesysbTata, HeobXxoAMMO NPOBECTU
nosTopHoe MLP-uccnegoBaHue, Ha4MHaA ¢ aTana otbopa matepuana.

8.6. Bo3moOrKHble oWUBOKMU

8.6.1. [lna oTpMuaTeNbHOro KOHTPoAbHOro obpasua (OKO) no KaHanam gna payopodopos FAM n / unn
ROX onpezeneHo 3HayeHWe noporosoro uukaa (Ct). BeposaTHa KOHTamMUHaLMA nabopaTopun NpoayKTamu
amnaMdUKaLMKM UM KOHTaMUHALMA Ha Kakom-nbo aTane nccnegosaHma. HeobxoamMmo npeanpuHATL Mepbl
Mo BbIABAEHUIO U IMKBUMAALMMN UCTOYHMKA KOHTaMWHALMM U NOBTOPUTbL UCCAeL0BaHMe a/1a Bcex 06pasLos,
Ha4yMHaA ¢ aTana aKcTpakumm AHK.

8.6.2. ins otpuuatenbHoro KoHtpons MUP (K-) no kaHanam ana ¢ayopodpopos FAM u / nan R6G u / unn
ROX onpepeneHbl 3Ha4eHMA NOPorosbix LMKAoB (Ct). BepoAaTHa KOHTamMUHaUMA nabopatopun npoayKTamm
amnaMduKauMnM MAN KOHTamMMHauuMA peareHToB Ha 3Ttane [LUP. HeobxogmMmo npeanpuHATb mepbl NO
BbISIBJIEHUIO U JIMKBMAALMN UCTOYHUKA KOHTAMMHALMKM M NOBTOPUTb MccnenoBaHue gns Bcex obpasuos,
HaumMHaA c aTana MNLUP.

8.6.3. na nccnegyemoro obpasua onpeaeneHo 3HayeHMe NOpPoroBoro LMKAa, Npu 3TOM Ha rpadmke
dbnyopecLeHUMM OTCYTCTBYET Y4aCTOK XapaKTEPHOro 3KCMOHeHUManbHOro nogbema (rpaduk npeacrasnser
coboli NpubansnuTenbHO NPAMYI0 ANHWIO). HeobxoauMmo NpoBepuTb NPaBUIbHOCTb BbIBPaHHOMO YPOBHSA
NMOPOroBOW IMHUM UAX NAPaMETPOB pacyeTa 6a3o0BON MHUKU. Ecnn pesynbTaT NnosiyyeH Npu NpPaBuibHOM
YPOBHE MOpPOorosoin nuvHuM (6a3oBoit MHMKM), TpebyeTca MNOBTOPHO nposectn amnambukaumio/MLUP u
AeTeKuuio ans atoro obpasua.

8.6.4. lna vccnegyemoro obpasua OTCYTCTBYET 3HauyeHue noporosoro uukaa (Ct) no kKaHanam ans
dnyopodopos FAM, R6G m ROX, uto cBMAETENLCTBYET O HEKAYECTBEHHOM MNPOBEAEHUM IKCTPAKLMUM
HYKNEUHOBbIX KMCIOT UAWU HannumMm MHIMbutopos. TpebyeTcs NOBTOPHO NPOBECTU MUCCeL0BaHWE AAHHOIO
06pa3La, HauMHaA C 3Tana SKCTPAKUWUW HYKIEUHOBbIX KUCNOT. B cnyyae BOoCnpousBogMMoOro pesynbraTa
peKoMeHAyeTcA MOBTOPHO NPoBecTU 3abop, NpeaBapuTe/ibHYO NOATOTOBKY U UccneaoBaHme obpasua.

& ['paHnuHble 3HaueHns Ct yKasaHbl B KPaTKOM PYKOBOACTBE, NpuUaaraeMom K Habopy.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. MNpepen obHapyxeHus’

Mpenen obHapyKeHua Habopa «Amnanpanm® Kpbica / Mbiwb» 6b11 onpeaeneH ¢ Ucnosb3osaHMem npobut-
aHanm3a ¢ 95 %-0i1 AoBepUTE/IbHOM BEPOATHOCTBIO M coctasaseT 1,0x10% konuit/mn ana OHK Kpbickl (Rattus) w
1,0x10° konmii/mn ana AHK gomosoit mbiwmn (Mus musculus) (cm. Tabauuy 10). 3HaueHMe XapaKTepUCTUKK
A0cTuraeTca npu cobaoaeHnM NpasuA, YKasaHHbIX B pasgene «Mccneayembiin matepuans.

Tabnumua 10
Mpeaen o6HapyxeHua Habopa
HK-muweHb Mpeaen obHapyxeHus, Konuii/mn
JHK Kpsbicbl (Rattus) 1,0x103
OHK nomoBsoit mbiwn (Mus musculus) 1,0x103

9.2. AHanutMyeckas cneuyndpuUHOCTb

Habop peareHToB 06Hapy:xuBaeT pparmeHTbl AHK Kpbickl (Rattus) u AHK gomosoit mbiwmn (Mus musculus).

AHanutnyeckaa cneumounyHOCTb Habopa oueHuBanacb TecTMpoBaHMeM HK  KMBOTHbIX M pacTeHui
(cm. Tabnuuy 11). HK 3KMBOTHbIX M pacTeHM B KOHUEHTpaLmMn He meHee 1,0x10° Konuit/mn BHOCcUAM B 06pa3sLibl

610N0rMHEeCKOro MaTepumasna, He Coaepyallume onpeaensemble ¢ NomoLbio Habopa OHK Kpbickl (Rattus) n AHK
Mbiwun (Mus musculus).

Tabnumua 11
PacTeHuA U }KMBOTHbIE, UCMOJIb3yeMble A1 OLLEHKM aHAAUTUYECKO cneunduruyHoCTH

PacteHue / ®unBOTHOE

Cos KynbTypHan (Glycine max) KyKypy3a caxapHas (Zea mays)
Panc (Brassica napus) Puc nocesHol (Oryza sativa)
Ipeunxa nocesHas (Fagopyrum esculentum) Cseknia 0bbIkHOBeHHas (Beta vulgaris)
KapTtodenb (Solanum tuberosum) Msrkana nweHuua (Triticum aestivum)
lopox nocesHol (Pisum sativum) Yeuesunua nuwesasn (Lens culinaris)
fAlumeHb 06bIKHOBEHHbIW (Hordeum vulgare) Osec nocesHow (Avena sativa)
Tomart (Lycopersicon esculentum) A6noHA pomawHsaa (Malus domestica)
®aconb o0bbikHOBeHHas (Phaseolus vulgaris) JomawHsan osua (Ovis aries)
HOomawwHas nowaab (Equus caballus) JomaluHAn cBuHbA (Sus domesticus)
JomaluHuii 6bik (Bos taurus) OomawwHas kypuua (Gallus gallus domesticus)

Esponelicknin Kponuk (Oryctolagus cuniculus) -

Mpu TecTpoBaHWMM 06pasLioB HK BbillenepeuncieHHbIX *KUBOTHBIX M PACTEHUI C UCMOIb30BaHMEM Habopa
NepPeKPECTHbIX PeaKLLMi1 BbIIBIEHO He bblo.

° Mpepen obHapyeHMa — 95 %-0e MNONOMKUTEbHOE MOPOroBOe 3HAYeHWe KOHUEHTPaummu (KoHueHTpaumsa AHK
BblAABAAEMbIX BO36yauTeNei, Npu KoTopoit 95 % TecToB AAtOT NONOKUTENbHBIN PE3yNbTaT).
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10. YCNnoBUA XPAHEHUA, TPAHCMTOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHocty Habopa cocTasnseT 12 mecAueB OT AaThl M3rotoBaeHWA. ocne BCKPbITUA peareHTbl
MCMO/Ib30BaTh A0 MUCTEYEHWUA CPOKa rogHOCTM Habopa. Habop C MCTEKLWMM CPOKOM TOAHOCTU MPUMEHEHUIO He
NOANEMHKUT.

10.2. TpaHcnopTupoBaHue

Habop TpaHcnopTMpoBaTh Npu Temnepatype ot 2 °C ao 8 °C Bcemu BUAAMM KPbITbIX TPAHCMOPTHbIX CPEACTB B
TEPMOKOHTEMHEPaAX C X/1a031eMeHTaMM AN B aBTOopedpuKepaTopax.

[JonycKaeTtca TpaHcnopTUpoBaHue He 6osiee 3 cyToK npu Temnepatype ot 8 °C go 25 °C.

Habop, TpaHCNOPTMPOBaHHBIA C HapyLeHWEM YKa3aHHOro TeMNepaTypHOro PeXMMa, NPUMEHEHUIO He
NOANEXKMNT.

10.3. XpaHeHue

Habop xpaHuTtb npun Temnepatype ot 2 °C ao 8 °C B 3aWMLLEHHOM OT CBETA MECTe B TEYEHWE BCEro CpPoKa
rogHocT1 Habopa.

PeareHTbl NOC/Ne BCKPLITUA XPAHUTb B TEX XKE YCA0BUAX, YTO U peareHTbl 40 BCKPbITUA. HEBCKPLITbIE M BCKPbLITbIE
peareHTbl CTabu/ibHbl B TEYEHME CPOKA FOAHOCTU, YKA3aHHOTO Ha STUKETKE, NPy COBA0AEHNN YKa3aHHbIX YCIOBUIA
XpaHeHus. PeakumoHHasas cmecb, npurotosnieHHas u3 MLP-cmecn Kpbica/Mbiwb u bydepa B, xpaHeHuio He
NOSNEKMT.

Habop, XpaHMBLUWICA C HAPYLLEHNEM YKa3aHHOIO PEXKMMA XPaHEHUA, MPUMEHEHWNIO HE MOAJ/IEXKMUT.

11. TAPAHTUU NPOU3BOAUTENA

Mpon3BoauTENb rapaHTUPYeT COOTBETCTBME XapaKTepPUCTMK Habopa TpeboBaHMAM, YKa3aHHbIM B
TEXHWMYECKOM W 3KCNAYaTaUMOHHOM [OOKYMEHTaLuKW, B TeYeHWe YKa3aHHOro CpoKa roAHOCTM Mpu
cobntoaeHUM BCeX YCA0BUI TPAHCNOPTUPOBAHWA, XPAaHEHUA U NPUMEHEHWA.

Peknamaumm Ha Kayectso Habopa «Amnaunlpainm® Kpbica / Mbilib» HanpasaaTb B agpec NpoM3BoamMTeNs
000 «Hekctbuo»: 111394, r. MockBa, yn. [MNonumepHas, 8 cTp. 2, Ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

KoHcynbTaumto no pabote ¢ HABOPOM, a TaKKe NO BONPOCAM, KAaCaloLMMCA KayecTBa Habopa, MOXKHO
NOlYYNTb MO KOHTaKTaM, yKasaHHbIM Ha obuumManbHoOMm caiTe MpoumssoanTena: www.nextbio.ru.

Bepcma 11.03.22-1 17


http://www.nextbio.ru/

12. CUMBO/J1bl, UCNOJIb3YEMbIE B JOKYMEHTALWUUN NPOU3BOAUTENA

REF Homep no katanory
LOT Koa naptuu
<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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