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CMUCOK COKPALLEEHUIA U OBO3HAYEHUI

Ct Cycle threshold (noporoBsbiit LMKA)

BKO BHYTPEHHMIN KOHTPO/IbHbIN 0bpasel,

PHK pUbOHYKNENHOBAA KMCNOTA

OHKasa [,e30KcUMprboHyKneasa

PHKasa puboHyKkneasa

AHTO ne30KcupuboHykneosnaTpudocdatbl

OKO OTpULATeNbHbIN KOHTPObHBIN 06paseL, OTpULATENbHbIN KOHTPOb 3KCTPAKLMK
OoT-nup noanmepasHas LenHas peakuns c obpaTHoM TpaHCKpunuuen
K- oTpULaTeNbHbIN KOHTpPOob MLIP

MK NOJIOKUTE/IbHBIN KOHTPOJIb

MNP noiMmepasHan uernHaa peakumsa

yar ypaumn-AHK-rnmkosnnasa

HAMMEHOBAHUE U3OENUA

Habop peareHToB gna BbiaBnaeHus PHK Bupyca rpunna A metoaom NosiMMepasHoW LEeNHOW peakumm ¢

obpatHou TpaHcKpunuuen (OT-TMLP) B pexkume «peanbHoOro spemeHmn» «Amnanlpanm® Fpunn A».

[anee no TekcTy ynotpebaseTca KpaTkoe HanmeHoBaHue: Habop peareHToB «Amnanlpaiim® Mpunn A»,
a TaK)Ke cokpauleHue Habop peareHToB.

Bepcua 04.10.21-1 3



1. HASHAYEHMUE

Habop peareHtoB «Amnaulpaiim® Tpunn A» (ganee no Tekcty - Habop) npegHasHayeH ana
KayectBeHHoro onpegeneHusa PHK Bupyca rpunna A (Influenza virus A) B Buonormyeckom matepuane
(Mpu uccnegoBaHMM NTUL: MOMET, Mas3KM U3 K/I0AKW, POTOMIOTKM WM Tpaxeu, TKaHeBOW (ayTOnCUIAHbIN)
MaTepuan Tpaxeu u Nerkux, ceneseHkn, roJOBHOrO0 MO3ra, BO34YXOHOCHbIX MELIKOB, KMLWEYHUKA, cepaLa,
noyekK, ANLU0, aN1TAaHTOUCHAA }KUAKOCTb SIMOPUOHOB Kyp; NpU UCCNed0BaHMM CBUHEN U nowwaaen: maskm us
HOCOINIOTKM, TKaHb TPaXeu U NErknx); Mace NTUL, CBUHEN, IoWwazei n cybnpoayKTax, MasKkax c MOBEPXHOCTH
msaca, cybnpoaykTos 1 B Kombrkopmax metogom OT-MNUP ¢ rubpmansaupmoHHo-GayopecLeHTHOM AeTeKLmen
NPOAYKTOB aMMINPUKALIUN B PEKMME KPEASIbHOTO BPEMEHU Y.

Habop ncnonbayetca B8 nabopaTtopusx, BbINOHAIOLIMX MOSIEKYNAPHO-6MON0rMYECcKue NcceaoBaHuA.

Matepunanom ans nposegeHus OT-MLUP cayaT npobbl PHK, sKcTparMpoBaHHble M3 MCCAeaAyeMOro
maTepuana C nomoulibio HabopoB peareHToB, PeKOMeHAOBaHHbIX [pou3BoaMTENEM B MHCTPYKLMKW MO
npMMeHeHu1to Habopa.

2. XAPAKTEPUCTUKU HABOPA

2.1. CoctaB U KOMNNEKTHOCTb

Habop BbinyckaeTcs B eanHoli dopme. CoctaB Habopa M KOMNNEKTHOCTb NOCTaBKM yKasaHbl B Tabsmue 1
M 2 COOTBETCTBEHHO.

Habop paccunmtaH Ha nposedeHuMe wuccnegoBaHua 96 o06pasuos, BKAOYana KoHTpoau. Habop
npeaHasHayeH Ans NpoBeAeHUs peakunmn obpaTtHol TpaHcKpunummn PHK n amnandukaumum cneundumyeckmnx
y4yacTKoB  nosydyeHHoW KAHK ¢ rmMbpuan3auMOHHO-PYOPECLEHTHOM  AEeTeKuMell B pexume
«peanbHOro BPEMEHU» U MOXKET WCMNOo/b30BaTbCA COBMECTHO C amnanduKaTopamu MAaHLWeETHOro U
poTopHOro Tuna. na npoBeAeHUs NOIHOrO Uccaea0BaHUA He0bXoAMMO MCNOb30BaTb Habopbl peareHToB
Ana sKkcTpakumm PHK, pekomeHAoBaHHble B pasgene «JononHuTenbHoe 06opyaoBaHME U MaTepuanbl».
Habop MoMKeT MCcnonb3oBaTbCA COBMECTHO C aBTOMATMUYECKUMMM CTaHUMAMW AN NPUTOTOBAEHUS U
003UPOBaHMA PeaKLMOHHbIX CMecen.

Tabavua 1
CocraB Habopa

PeareHT 06bem, mn KonunuectBo OnucaHue

BbydepHbIi pacTBop co cneumdpryeckummn npanmepamm,
MNUP-cmecb Mpunn A 1,10 1 npobupkKa dnyopecueHTHO-MmeveHbIMM 30HAAMU U AHTO.
Mpo3payHan *KMAKOCTb.
bydepHbii  pacTBop ¢ TepmocTabunbHon  AHK-
nonnmepason Taqg, cynbdaTom marHusa u ypauun-AHK-
rMKO3UNa3oM.
Mpo3payHan *KUAKOCTb.
bydepHbin  pactBop ¢ PHK-3aBucumon  [HK-
PesepTasa R 0,055 1 npobupkKa nosiMmepason.
Mpo3payHan *KUAKOCTb.
MonoKNTeNbHbIA KOHTPOIbHbIN 0bpaseLl,.
Mpo3payHan *KMAKOCTb.
OTpuuaTtenbHblii KoHTpob MLP.
Mpo3payHan *KMAKOCTb.

Bydep B 0,70 1 npobupka

MKO Mpunn A 0,26 1 npobupkKa

K- 0,30 1 npobupkKa
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Tabnnua 2
KomnneKTHOCTb Habopa
KomnoHeHT ®dopmart Konunyecrso

Habop peareHTOB - 1

B 9/1IEKTPOHHOM BUAE Ha Od)VILI,MalleOM caunTe

MHCTPYKUMA NO NpMMeHeHuo Habopa . 1
Pyku P P Mpoussoautens: http://www.nextbio.ru/reagents/
KpaTkoe pyKoBOACTBO NO NPUMEHEHMIO
P Py A P B HymaxkHOM BUAe 1
Habopa
B 9/IEKTPOHHOM BuAe Ha oduLMaibHOM caiTe
MacnopT KayecTBa Ha Habop P A buu . 1
Mpoussoautens: http://www.nextbio.ru/passport/
Bk/iadblw 415 aBTOMaTUYECKOM
AL A B BymaxkHOM Buae 1

06paboTku pesynbTaTos

2.2. MNpuHumMn metoaa

MPMHUMN TEeCcTUPOBAHMA OCHOBAH Ha 3KCTpakumum PHK 13 obpasuoB uccneayemoro maTtepuana
COBMECTHO C BHYTPEHHMM KOHTPO/IbHbIM 06pasuom (BKO B)! v nposeseHun peakumm ob6paTHO
TpaHcKpunuuu PHK n ogHoBpemeHHOM amnandukaumm ydactkos KOHK Bupyca rpunna A npy nomowm
cneumdmryHbIX K 3TMM Yy4yacTKam npaiimepos M ¢depmeHTa Tag-nonmmepasbl. [eTekumsa MNpoayKTOB
amnanuKauMmM NpPoUCXoanuT nyTem uaMepeHua GAyopecLEeHTHONO CUIHaNa B pPeEXMME «pPeasbHoro
BPEMEHM» 33 CYeT WCNONb30BaHMA B COCTaBe pPeakUMOHHOM cmecn GAyopecLeHTHO-MeYeHbIX
O/IUFOHYKNEeoTMAoB (30HA0B). 30HAbI TMBPUANIYIOTCA C KOMMJIEMEHTAPHbIM Y4aCTKOM amnanduumpyemon
KAHK-muweHn, B pesynbTaTe 4Yero npoucxoAuT HapacTaHWe MHTEHCMBHOCTU dayopecueHuumn. 3To
NMO3BONSET PErMCTPUPOBATb HaKoMJeHME cneundryeckoro NPoayKTa aMnanduKauum nytem mMamepeHus
WHTEHCUBHOCTN (GAYOPECUEHTHONO CUFHana C MOMOLWbK amnanduKaTopa C CUCTEMON AeTeKkuun
$NyOopecLEeHTHOrO CUrHaa B peXMMe «PeasibHOro BpeMeEHN»,

Habop peareHTOB COA4EPHKUT CUCTEMY 3aLLUTbI OT KOHTAMMHALMM aMMJIMKOHAMM 33 CYET NPUMEHEHUsA
depmeHTa ypauun-AHK-rnnkosmnasbl (YAr) n Tpudocdata gesokcuypuanHa. PepmeHt YAl pacnosHaeT m
KaTanmsmpyeT paspywenune ueneir AHK, cogep)kawmx pesokcnypuamnH, Ho He [HK, copeprkalter
OE30KCUTUMUANH. Je30KCnypuanH oTcyTcTByeT B npupoaHoi JHK, Ho Bcerga npucyTcTBYeT B aMM/IMKOHAX,
NocKobKy TpudocdaT Ae30KCUypuanHa BXOAMT B cocTaB cmecn aHT® B peareHTax oA amnavdurkaumm.
Je30KcnypmanH aenaet KOHTAaMUHUPYOLWME aMMIMKOHbI BOCMPUMMYMBBIMU K PaspyLUEHUI0 GepMeHTOM
YOI po Havana amnamédumkaumm OHK-muweHn, n, cneposaTtesibHO, OHWM He MOryT ObiTb B AasbHelwem
amnanduLMpoBaHbI.

dbepmeHT YOI TepmonabuneH 1 HaKTUBMPYETCA NPU HarpeBaHuu Bbiwe 50 °C 1 No3ToMy He paspyllaert
AMMJIMKOHbI MULLIEHM, HapabaTbiBaemble B npouecce MLP.

Ha atane amnandukaumm B ogHoi npoburpKe ogHOBpPeMEHHO amnanduLMpytoTea y4acTok KAHK rpunna
A un nocneposatenbHocTb BKO B. PesynbTaTbl amnavduKaumm pernucTpupytotca no AByM Pas/ivyHbIM
KaHanam ¢ayopecueHTHOW geTekumn (cm. Tabauuy 3) B 3aBUCMMOCTM OT MCMONb3YEMOW MOZENM
amnandukaTtopa.

Tabnuvua 3
CootBetctBue HK-muweHe n kaHanos payopecueHTHON AeTeKuum
KaHnan ans ¢pnyopodopa FAM R6G?
KOHK-muweHb KOHK Bupyca rpunna A BKO B

MUCKYCCTBEHHO CUMHTE3NPOBaHHaA

Ob6nactb amnanduKaumm feH M
nocnesfoBaTeIbHOCTb

1 BKO B BxoauT B cocTaB Habopa peareHToB, peKoMeHA0BaHHOro MpousBoanTeNeM A1A SKCTPAKLUMMU HYKNEUHOBbIX
KMUCNOT U3 uccneayemoro matepuana.

2 NeteKkumsa curHana ana payopodopa R6G ocylecTsaseTca No KaHany AeTeKumun Ana aHanormuHbix payopodopos HEX,
JOE, Yellow.
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3. KOHTPOJ1b KAHECTBA

B cootBetctBumM ¢ I1SO 13485-cepTudmumpoBaHHon Cuctemolir MeHepxmeHTa KayectBa KomnaHwum
000 «Hekctbuo», Kaxpaa cepua Habopa peareHToB «Amnaulpainm® Tpunn A» npoBepseTcs Ha
COOTBETCTBME 3apaHee onpeaeneHHbIM TpeboBaHMAM Ana obecneyeHnA NOCTOAHHOIO KayecTBa NPOAYKUMMN.

4. OrPAHUYEHUA METOAUKU UCCNIEAOBAHUA

4.1.Habop npumeHseTcA TONbKO AN BETEPUHAPHbIX U APYITUX HEMEAMULMHCKUX Lenen.

4.2.Habop npegHasHayeH gna paboTbl TONLKO C UCCNeLyeMblM MaTepMasioM, YKasaHHbIM B pasgesne
«HasHaueHue». MccnegoBaHme ApyrMx BUAOB MaTepnasioB MOMKET MPUBECTU K NMOYYEHNIO HEAOCTOBEPHbIX
pe3y/bTaToB.

4.3.MonyyeHne  AOCTOBEPHbIX  pe3ynbTaToB  obecneymBaeTcs  BbiNOAHEHMEM  TpeboBaHWiA,
NpeabaABAAEMbIX K B3ATUIO, TPAHCMOPTMPOBAHUIO, NOATOTOBKE W XpaHeHUo 06pasLoB McCieayemoro
maTtepuana (cm. pasgen «Mccnesyemblii matepman»).

4.4.C nomoubto Habopa «Amnaulpaiim® Fpunn A» Bo3morxkHo OT-MLUP-uccneposaHne To1bKO Npob
PHK, 9KcTparMpoBaHHbIX W3 unccnegyemoro maTtepuana COBMECTHO C  BHYTPEHHMM KOHTPOJIbHbIM
obpasuom — «BKO B», Bxogalwmm B coctaB Habopa gna nposeaeHus skcTpakumm HK. bes ncnonbsosaHma
BKO HeBO3MOKHO NPOBECTU OLLEHKY Ba/IMAHOCTU MOCTAaHOBKM.

4.5.Mpn nposegeHnn nccaegoBaHMA HeAOMYCTUMO UCMNOIb30BAaHUE SKCNPECC-MeToA0B KCTpaKumm HK.

4.6.NMpumeHeHMe Habopa BO3MOMKHO TOJbKO MNEPCOHANOM, O6yd4eHHbIM npaBunam paboTbl B
nabopaTtopumn, BbINOAHAIOLWEN MONEKYNAPHO-BMONOTMYECKME UCCNEA0BaHMA.

4.7.Mpu paboTte ¢ Habopom cresyeT UCNOAb30BaTb TOIbKO amMnAMPUKATOPbl C CUCTEMOM OETEKUUM
bNyopecLEeHTHOro CUrHaNa B PeXUME «PeasibHOr0 BPEMEHMU», XapaKTEPUCTUKN KOTOPbIX YA0BAETBOPAIOT
TpeboBaHWSA, yKasaHHble B pasaene «[ononaHuTensHoe obopygoBaHMe U maTepuanbl».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTta fonkHa nNpoBoOAMTbCA B NabopaTopusx, BbIMONHAOLWMX MOEKynapHO-buonormyeckue
nccneposanma. MUP-uccnenoBaHna fonxHbI NPoBOAUTLCA C cobatogeHnem TpeboBaHUIE MeToANYECKUX
yKasaHuii MY 1.3.2569-09 «OpraHunsauma paboTbl 1abopaTtopuii, UCNONbL3YIOWMX METOAbl amnanduKkaumm
HYKNEMHOBbIX KUCAOT npu paboTe C maTepuanom, cofepiKallmm MUKpoopraHusmbl |-V rpynn
naToreHHoCcTU» 1 npasuA «lNpaBuna nposeaeHUs PaboT B ANArHOCTUYECKUX NabopaToOpUAX, MCNO/b3YIOLLMX
MeTo/, NOSIMMEPaA3HON LEMHOM peaKkLmMn (OCHOBHbIE NOJIOKEHUA)» (YTBEPKAEHDI MPUKA30M PyKoBOAUTENSA
[JenaptameHTa BeTepuHapuu MuHcenbxosnpoga PO 27.01.1997).

5.2. Mpu paboTe Heobx04MMO BCETAA BbIMOHATL Caeaytolne TpeboBaHus:

- [lpumeHAaTb Ha6op CTpOro no HasHa4yeHMo B COOTBETCTBUU C AaHHOﬁ MHCprKLl,Meﬁ. OTKNOHEHMe oT
nponuncCaHHbIX Npoueayp n nopAagKa AeﬁCTBMﬁ MOXET NPUBECTU K NONTYHYEHUIO HEAOCTOBEPHbIX PE3Y/N1IbTATOB
daHanuns3a.

- JlabopaTopHbiA Npouecc AoMKeH ObiTb OAHOHAMNpaBAeHHbIM. AHanu3 cneagyet NpPoBOAUTbL B
OTAeNbHbIX MomeleHMax (3oHax) B cootBetctBMM ¢ MY 1.3.2569-09. He BoO3BpawaTtb 06pasLbl,
obopypoBaHMe 1 peareHTbl B 30HY, B KOTOpOM Bblna npoBeaeHa Npeablayluas ctagma npouecca.
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- Y6upatb 1M Ae3snHOMLMPOBATb pa3nmnTbie 0bpasubl UM peareHTbl, UCMOb3YA Ae3nHPULMpYoLLne
cpepctBa B cootBeTcTBMM ¢ CIM 1.3.2322-08.

- Ypanatb HeEWCnonb30BaHHble peareHTbl, PeareHTbl C MCTEeKWMM CPOKOM TOAHOCTW, a TaKKe
MCMOJIb30BaHHbIE peareHTbl, YNakoBKY, bBMONOrMYeckMini matepuan, BKAOYaA maTepunasbl, MHCTPYMEHTbI U
npegmeTbl, 3arpaAsHeHHble  OUMONOrMYECKMM  MaTepuanom, B COOTBETCTBMM C  TpeboBaHMAMM
CanluH 2.1.3684-21.

BHUMAHMUE! MNpu yaaneHnn oTxogoB nocne amnandukaumm (NpobupokK, cogepawmx npoaykrbl MLP)
HeaonyCTMMO OTKpbIBaHWE NPOBUPOK 1 pa3bpbi3rMBaHME COAEPHKMMOTO, MOCKO/IbKY 3TO MOXKET NPUBECTU K
KOHTaMUHauuu npoayktamu MLP nabopaTtopHoi 30HbI, 060pyA0BaHUA U peareHToB.

- Wcnonb3oBaTb M MEHATb NPU KaXKAoW onepaumnn o4HOPA30Bble HAKOHEYHUKN ANA aBTOMATUUYECKMX
[,03aTOpPOB C GPUBTPOM.

- Mocyaa (cTynKu 1 NeCTUKKU) U MeTANSIMYECKNE NHCTPYMEHTbI (CKasibNesu, HOXKHULbI, MUHLUETLI U T.M.),
MCMNO/Ib30BaHHbIe A5 NPeAnoAroTOBKM NPo6, BbiAEPKMBAIOTCA B pacTBOpe Ae3nHOULMpPYLOLLero cpeacTsa
(Hanpumep, 0,2% pacTBOpP HATPUEBOW CONU AUXNOPU3OLMAHYPOBOM KUCNOTbI) B TEYEHME OLHOMO 4aca,
MOIOTCS BOAONPOBOAHON BOLOM C NOBEPXHOCTHO-aKTMBHBIMW MOOLLMMUK CpeaCcTBaMM U MOCae OTMbIBAHMA
B MPOTOYHON WM AEMOHU30BAHHOM BOJE BbICYLUMBAOTCA B CYXOXKapOBOM LWKady B TeyeHue 4 4yacos npu
Temnepatype 180 °C.

- ToBepxHOCTU CTO/I0B, a TaK}Ke NMOMELLEHWNSA, B KOTOPbIX NPOBOAMTCA NocTaHoBKa MUP, Ao Havana u
nocne 3aBeplueHnsa paboT HeobxoaMMo NoasepraTb yAbTpadroneToBomy 061y4eHnto B TedeHme 30 MUH.

- Habop peareHTOB npegHasHayeH A4 OOHOPA30BOro NPUMeHeHWa npu nposedeHun OT-MLP-
nccnefoBaHNA yKasaHHOro Koamndecrsa npob (cm. pasgen «Coctas M KOMMIEKTHOCTbY).

- Habop peareHTOB roToB K NPUMEHEHWUIO COFNACHO AaHHOMN MHCTPYKUUK. MprUMeHATb Habop cTporo no
HasHayeHuto.

- He ucnonb3oBaTb Habop peareHTOB, €C/M HapyleHa BHYTPEHHAA YNAKOBKa, WM BHELWHWA BUA
peareHTa He COOTBETCTBYET OMMUCaHMIO.

- He ucnonb3oBaTb Habop peareHToB, ec/in He cob0AaNUCh YCA0BUA TPAHCNOPTUPOBAHUA U XPaHEH A
COTrNAaCHO MHCTPYKLUMN.

- He ncnonb3osatb Ha6op peareHToB No ncre4yeHnn CpoKa roaHoCTu.

- Wcnonb3osaTb 04HOPA30BbIE HEONYAPEHHbIE NEPYATKM, NabopaTopHble XanaTbl, 3aLMLLATL F1a3a BO
Bpems paboTbl c 06pasLamm U peareHTamu. TWATeNbHO BbIMbITb PYKM NO OKOHYaHUK paboTbl. Bce onepauum
NpPOBOAATCA TONbKO B NEepYaTKax A4 UCKAOYEHNA KOHTAKTa C OPraHM3MOM YesloBeKa.

- He ecTb, He NUTb U He KypUTb B Mpolecce Mcnonb3oBaHWA Habopa. N3beratb BAbIXaHMA Napos,
KOHTaKTa C KOXel, rnasamu u camsucton obonouvkon. He rnotatsb.

- MNpwn KOHTaKTe Hemea/IeHHO MPOMbITb MOPA*KEHHOE MECTO BOZOM M MpU MJIOXOM CaMOYyBCTBUM
06paTMTLCA 33 MEAULMHCKOM NoMoLLbto. MpK NonagaHuMn BHYTPb, PBOTY HE Bbi3biBaTb, NMPONOJIOCKaTb POT
BOZAOM, 06PaTUTLCA K Bpayy Npu NJ0OXOM CaMOYyBCTBUMU.

5.3. Mpuv MCNoNb30BaHMM MO HA3HAYEHUIO U COBMIOAEHUM  BbILENEPEYNUCTIEHHbIX — Mep
npeAocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa coAep KaT HAaTPUA a3na, B KOHLEHTpaLuKn He 6onee
0,1% ¥ COOTBETCTBEHHO He KnaccuduumpyoTca Kak onacHble 1 He TpebyloT cobaogeHna cneunanbHbix Mep
npeaoCcTOPOKHOCTY.

5.4. Cneunduryeckme Bo3aeincTena Habopa Ha OpraHM3m YeoBeKa:
- KaHueporeHHbilh 3ppeKT oTCyTCTBYET.
- MyTareHHoe gencTaue oTCyTCTBYET.

- PenpoayKTMBHan TOKCMYHOCTb OTCYTCTBYET.
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6. AONO/IHUTENNbHOE OBOPYAOBAHUE U MATEPUA/bI

6.1. B3AaTuMe uccnegyemoro martepuana

6.1.1 Nrnbl co cTepubHbIM LUMNPULLEM MM MACTEPOBCKAA NUMNETKA C PUBTPOM.
6.1.2 MeTannmyeckne MHCTPYMEHTbI (CKanbnenn, HoXHULbI U T.1.).

6.1.3 AHaTOMUYECKUNI NUHLET.

6.1.4 3oHp, ana B3ATUA 6uonormyeckoro mMaTepumana C NOBEPXHOCTU CAU3UCTLIX obonoyek pOTOBOﬁ n
HOCOBOW NONOCTEN UK Ccyxue ctepuabHble 30HAObI C BATHbIMU TaMMNOHaMW.

6.1.5 TpaHcnopTHasA cpefa ANa B3ATUA, TPAHCMOPTUPOBAHMA U XPaHEHMA BUONOrMYECKOro maTepuana,
COLEepPrKaLLAA KOHCEPBAHT UK CTEPUbHBIN PU3NONOTMYECKUIA PacTBOP.

6.1.6 KoHTeliHep NAacTUKOBBIN ANA B3ATUA, XPaHEHUA U TPAHCMOPTUPOBKU BUoNorMyeckmx obpasuos
ob6bemom 50-60 ma.

6.1.7 MakeTbl U1 eMKOCTM As1a 0T6opa, TPAHCNOPTUPOBAHUS N XpaHeHMA noJsiydbabprKaToB, NPOAYKTOB
NUTaHWA, OAHOKPATHOro NpumeHeHus (Zip-Lock nakeTst).

6.1.8 OgHOpa3oBble NOIMMNPONU/IEHOBbIE MJIOTHO 3aKpbiBatoLLMecs NPobupkn obvemom 1,5 - 2,0 mn.

6.2. [lMoaroTroBKa uccnegyemoro matepuana K akcrpakuyum PHK

6.2.1.04HOpa30BblE NOAUNPONMAEHOBbIE MJIOTHO 3aKpblBatowmecs NpPobupku Tuna «3AnneHgopd»
obbvemom 1,5 - 2,0 mn.

6.2.2.MuKpoueHTpuoyra gna npobupoK Tmna «3AnneHgopd» obbemom 1,5 mMn ¢ ycKopeHnem He meHee
10 000 g.

6.2.3.®apdopoBsble CTYMNKM U NECTbl MW aBTOMATUYECKUI FOMOTreHM3aTop.
6.2.4.®ocdaTHO-coneso bydpep Unm G1U3MoN0rMYecknin pacTeop.

6.2.5.04H0pa3oBble HaKOHe4YHUKM, cBoboaHble oT [IHKa3/PHKas, ana Ao3aTopos nepemeHHOro obbema
¢ dpmuabTpom ot 10 go 1000 mKn.

6.2.6.ABTOMaTMYECKMNE 403aTOPbI NEPEMEHHOIO 06beMa.

6.3. 3Ikcrpakuua PHK u3 uccnegyemoix o6pasuos

6.3.1.Habop peareHTOoB AnsA 3KcTpakuum PHK/OHK «MarHolpaiim BET» («®opmat 96») wuan
«Amnaulpainm® PUBO-npen BET» npoussoactea OO0 «Hekctbuo», Poccua, nam nwoboin apyroin Habop
MponssoauTensa, COOTBETCTBYHOLLUIA CAeayioWmMm TpeboBaHUAM:

- Habop nossosseT BblaenaTb HK 13 6uonornyeckoro matepmana (npu uccaesoBaHuM NTul: NOMET,
Ma3KM U3 KNOaKK, POTOIIOTKU U TPaxeu, TKAHEBOM (ayTONCUMHBIN) MaTepuan Tpaxeu U Nerkux, CeNe3eHkKu,
rO/IOBHOTO MO3ra, BO34YXOHOCHbIX MELIKOB, KMLWEYHUKA, CepALa, NoYeK, ANLO, aNaHTOUCHAA KUAKOCTb
3MBpPMOHOB Kyp; NpY MUCCAeA0BaHUM CBUHEN W NowWaAen: MaskM M3 HOCOFIOTKKN, TKaHb TPaxeu U Nerkux),
MAce NTUL, CBWHeMN, fnowagel M cybnpoAyKtax, masKax C MNOBEPXHOCTM Mmsca, cybnpoayKToB U B
KOMBUKOpMax A/18 NOC/eAyIOLLEero UCCNeL0BaHNA METOLOM NOJIMMEPA3HOW LEMHON peakunu;

- coctaB Habopa BKAwo4aeT peareHT OKO (oTpuuaTenbHbli KOHTPOAbHbLIM obpaseu) u BKO B
(BHYTpPEHHWI KOHTPOIbHbIN 0bpaseLl);

- Habop no3BosIAET UccnefoBaTh 06pasubl 06beMmom He meHee 100 mMKA;

- Habop no3BoAAET NPOBOANTbL 3NHOLUI0 ounLLeHHOM PHK B 06beme He meHee 50 mMKA.
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BHMUMAHMUE! MNpu ncnonb3oBaHMM Habopos Ana akcTpakumum PHK apyrux npoussogutenei, Heob6xoamMmo
AONONAHUTENbHO Nprobpectn Habop peareHToB «MarHolpalim BET» dopmbl Bbinycka «Dopmat KoHTpony.
PeareHT BKO B cneayet 406aBnsATb BO BCE Uccaeayemble 06pasLibl, @ TakKe B OTPULLATE/IbHbIA KOHTPO/IbHbIM
obpaseu (OKO).

6.3.2.[lononHUTEIbHbIE MaTepuasbl U 0b6opyaoBaHNe, Heobxoaumble AnA aKcTpakumm PHK, — cornacHo

WHCTPYKLMM K Habopy peareHToB g1 aKCTpaKkummn PHK.

6.4. Amnandukauma, petekuma NPOAYKTOB ammanduKkaumu, aHaamM3 MU UHTepnpetauusn
pe3ynbTaTtos
6.4.1.04H0pa30Bble NOAMMPONUIEHOBbIE NPobUpKK, ceoboaHble oT [HKas/PHKas, cheaytouimx sBuaos:

- MJIOTHO 3aKpbliBatowuecs Npobumpkm ob6bemom 0,6 ma nnm 1,5 ma — ana npuroToBaeHUA peakLMOHHOM
cmecy;

- TOHKOCTEeHHble npobupkn ana MUP obbemom 0,2 Ma C BbINYKJAOM WAW MJIOCKOW ONTUYECKMU
NPO3payYyHOM KPbILWKOM MU NPoBUPKK obbemom 0,2 M1 B CTPUNAx Mo 8 WT. C NPO3PayYHbIMKN KpbILIKaMN —
ana nposeaeHus MUP npu ncnosnbsoBaHUmn amniMdpuKaTopa niaHWeTHOro Tuna;

- TOHKOCTeHHble Npobupku aaa MNUP o6vemom 0,2 Ma ¢ NAOCKON KPbIWKOW nan npobupku gas MNLP
obbemom 0,1 mn B cTpunax no 4 WT. C KpblwWKamm — pns nposegenusa MUP npu mcnonb3osBaHuu
amnamdukaTopa pOTOPHOro Tmna.

6.4.2.00H0pa30Bble HaKoOHe4YHUKKM, cBoboaHble oT [IHKa3/PHKas, an1a 4o3aTopos nepemeHHoro obbema
¢ dpmuabTpom ot 100 go 1000 mkn.

6.4.3.lUtatmebl ans npobupok obvemom 0,2 mn mam 0,1 mn (B COOTBETCTBUM C WUCMO/b3yEMbIMM
npobupkamu ans MNuUp).

6.4.4.boKc abakTepuanbHoW BosayLHon cpeabi (MLP-60Kc).
6.4.5.lleHTpndyra-BopTeKc.
6.4.6.ABTOMaTUYECKNE A03aTOPbI NepeMeHHOoro obbema.

6.4.7.Mporpammupyemoln aMnanPUKaTop POTOPHOIO MAWM MNAHLWETHOro TUMNa C CUCTEMOM AETEeKUMK
bnyopecLeHTHOro CUrHana B  pPeXMME «peasibHOTO BPEMEHW», COOTBETCTBYIOWMIA  CAeaylowmm
TpeboBaHMAM:

- Ha/nuyMe Hes3aBMCUMbIX KaHanoB ¢syopecueHTHon getekummn gna ényopodopos FAM m R6G c
XapaKTepUCTUKaMM, YKa3aHHbIMK B Tabanue 4:

Tabnuua 4
Tpebyemble xapaKTepUCTUKU KaHaN0B ¢pyopecu,eHTHOM AeTeKuum
[ANNHbI BOMH, HM
KaHan ana dnyopodopa Bo36yxxaeHua DeTteKkuumn
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- ana npubopoB NiaHLWETHOro TMNa HaanymMe noaorpeBaemoit KpbiliKkKu ¢ Temnepatypoin 6onee 100°C;
- TOYHOCTb NoaAepKaHuA TemnepaTypbl < £0,4°C;

- CKOpOCTb Harpesa He meHee 2°C/cek;

- CKOpOCTb OxnaxaeHune He meHee 1°C/cex.

6.4.8.X0N104UNBbHUK C MOPO3UNbHOM Kamepoit oT muHyc 24 °C go muHyc 16 °C.

6.4.9.0TA€NbHbIN XanaT, Wano4ykm, obysb M oaHOPa30Bble NepyaTkn B cooteeTcTBumM ¢ MY 1.3.2569-09.

6.4.10.EmMKoCTb an1s cbpoca HAKOHEYHUKOB.
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7. UCCNEQYEMbIA MATEPUAN

Mpwn nccnegoBaHUKU NTUL, MaTePUANoOM ANA UCCNeA0BaHNA CAYKaT:
- MAas3sKM M3 KJI0aKK, POTOTIOTKU U Tpaxew;
- MOMEeT;

- TKaHeBOW (ayTONCUIHbINA) maTepuan Tpaxen n Nerknx, ceneseHku, roN0BHOro Mo3sra, BO3AyXOHOCHbIX
MELLIKOB, KMLIEYHWNKA, cepaLa, noyek;

- Anuo;

- aNNAHTOMCHAA XUAKOCTb KYPUHbIX SMOPMOHOB;

- npobbl mAca, NpoAyKTOB nepepaboTKn, cybnpoayKTos;

- Ma3Ku C NOBEPXHOCTM MsCa, CybnpoayKTOB;

- KOpM.

Mpwn nccnefoBaHUN CBUHEN W oWaAe MaTePUaNoOM 411 UCCAeA0BAHUSA CAyKaT:
- Ma3Ku M3 HOCOTNOTKY;

- TKaHeBOW (ayTONCWUIHbIN) MaTepuan Tpaxeu u Nerkux;

- npobbl MAca, NPoAYyKTOB nepepaboTKu, cybnpoayKTos;

- Ma3Ku C NoBEepPXHOCTM Msica, CybnpoayKToB;

- KopM.

7.1. B3ATMe M TPAHCNOPTMPOBKA UCCeayemoro martepmana

Ot60op 06pa3LoB NPOAYKLMM MPOBOAAT MO HALMOHA/bHBIM CTaHAaPTaM, YCTaHaBANBAIOLWIMM NOPAAOK
oTtbopa nNpob 414 04HOPOAHBIX FPYNMN CbiPbA, MULLEBbIX NPOAYKTOB M KOPMOB. TpaHCNOPTMPYIOT 06pasLbl B
0/4HOPA30BbIX CTEPU/IbHBIX KOHTEMHEpax

Mpw B3ATUM MaTepUnana UCNoNb3yroT OTAE/IbHbIE MHCTPYMEHTbI O4N1A KaXKA40ro XXMBOTHOTO.

OT Kaxaoro ctafa NTuubl oTbMpatoT ans nccnegosaHuin 5 — 10 Tpynos MAM NaToIOrMYeckuii matepuan
o1 5 — 10 Tpynos, KnoakKanbHble U/uamn TpaxeanbHble cMbiBbl 0T 10 — 15 ronos, 1 — 10 cbopHbix Npob nometa
OT CTaja.

Mpoby nomeTa pekomeHayeTca oTbmpaTtb n3 pacyeta 1 rpamm nometa Ha 60 ToYeK NTUYHMKA (Bbiryna
AN BOJIbepbl), BbIBpPaHHbIX MO AMaroHann KpecT-HakpecT. MomeT (1-5T) nomewialoT B CTepubHbIN
NAACTUKOBbI KOHTENHEP.

Mas3Ku U3 KN0aKu, Co CAN3UCTOM [1I0TKU U TPaxeu, U3 HOCOINIOTKU, C NOBEPXHOCTU MAca, Cy6npoayKToB
6epyT CyxMMm CTePUIbHBIMU 30HAAMM C BaTHbIMKU TamnoHamu. MNocne 3abopa maTeprana TamnoH (pabouyto
YyacTb 30HAA C BaTHbIM TaMMOHOM) MOMELLAIOT B CTEPWIbHYIO OAHOPa30Byl MNPobUPKY ¢ 500 mKn
cTepunbHOro GM3N0N0rMYECKOro pacTeopa Uau B NPoBUPKY C TPAHCNOPTHOW cpeaoi (KoHel, OT1aMblBaloT,
YTO6bI NPOBUPKY MOMKHO BbINO 3aKPbITH).

TKaHeBoOWM matepuan (Tpaxeﬂ, Nnerkue, ceneseHka, ron0BHOM MO3r, BO3AYXOHOCHbIE MeLlKM,
KULWEYHUK, NOYKH, cepp,u,e), mMmAaco un CVGHPOAYKTbI nomelLulatoT B CTepUibHbIE NTIACTUKOBbLIE KOHTEVIHepr.

Mpu nccnenoBaHUM AUL, B CKOP/IYME NPOKANbIBAOT OTBEPCTUE UIOW CO CTEPUABLHBIM LINPULLEM UK
NnacTepoBCKOM NMNETKOM ¢ GUABTPOM M 0TOMPpaOT B NpobupKy obvemom 1,5 ma 1,0-1,5 ma anyHoro 6enka.
Mpy nccnefoBaHMM KYPUHbIX SMOPUOHOB B CKOPJIyMe MPOKa/biBalOT OTBEPCTUE WIION CO CTEPU/IbHBbIM
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WAPULLEM MW NACTEPOBCKOM NUNETKOM ¢ GUAbTPOM U 0TOMpatoT B Npobupky obbemom 1,5 ma 1,0-1,5 mn
a/NINAHTOUCHOM KUOKOCTU.

MonyyeHHble 06pasLbl MOXKHO TPAHCMOPTUPOBATL M XPAaHUTb B CNEAYIOLLMX PEXMMAX:
- npu TemnepaType 2 —8 °C— B Te4yeHune 1 CyTOK;

- Npu TemnepaType He Bbiwe MUHYC 16 °C — B TeueHune 1 Hepenu;

- Mpw TemnepaType He Bbllwe MUHYC 68 °C — ganTenbHo.

JonyckaeTca oAHOKpaTHOEe 3aMOopaXKMBaHNe-oTTaMBaHme matepuana.

HecobntogeHve TpeboBaHMIN MOXET NPUBECTM K TMOJYYEHUIO HEKOPPEKTHbIX pe3y/ibTaToB
nccnesoBaHus.

7.2. TlMoparoTroBKa marepuana K uccnegosaHuio

U3 nometa (1 — 5 r) rotoBAT 10% cycneH3uto Ha cTepuibHOM pU3MONOrMyeckom pactsope. B3secb
nomeTa AeKaHTUPYIT B TeyeHnn 5 — 10 muHyT. OTOMpatoT 1 MA HaA0CaA0YHOM KUAKOCTM U NEPEHOCAT B
yncTyto Npobumpky 1,5 mna, ueHTpudyrmnpytot npu 5 000 06/MUH Ha LeHTpudyre «MiniSpin», Eppendorf (nan
MCNONb3YIOT aHanor), B TedeHMe 5 MUH. IKcTpaKkumio PHK 13 ocBeTNEHHOro 3KCTpaKTa nomera NpPoBOAAT
Cpasy UM 3aMOpParKNBAIOT.

Kopm ans uccnenosaHus TWaTenbHO romoreHnsnpytot. Frotosat ~10% (v/v) cycneHsunio Ha cTepuibHOM
$M3MO0N0rNMYEeCKOM PaACTBOpPE, TLWATENBHO pecycneHampytoT. CynepHaTaHT NepeHocAT B NPobUpKy o6bemom
1,5 mn 1 ueHTpUYrnpyoT Npu 12 Tbic. 06/MKH B TeyeHUe 5 MUH. [na akcTpakumm PHK otbupatoT 100 mMKA
Ha40CaA04YHOM XKMAKOCTU.

O6pasubl Ma3KoB, AMYHOrO 6enKa, aNNAHTOUCHOW MKUAKOCTU He TpebyloT npeasapuTenbHOM
NOAroTOBKM.

TkaHeBOW MmaTepuan, MACO NTULbI, CBUHUHY, KOHUHY WU CYybNPOAYKTbI TFOMOreHM3MpPYyoT C
MCNONb30BaHMEM CTEPUJIbHLIX GapPOPOBbLIX CTYNOK U MECTUKOB WUAM aBTOMATUYECKOro rOMOreHM3aTopa,
3aTem rotoBaT ~10% (v/v) cycneHsuio Ha cTepuabHOM PpU3Monormyeckom pacteope. CycneHsunto nepeHocaT
B NpobupKy obbemom 1,5 ma 1 ueHTpudyrmpytot npn 10 Tbic. 06/mnH B TeueHue 30 c. HagocagouHyto
UAKOCTb MCNOAB3YIOT A4 IKCTpakummn PHK.
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8. NPOBEAEHUE UCCNTEQOBAHUA

WccnepoBaHme [ONKHO NPOBOAUTLCA NPU HOPMa/bHbIX MOKa3aTeNax MUKPOKAMMaTa nabopatopumn’:
- TemnepaTypa OKpyKatoLiero so3ayxa ot 20 go 28 °C;

- OTHOCUTEe/ibHaA BAa*KHOCTb 40 — 75%.

8.1. 3Kctpakuua PHK us uccheayemoro marepuana

Ona skctpakumm PHK ucnonb3oBaTb Habopbl peareHToB, peKoOMeHAOBaHHble [lpoussBoguTenem B
pasgene «lononHutenbHoe o60pyaoBaHUeE U MaTepuanbl». Mopagok paboTbl ¢ HAbopamn AnA FIKCTPaAKL MM
PHK cmoTpuTe B MHCTPYKLMKU MO UX MPUMEHEHMIO.

BHUMAHMUE! T[lpn nposBeseHMn unccnepoBaHMA HeZOMYyCTUMO MCMOJ/Ib30BAaHME 3KCMpPecc-MeTon0B
9KCTpaKkuum HK.

Karkaaa rpynna sKcTparMpyemblix 06pasuoB A0/KHA CONPOBOXKAATLCA MOCTaHOBKOM OTPULATENIbHOTO
KOHTpoibHOro obpasua (OKO)* B ogHom nosTope. Mpu NposeaeHnn IKCTPaKLUmMm 06pasLos, BO Bce npobbi
cnefyeT BHOCUTb BHYTPEHHMI KOHTPONbHBIN 06pasel, (BKO B)*.

B npouecce skcTpakumu PHK ncnonb3osaTh cnegytowme o6bembl peareHToB U uccneayembix 06pasLoBs:
- obbem nccnegyemoro obpasua’— 100 MKA B pobUpKM Ana nccaegyembix obpasLos;

- ob6bem peareHTa BKO B — 10 mKA B Kaxkayto NPoOUPKY € UccaeayembiMn U KOHTPOJIbHbIM 0bpa3uamu;
- o0b6bem peareHTa OKO — 100 mkn B NnpobupKy ana OKO;

- obbem peareHTa, ucnonbzyemoro gns aaoumm PHK, — 50 mkn (Npyu ucnosnb3oBaHUM Habopa ans
aKcTpakuum HK  «Amnaulpaiim® PUBO-npen BET») wam 100 mKa (npu wmcrnonb3oBaHUM Habopa
«MarHolMpaim BET» nam 50 — 100 mKa (Npy MCNoab30BaHMM APYroro Habopa ANA 3KCTPaKLMU COrMacHo
MHCTPYKLMM K HEMY).

8.2. TMopgroToBKa peareHTos ana OT-MLP

BHUMAHUE! KomMnoHeHTbl pPeakuMOHHOM CMecu CcneayeT CMelmnBaTb HEMNOCpPeACTBEHHO nepej,
nposegeHnem OT-TMLP.

BHMMAHMUE! B cnyyae npurotoBaeHUsA pPeakLMOHHOM CMECH C MOMOLLBbID aBTOMATMYECKOWM CTaHLUU
cnepymTe yKasaHMAM MHCTPYKLUKW MO €e UCMOJIb30BaHMIO.

8.2.1.Paccuntatb 06bembl MUP-cmecn Fpunn A, Peseptasbl R 1 bydepa B, Tpebywouwmeca ans
MPUroTOBAEHUA PEAKUMOHHON cmeck (cm. Tabanuy 5). Cmecb roToBuTb Ha obLiee YNCN0 UCCenyembixX U
KOHTPO/IbHbIX 06pa3L,0B NJIKOC 3aMac He MeHee YeM Ha OAHY pPeakLMio.

Tabnunua 5
PacueT 06beMOB KOMNOHEHTOB ANA O4HOM peakLUOHHOU cmecH
PeareHT 06bem, MKn O603HaueHua
MLUP-cmecb Fpunn A 10,0%(N+1)
Bydep B 5,0%(N+1) N — KonmyectBo 06pasuoB PHK, nonyyeHHbIx Ha 3Tane
3KCTPaKLUK, BKNHOYAA KOHTPOIU
PeBepTaza R 0,5*(N+1)

3 VYkasaHbl A0NYCTUMbIE HOPMblI TemnepaTypbl M OTHOCUTENbHON BAAKHOCTM BoO3dyxa B paboueli 30He

NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBMM C TpeboBaHmamm [OCT 12.1.005-88 «Cuctema cCTaHOapTOB
6e3onacHocTv Tpyaa. ObLwue caHUTapHO-TMrMeHnYeckme TpeboBaHMA K BO34yXy paboyei 30HbI».

4 BxoauT B cocTa Habopa, pekoMeHA0BaHHOro [MponsBoaMTENEM ANA NPOBEAEHUA SKCTPAKLUMM HYKNENHOBbIX KUC/OT.
5 [Ona HeKkoTopbix BMAoB o6pasuos TpebyeTca npeAsapuTenbHas  MNOArOTOBKa  COMacHO  pasgeny
«Uccnepyembliii matepuany.
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8.2.2.Mepemewatb cogepkmnmoe npobupok c MLP-cmecbto Fpunn A, Peseptasoit R n bydpepom B,
0CcagMTb Kan/v Ha BopTeKce.

8.2.3.MpuUroToBMTb PEAKLMOHHYIO CMECb B OTAEe/IbHOW NPobMpKe, A06aBMB KOMMNOHEHTbI B 06bemax,
paccumTaHHbIX B . 8.2.1. [NepemeLuaTb CMeCb U OCaAUTb Kan/in Ha BOPTEKCeE.

8.2.4.0106paTb Heob6XOoAMMOE KOAMYECTBO MNPOOMPOK uamM cTpunoB Ana nposegeHua OT-MLP
nccneayemblx U KOHTPOIbHbIX 06pa3y0B. Boibop npobupok ana amnamduKaLmMm 3aBUCUT OT UCMOIb3YEMOTO
amnanduKaTopa c CUCTEMON AETEKLUUN B PEXKMME «PeasibHOIo BPeMeEHMU».

8.2.5.BHecTn B npobuMpKKu no 15 MKA NpUroToBAEHHON peakLMOHHOW CMeCH.

BHMMAHMUE! Hencnosib3oBaHHbIE OCTAaTKMU PEAKLMOHHON CMECU XpPaHEHUIO He Noa/iexKar.

8.3. BHeceHue npo6 PHK, nposegeHne amnandpukauum u getekumm

BHUMAHMUE! Mpu pobasneHun npo6b PHK, aKkcTparMpoBaHHbIX C MOMOLLbO HabOpOB peareHToB AJis
NPOBEAEHUA SKCTPAKLMM METOA0M COPOLMU HA CUAMKArene MAM MarHMTHOW cenapauuu, Heobxoaumo
nsberaTb NnonagaHmaA copbeHTa B peaKLMOHHYO CMECh.

8.3.1.BHecTV B NOAroTOB/IEHHbIE MPOBMPKM C peakUuMoHHOM cmecbkto o 10 mka npo6 PHK.
8.3.2.BHecT” KoHTponbHble 06pasubl:

a) nonoxutenbHbit KoHTponb MUP (MK) — B npobupKky C peakuumoHHOW CMeCbio BHECTM
10 mkn MKO lMpunn A.

6) oTpuuaTenbHblii KOHTPOAb 3KcTpakuum (OK) — B NpobUpPKY C peakuMoHHOMW CMECbio BHECTM
10 mkn npob6bl, 3KcTparnposaHHoi us OKO.

B) oOTpuuaTenbHblii KoHTponb MUP (K-) — B npobupKy C peakumoHHOW CMecbio BHECTU
10 mkn peareHTa K-.

8.3.3.3anporpammunpoBaTb aMmnAMOUKATOP C CUCTEMOM AETEKLIUN B PEXKUME «PEANIbHOIO BPEMEHMU» A8
BbINO/IHEHUA  «EAMHOM» nporpammbl  amnaMduKaumm U getekumm  GAyopecueHTHOro  CUrHana
(cm. Tabnnuy 6).

Tabnuvua 6
EguHan nporpamma amnandpuKaumm n getekummn ¢payopecueHTHOro curHana
o [eTteKkuua no KaHanam ans KonunuectBo
Lunkn Temnepartypa, °C Bpemsa dnyopodopoe LMKNOB

50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20c FAM, R6G®

8.3.4.YCTaHOBUTbL NPOBUPKM UK CTPUMbI B AYENKN PeaKLMOHHOTO Moays npubopa.

MpumeyvaHue: pekomeHAyeTca nepes NOCTaHOBKOM B aMnIMGUKATOP NAAHLLIETHOrO TUMa 0CaAMUTb Kanan co
CTEHOK NPOBUPOK Ha BOPTEKCE.

8.3.5.3anycTuTb BbINOJIHEHWE NPOrpPamMmMbl amnandUKaumMm ¢ getTekumen GayopecueHTHOro curHana.

8.3.6.Mpnbop npoBoANT perucTpaumio  GAyopecUeHTHOro CUrHana aBTOMATMUECKM B  pekume
«peasibHOro BpeMeHM».

6 letekuma curHana ana payopodopa R6G ocyLLeCTBAAETCA NO KaHaNy AeTEeKUMKN ANA aHanornuHbix dayopodpopos HEX,
JOE, Yellow.
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8.4. AHanu3 v 06paboTKa pe3ynbraTos
AHanns 1 06paboTKy pe3ynbTaToB MOMKHO NPOBOAMTD:

- B aBTOMATUYECKOM pPeXXMMe C UCNob30BaHUEM NporpammHoro obecneyeHuns FRT-Manager Bepcun 2.0
nnn sbiwe (000 «UHTep/labCepBuc», Poccua) cornacHo pyKoBOACTBY NO/b30BaTeNs, BbIOpaB METOAUKY,
YKa3aHHyl0 BO BKAagblwe, npuaaraemMom K Habopy. PyKoBoACTBO NONb30BaTend pPasMeELLEHO Ha
odmumanbHom caitte 000 «UHTep/labCepsurc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM pexume C NOMOLLbIO nporpammHoro obecneveHna npubopa, Mcnonb3yemoro Aanas
nposegeHua OT-MUP ¢ peTekumein B perMme «peanbHOr0 BPEMEHM», COMMACHO WHCTPYKUMM MO ero
NPUMEHEHMUIO U MHCTPYKL MU K Habopy.

0O6paboTKa U pacyeT pesynbTaToB NPOUCXOANT HA OCHOBAHUM HAaANYUA (MAN OTCYTCTBUSA) NepeceyeHns
KpuBoi dayopecueHunmn S-obpasHoi (curmoobpasHoit) popmMbl C YCTAHOBNEHHOM HA COOTBETCTBYHOLLEM
YPOBHE NOPOroBoi IMHUEN, YTO onpeaenset Haanume (MnM oTcyTCcTBME) ANA AaHHOM nNpobbl KAHK 3HaueHus
noporosoro uukna (Ct) B cooTservcTBylollel rpade Tabauupl pesynbTatoB. MMapameTpbl 06paboTKU
dbNyopecLeHTHbIX KpMBbIX (CM. M. 8.5.) 3aBUCAT OT UCNOb3yeMOn MoAeNM amnandukaTopa.

KpuBble HakonieHusa ¢yopecueHTHOro CUrHana aHanu3MpYoTCA Mo 2-M KaHanam getekumu (cm.

Tabaunuy 7).
Tabanua 7
Oetekuuna ¢nyopecueHTHOro CMrHana
KaHan agna dnyopodopa FAM R6G*®
MpoayKT amnandumkaumnm KOHK Bupyca rpynna A BKO B
8.5. WUcnonbayemblie HaCcTPOKu amnandpukaTopos
PekomeHayemble HacTPOIKM aaa NnpnbopoB yKasaHbl B Tabanuyax 8 - 10.
Tabnumua 8
PekomeHgyemble HaCTPOUKU ana NpubopoB POTOPHOro TMNa
Kanan OnT. ypoBHA Nopor YcTpaHeHue S FTTE AnHamu4yeckum Uckniountb
curHana Bbi6pocos doH LUKAbI
FAM/Green | ot5Fl o 15Fl 0,03 10 % BK/IlOYEHA BK/IIOYEH orlpo5
JOE/Yellow oT4 Fl o 6 Fl 0,03 10 % BKNOYEHA BK/IOYEH orlpo5

Mpu 3anycke npubopa POTOPHOro TUNa B OKHE «ABTOONTMMM3AUMA YPOBHSA CUTrHaNa» akTMBMPOBATb
bYHKLUMIO «BbINOAHWUTL ONTUMM3ALMIO MPU NEPBOM LIAre AeTeKLUny.

Tabnumua 9
PEKOMEHAyeMbIe HaCTpoﬁKM ana I1pM60pOB N/1aHLWLETHOro T1una
Ucknio
Kanan Threshold / Nopor HAIOAUTL
LUKAbI
10-20 % OT MaKCMManbHOro ypoBHA ¢ayopecueHummn, noayvyeHHoro Ana obpasua
FAM otrlpo5
«MKO lpunn A» B nocnegHem umnkne amnamdukaymu.
10-209
HEX 0—20 % OT MaKCMManbHOro ypoBHA GNyopecueHLMM, NoayYeHHoro ans obpasua or1a05

OKO B nocnegHem umnkne amnamdurkaymu.

Mpu ncnonbzoBaHum amnandukatopa «CFX96» cneayeT NPUMEHATb HAaCTPOMKKU cornacHo Tabaumue 10.

Tabnuua 10
HacTtpoiiku gna npubopa «CFX96»
ﬂapameTp Lar atana LUKANPOBAHUA CKOPOCTb HarpeBaHuﬂ/oxnam,quuﬂ
95 °C 2,5 °C/sec
Step Options
60 °C 2,5 °C/sec
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8.6. WUHTepnpeTtauua pesynbTaTtos
MHTepnpeTaumto pe3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

- BPYYHYIO B COOTBETCTBMM C Tabauueh 12. PesynbTaT UccnenoBaHUA CYMTAIOT AOCTOBEPHbLIM, €CAU
pe3y/bTaTbl, NOMYYEHHbIE 419 KOHTPOIbHbIX 06Pa3LL0B, COOTBETCTBYHOT KpUTEPUAM BaIMAHOCTU, YKa3aHHbIM
B Tabanue 11;

- B aBTOMATUYECKOM pPeXXMMe C UCNob30BaHUEM NporpammHoro obecneyveHuns FRT-Manager Bepcum 2.0
nnn Boiwe (000 «UHTep/labCepsuc», Poccus) cornacHo pyKoBOACTBY NOJIb30BaTeNs, BbIOpaB METOAMKY,
YKa3aHHyl0 BO BKAagblwe, npuaaraemMom K Habopy. PyKoBoACTBO NONb30BaTend pPasMeELLeHO Ha
odbumumanbHom caite OO0 «UHTep/labCepsuc» no aapecy: https://www.interlabservice.ru/service/frt/.
Kputepun BaAMAHOCTU pe3ynbTaTos, NONYHYEHHbIX A1 KOHTPONEN, N aATOPUTM MHTEPNPETALMN Pe3y/IbTaToB
Ana nccnegyembix 06pasyoBs, MCNob3yeMble B MPOrpaMMHOM obecrnedeHnn, npeactaBieHbl B Tabamuax 11
n 12 cooTBETCTBEHHO.

Tabnmua 11
Kputepun BaIMgHOCTU A8 KOHTPOJIbHbIX 06pa3L,oB

3HaueHue noporoBoro uukna (Ct) ana amnanduKkatopos

KoHTponb POTOPHOro / NNaHWEeTHOro TUNOB NO KaHany ana ¢ayopodopa
FAM R6G
OKO (oTpuuaTenbHblli KOHTPOJIb
SKCTPAKLMM) OTcyTcTBYeET OnpeaeneHo Ct <27 /<32
K- (oTpuuaTtenbHbii KoHTPob MLP) OTcyTcTBYyeT OTcyTcTByeT
MKO lNpunn A
(I'IOHO)E’(MTeanbIVI KOHTPOAL) Onpegenero Ct <34 /<36 OTcyTcTBYyeT
Tabanua 12

MHTepnpeTauma pe3ynbTaToB gna uccneayembix obpasuos
Pe3synbTatbl UHTepnpetauma

3HayeHue Ct no KaHany gnsa ¢nyopodopa FAM onpepeneHo.
Mpw aToM KpunBas dayopecueHLMM aHHOM NPobbl NO AaHHOMY KaHany
nepecekaeT NOPOroByH IMHUIO Ha Y4ACTKE XapaKTepHOro
3KCMOHEeHLMaNbHOro nogbema bayopecLeHLMn

PHK Bupyca rpunna A o6HapyxeHa

3HaueHue Ct no KaHany gna ¢nyopodopa FAM oTcyTcTByeT, PHK supyca rpunna A
npu 3Tom 3HaveHue Ct no kaHany ana ¢ayopodopa R6G onpegeneHo He o6Hapy:KeHa

HeBanuaHbliii!
C6oit BKO! TpebyeTca noBTOpUTb
aHanu3

3HauyeHue Ct no kaHany ana ¢nyopodopa FAM otcyrcrByer,
npu 3Tom 3HayeHue Ct no kaHany ana ayopodopa R6G oTcyTcTBYET

8.7. Bo3MOXHble OoWNbKHU

8.7.1. ina oTpuLaTenbHOro KOHTPoIA 3KcTpakymm (OKO) no kaHany gns payopodopa FAM onpegeneHo
3HaYyeHuMe noporosoro umkna (Ct). BepoAaTHa KOHTaMWHaLMA NabopaTopum NPOoAYKTaMM aMiAndUKaLUKN UK
KOHTAaMMHAUMA peareHToB MWAM Uccnegyemblx 06pasuoB  Apyrumu  obpasuamu  MAM  NPOAYKTaMM
amnAndUKaLMM Ha KakoM-1nbo sTane nccnenosaHusa. Heobxoaumo npeanpuHATL Mepbl MO BbIABAEHUIO U
JNIMKBUAAUMN UCTOYHMKA KOHTaMWHaLMK U NOBTOPUTb UCCNea0BaHME A/1A BCeX 0OpasLLOB, HaYMHasA ¢ 3Tana
9KCTpaKkuum PHK.

8.7.2.0ns oTpuuyatensHoro KoHTpons MNLUP (K-) no KaHanam ana pnyopodopos FAM n R6G onpegeneHo
3HaYyeHuMe noporoBoro uukna (Ct). BepoAaTHa KOHTaMUHaLMA 1abopaTopmm NPOAYKTaMM aMANGUKALNN UAN
KOHTaMMHaUMA peareHToB Ha sTane MNLUP. HeobxoamMmo npeanpuHATL Mepbl MO BbIABAEHUIO U INKBUAALMUN
MCTOYHMKA KOHTaMWHaLMM U NOBTOPUTb UCCe0BaHNe ans Bcex 06pasuos, HaumHaA ¢ atana OT-MLUP.
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8.7.3.Ana uccnegyemoro obpasua onpeaeneHo 3HayeHne noporosoro uukna (Ct), npm aTom Ha rpaduke
dbnyopecLeHUMN OTCYTCTBYET YYaCTOK XapaKTePHOro 3KCNOHEHLMaNbHOrO nogbemMa (rpaduk npeacrasaseT
coboli npmnbansmntenbHoO npsamyto AnHUI0). Heobxoaumo nNpoBepuTb NPaBUIbLHOCTb BbIOPAHHOIO YPOBHS
NMOPOroBOM IMHUM WU MapaMeTpPoB pacyeTa 6a3oBol AMHUKN. EcM pe3ynbTaT NoayyeH Npu NPaBUIbHOM
YPOBHE MOpOroBoi MMHUK (6a30B0I NNMHUK), TpebyeTcA NOBTOPHO NPOBECTU aMNANDUKALUIO U AETEKLUUIO
ANA 3Toro obpasua.

8.7.4.0n8 uccneayemoro obpasua OTCYTCTBYEeT 3HauyeHue noporosoro uukna (Ct) no kaHanam ans
¢dnyopodopos FAM 1 R6G, 4TO ABASETCA HEBANMAHLIM PE3Y/bTAaTOM U CBUAETENLCTBYET O HEKAYECTBEHHOM
NPOBeAEHMM IKCTPAKLUNN HYKNENHOBBIX KUCAOT UAW HANMYUKN MHTMBUTOpPOB. TpebyeTca NOBTOPHO NPOBECTU
nccnefoBaHne paHHoro obpasua, HaYMHAA C 3Tana 3KCTPAKUMM  HYKNEMHOBbLIX KUCAOT. B cnydvae
BOCNPOM3BOAMMOTO pe3ysibTaTa peKOMeEHAYETCA NOBTOPHO NPOBECTM 3ab0p, NpeaBapuUTeNbHYO NOATOTOBKY
n uccnepoBaHue obpasua.

9. ®YHKUMOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Mpepen obHapyxeHUA

Mpeaoen obHapyrkeHuna Habopa «Amnaunlpainm® Mpunn A» 6bln onpedeneH C UCMOAb30BaHUEM MPOOUT-
aHanusa ¢ 95%-0i1 JOBEpUTE/IbHON BEPOATHOCTLIO U coctasaaeT 1x10% Konmit/mn. 3HaueHne xapaKTepUCTUKM
[OCTUraeTca npu cobtoaeHNM NpaBus, YKasaHHbIX B pasgene «Mccnemyemblii matepuany.

9.2. AHanutuyeckas cneunPuUUHOCTb
Habop peareHToB 0bHapyxusaet pparmeHTbl PHK Bupyca rpmnna A.

AHanuTnyeckan cneupdnyHoCTb Habopa oUEeHMBaNach TecTpoBaHMem HK BUPYCOB 1 MUKPOOPraHM3MOB (CM.
Tabnmuy 13). HK BMPYCOB 1 MMKPOOPraHNM3MOB B KOHLIEHTPaLmK He MeHee 1x10° konumit/mn, a Takxe obpasupbl HK,
BblAe/IleHHble 13 NPOo6 KPOBM, CMbIBOB C HOCOBOW M POTOBOM MOIOCTEN, OT KIMHUYECKM 340POBOM NTULLbI BHOCUAN
B 06pasLibl b1oAorMYecKoro MaTepmnana, He cogeprKalume onpeaensaemblin C NOMoLLbo Habopa BUpyc rpunna A.

Tabnuua 13
MuKpoopraHuambl U BUPYCbl, UCNONb3yeMble AN1A OLLeHKU aHa/IMTUYECKon cneuudUuHoOCTU

MuKpoopraHMsmbl U BUPYCbI

Influenza B Mycoplasma synoviae
Influenza C Mycoplasma meleagridis
Newcastle disease virus (NDV) Mycoplasma iowae
Avian infectious bronchitis virus (IBV) Escherichia coli
Avian paramyxovirus 1 Streptococcus capsulatus
Avian paramyxovirus 2 Haemophilus gallinarum
Gallid alphaherpesvirus 1 (GaHV-1) Salmonella pullorum-gallinarum
Pasteurella multocida Salmonella typhimurium
Mycoplasma gallisepticum Aspergillus fumigatus

Mpu TectTpoBaHuM 06pasuoB HK BbilenepeyncieHHbIX MUKPOOPIraHM3MOB M BUPYCOB C MCMOJIb30BaHMEM
Habopa NepeKpPecTHbIX peakLmit BbIABAEHO He bbino.
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10. ycnosuAa XPAHEHUA, TPAHCNTOPTUPOBAHUA U NPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHocty Habopa cocTaBndeT 12 mecAueB OT AaTbl M3rotoBneHuA. ocne BCKPbITUA peareHTbl
MCMO/Ib30BaTh [0 UCTeYEeHUA CPOKa rogHoCTV Habopa. Habop € UCTEKLLIMM CPOKOM rOAHOCTU MPUMEHEHUIO He
NOA/IENKUT.

10.2. TpaHcnopTUpoOBaHue

Habop TpaHcnopTmpoBaTth Npu Temnepatype oT 2 go 8 °C BcemMu BMAAMM KPbITbIX TPAHCMOPTHbIX CPeACTB B
TEPMOKOHTENHEPAX C XN1af031eMEHTAMM UK B aBTopedpurKepaTopax.

[Jonyckaertca TpaHCnopT1poBaHMe He bonee 5 cyTok.

Habop, TpaHCMOPTMPOBAHHLIN C HAPYLIEHWMEM YKAa3aHHOrO TEMMEPATYPHOIO PeXKMMa, NMPUMEHEHUIO He
noanexuT.

10.3. XpaHeHue

Habop xpaHuTb npu Temnepatype oT -24 ao -16 °C B 3alMLEHHOM OT CBETAa MECTe B TEYEHME BCEro CPOKa
roAHocTu Habopa.

PeareHTbl NOCNe BCKPbITUA XPaHUTb B TEX MKe YCIOBUAX, UTO U peareHTbl 40 BCKPbITUA. HEBCKPbITbIE N BCKPbITble
peareHTbl CTabu/ibHbI B TEYEHME CPOKA FOAHOCTH, YKa3aHHOTO Ha STUKETKE, NPy cObI0AEHNM YKa3aHHBIX YCI0BUIA
XpaHeHus. PeakupnoHHasa cmech, npurotoeneHHas us MLUP-cmecun Mpmnn A, PesepTasbl R 1 bydepa B, xpaHeHuto He
NOANENKUT.

Habop, XpaHUBLUMICA C HapyLUEHNEM YKa3aHHOTO PerKMMa XPaHEHUS, NPUMEHEHMUIO HE NOLJIEKUT.

11. TAPAHTUU NPOU3BOAUTENA

MpounssoguTens rapaHTUpyeT COOTBETCTBME XapaKTepUCTUK Habopa TpeboBaHMAM, YKasaHHbIM B
TEXHUYECKOM W 3KCMAYaTaUMOHHOM AOKYMEHTauuW, B TeYeHMEe YKa3aHHOro CpoKa roAHOCTM Mpu
cobt04eHNn BCeX YCA0BUIM TPAHCNOPTUPOBAHMA, XPAaHEHUA Y NPUMEHEHMUA.

Peknamaumm Ha KayectBo Habopa «Amnaulpainm® Mpunn A» HanpasasTb B agpec Npou3BoOAUTENA
000 «Hekctbuo»: 111394, r. MockBa, yn. MonumepHas, 8 crtp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

KOHCYI'IbTaLI,I/IIO no p360Te C Ha60pOM, a TaKXXe No BonpocCam, KaCakoWwmMMcCA KayecTBa Ha6opa, MOXHO
NONY4YUTb MO KOHTAKTaM, YKa3aHHbIM Ha Od)VILI,MaI'IbHOM cante MNpounssogutens: www.nextbio.ru.
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12. CMMBOJ1bl, UCNOJIb3YEMBbBIE B JOKYMEHTALWU NPOU3BOAUTENA

REF Homep no katanory
LOT Koga napTum
<Nl
//o\ He gonyckaTb nonagaHuA
~ \ CO/IHEYHOrO cBeTa

CoaepsKMMoro A0CTaToOYHO ANA
nposeAeHMA N-KoNYecTsa
TectoB

O6paTnUTECh K MHCTPYKLMK NO
NPUMEHEHMIO

2 <
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