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CMUCOK COKPALLEHWUIA U OBO3HAYEHUI

Ct Cycle threshold (noporosblit LK)

BKO BHYTPEHHMUI KOHTPO/IbHbIN 06paseL,
OHK OE30KCMPUBOHYKNENHOBAA KMCAOTA
[AHKasza OEe30KCcMpuboHyK1easa

AHTO Oe30KcnpuboHykneosnarTpudocdatbl
KHV reprnecBupycHan 6os1e3Hb Kapna Kou

OK oTpULaTe/IbHbIN KOHTPO/b

OKO OoTpULaTe/IbHbIN KOHTPOJIbHLIN 0bpasel,
K- oTpuLaTesibHbli KoHTpob MLP

MNK NONIOXKUTENbHbIN KOHTPO/b

MKO NOIOXKUTENbHbIN KOHTPObHbIN 06pa3sel,
nupP noanvmepasHas uenHaa peakuma

yar ypaunn-AHK-rnnko3nnasa

HAMWMEHOBAHWE U3OENUA

Habop peareHToB anAa BbissneHua [AHK repnecsupyca Kapna KoM MeTOAO0M MOAMMEPasHOM uenHow

peaKkLumu B pexnme «peasibHoro spemeHn» «Amnanlpaim® Fepnecsmpyc Kapna Kou».

Danee no

«Amnnunlpaitm® Fepnecsmpyc Kapna Kom», a TaksKe coKpalleHne Habop peareHToB.
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1. HASHAYEHUE

Habop peareHToB «Amnanlpanm® [epnecBupyc Kapna Kou» npegHasHayeH ana BbissaeHus OHK
repneceBmpyca Kapna Kou B 6M010rM4eckom matepuane oT pbibbl (NeyeHb, NOYKM, ceneseHKka, NAaBHUKK),
MHOULMPOBAHHBIX KyAbTypax Kaetok meTogom MUP ¢ rubpuamsaumoHHo-GAyopecueHTHON aeTekumnen
NPOAYKTOB aMNANGUKALMN B PEXKMME «PeasibHOTO BPEMEHU Y.

MaTepuanom ans nposeaeHua [LP cayxaT npobbl AHK, aKcTparMpoBaHHble M3 WCCleayemoro
maTepMana C MNOMOLbD HabopoB peareHTOB, PEKOMEHAOBAHHbIX [lpon3BoguTenem B pasgene

«JononHutensHoe obopyaoBaHMe U MaTepUabl».

2. XAPAKTEPUCTUKUN HABOPA

2.1. CocTtaB U KOMNZIEKTHOCTb

Habop Bbinyckaetcs B egmuHon dopme. CocTaB Habopa M KOMNAEKTHOCTb NMOCTaBKM YKasaHbl B Tabanue 1
M 2 COOTBETCTBEHHO.

Habop paccumtaH Ha npoBegeHue wuccnegoBaHna 96 o06pasuoB, BKAOYAA KOHTpoau. Habop
npegHasHadyeH ans nposegeHusa amnandukaumm AHK metogom MNUP ¢ rubpuamnsaymoHHo-bayopecLeHTHOM
AeTeKuMen B peXMme «peasibHOro BPeEMEHM» U MOXKET MCMO0J1b30BaTbCA COBMECTHO C amnindumKkaTopamu
NAaHWETHOro MU POTOpHOro TMna. Ons npoBeAeHMA MOMHOIO MccnenoBaHMA HeobXxo4MMOo MCNoJ/b30BaThb
Habopbl peareHToB A1a 3KcTpakumm AHK, pekomeHaoBaHHbIe B pasgene «JononHuTenbHoe obopyaoBaHme
M maTtepuanbi». Habop wucnonblyerca Ana pydyHOW MeToaMKM BblgeneHna HK wam coBmecTHo ¢
aBTOMATMYECKMMM CTaHLMUAMM AN NPUTOTOBAEHUA U 403MPOBAHUS PEAKLMOHHbIX CMECeN.

Tabnnua 1
CocTaB Habopa
PeareHT 06bem, mn Konunuecteo OnucaHue
BydepHbIin pacTBop co cneyndpuyeckummn npammepamm,
MNLP-cmecb KHV 1,10 1 npobupkKa dnyopecueHTHO-MeYeHbIMU 30HAaMM U AHTO.
Mpo3payHasn *KUAKOCTb.
BydepHbii  pactBop ¢ TepmoctabunbHoit  JHK-
bydep B 0,60 1 npobupkKa nonumepason Taq, cynbdaTtom marHua u ypauun-AHK-
rMKO3MNa30M. Mpo3payHan *KULKOCTb.
KO KHY 0,26 1 npo6upka MoN0XUTENBHBIN KOHTPOILHBIV 06paseL,
Mpo3payHasn *KUAKOCTb.
K- 0,26 1 npobupKa OTpuuaTenbHblt KOHTpoAb MLP.
[Mpo3payvyHas *KMOKOCTb.
Tabauvua 2
KomnnekTHOCTb Habopa
KomnoHeHT dopmar Konunuecrso
Habop peareHToB - 1
MHCTPYKLMA M0 NPUMEHEHMIO HaBopa B 3/IEKTPOHHOM BUAE Ha ocbmu,manb'Hom calite 1
MNpoussoanTens: www.nextbio.ru
KpaTKoe pyKoOBOACTBO MO MNPUMEHEHUIO B GyMarHOM Biae 1
Habopa
Macnopr KauecTsa Ha HaBop B 3/IEKTPOHHOM BUAE Ha ocbmu,manb.Hom calite 1
Mpounssoautena: www.nextbio.ru
Bknagblw K Habopy pOnAa aBTOMATUYECKOM B GyMarHOM Biae 1
06paboTKM pesynbTaToB
Bepcua 19.01.22-1 4



2.2. MpuHUMN meToAa

MpUHUMN TECTUPOBAHMA COCTOUT U3 HECKONbKMX 3TanoB. Ha nepBOM 3Tane OCyLLeCTBAAETCA IKCTPaKLMA
JHK 13 06pasuos nccaegyemoro matepmana COBMECTHO C BHYTPEHHUM KOHTPOAbHbIM ob6pasuom (BKO B)L.
Ha BTopom 3Tane npoBoauTcs ogHoBpemeHHana amnavdurauma OHK supyca KHV n AHK BHyTpeHHero
KOHTpOAbHOro obpasua BKO B (MCKyCCTBEHHO-CMHTE3MPOBAHHAA MNOCNE[0BATE/NbHOCTb) MPU MOMOLLM
cneunduryHbIX K 3TOMY Yy4acTKy npanmepoB M depmeHTa Tag-noammepasbl. [leTekuma nNpoayKToB
amnanduKaLmMm nNpoucxoautT nytemM usMepeHua ¢AyopecueHTHOrO CUTHana B PEXUME «peasibHOro
BPEMEHM» 3@ CYET WCMNO/b30BaHMA B COCTaBe pPeaKUMOHHON cmecn payopecLLeHTHO-MEYEHbIX
O/IMTOHYKNEOTNA0B (30HA0B). 30HAbI TMOPUAMIYIOTCA C KOMMIEMEHTAPHbLIM Y4acTKOM amnanduumpyemoi
OHK-muweHn, B pesynbTaTe 4ero NponMcxoanT HapacTaHNe MHTEHCUBHOCTU daiyopecLeHL K. ITO NO3BOAAET
perncTpupoBaTb  HaKonjeHue  cneuudUYeckoro nNpoAayKTa aMnandukauum nytem  U3mepeHus
WHTEHCUBHOCTM PNIYyOPECLLEHTHOTO CUrHana C MNOMOLbI amnaMduKkaTopa C CUCTEMON OeTeKuUn
bNyopecLLEHTHOrO CUrHaNA B PEXMME «PeasibHOTO BPEMEHU Y.

Habop peareHTOB COAEPKUT CUCTEMY 3aLLUTbI OT KOHTaMWHALMM aMIMJIMKOHAaMM 33 CYET NPUMEHEHUS
depmeHTa ypauun-AHK-rankosumnassl (YOr) u tpudocdata aesokcnypuanHa. PepmeHt YAl pacnosHaeT u
KaTanmsmpyeTt paspyweHue uenen [OHK, cogeprkawmx pesokcnypuauH, Ho He [OHK, coapepkawen
OE30KCUTUMUAMH. [Je30KCcnypruanH otTcyTcTByeT B npupogHoin AHK, Ho Bceraa npucyTcteyeT B aMnIMKOHAX,
NOCKONbKY TpudocdaT fe30KCUypruanHa BXOANUT B cocTaB cmecn gHT® B peareHTax ana amnamdukaumu.
[le30KCcMypuanH genaeT KOHTaMUHUPYOLWME aMNAMKOHbI BOCIPUUMUYMBBIMW K paspyLlleHnto GepmeHTOM
YOI po Hayana amnanouKkaumm OHK-muweHu, M, cnegoBaTeNibHO, OHUM He MOryT 6biTb B AanbHeiliem
aMMANPULMPOBAHBI.

®epmeHT YT TepmoiabuneH n MHaKTUBUPYETCS NPU HarpesaHum Bbiwe 50 °C 1 nosToMmy He paspyLiaeTt
AMMNIMKOHbI MULWEHW, HapabaTbiBaemble B npouecce MLP.

Ha 3Tane amnandouKkauum onHOBPEMEHHO B OAHOW MNpPobupKe amnanduumpytoTca ydactkm [JHK
Bupyca KHV un [OHK BHyTpeHHero KoHTposibHOro o6pasua BKO B. Pesynbtatel amnandukaumm
perncTpupytotca no OBYM pasAnYHbIM KaHanam dnyopecueHTHOM heTeKkumm
(cm. Tabnnuy 3).

Tabnunua 3
CootBetrcrBue HK-muweHel u KaHanoB ¢payopecL,eHTHOM AeTeKuum
Kanan ans ¢payopodopa FAM R6G?
HK-munweHb OHK Bupyca KHV BKO B
06nacTb aMNANGUKALIM ORE 57 MCKYCCTBEHHO-CUHTE3MPOBAHHASA

nocnenoBaTe/IbHOCTb

3. KOHTPO/J1b KAYECTBA

B cootBetctBUM ¢ ISO 13485-ceptudmnuympoBaHHoin Cuctemoit MeHearkmeHTa KavecTBa KomnaHUu
00O «HeKkctbuo», Karkpas cepuAa Habopa peareHToB «Amnaulpaiim® [lepnecBMpyc Kaprna Kou»
npoBepsAeTcA Ha COOTBETCTBME 3apaHee onpeaesneHHbIM TpeboBaHMAM ana obecneyeHMsAs MOCTOAHHOTO
KayecTBa NpoayKuum.

! BKO B BxoaMT B cocTaB HabopoB peareHToB, PeKOMeHA0BaHHbIX [Ipon3BoguTenem AnA SKCTPAKLMN HYKAEUHOBbIX
KMCNOT U3 UCCAeyemoro matepuana.

2 [letekuma curHana gaa dayopodopa R6G ocyLlecTsaaeTca No KaHany AeTeKuun Ans aHanormuHbix ayopodopos HEX,
JOE, Yellow.
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4. OTPAHUYHEHUE METOAUKU UCCNEAOBAHUA

4.1. Habop npumeHseTca TONbKO ANA BETEPUHAPHbIX Lienen U Apyrnx HeMeAULUMHCKUX Lenei.

4.2.Habop npeaHasHayeH Ana paboTbl TONIbKO C UCCAeAyEMbIM MaTepuasiom, yKasaHHbIM B pasgene
«HasHauyeHune». NiccnepoBaHue apyrux BUAOB MaTEPUANOB MOXKET MPUBECTU K NOYYEHNIO HEAOCTOBEPHbIX
pe3y/bTaToB.

4.3.TonyyeHne  OOCTOBEPHbIX  pe3ynbTaToB  obecneymBaeTcs  BbiNoAHeHMem  TpeboBaHWA,
npeabaBAAEMbIX K B3ATWUIO, TPaHCNOPTUPOBAaHWIO, MOAFOTOBKE M XpaHeHWo 06pasuLoB McCaesyemoro
matepuana (cm. pasgen «Mccneayemblii matepuany).

4.4.C nomollbto Habopa «Amnaulpaiim® FepnecBupyc Kapna Kou» Bo3moxKHO [MLP-uccnepoBaHue
Tonbko npo6 [HK, 3KcTparMpoBaHHbIX M3 UCCAeQYEMOro MaTepuasna COBMECTHO C  BHYTPEHHUM
KOHTPOAbHbIM 06pa3LOom aKCcTpaKLumm — «BKO B», BXoaALMM B coCTaB Habopa A4 NpoBeSeHUA SKCTPaKLmMm
HK. be3 ucnono3osaHna BKO B HEBO3MOKHO NPOBECTU OLLEHKY Ba/IMAHOCTM MOCTAHOBKMU.

4.5.MpumeHeHNe Habopa BO3MOMKHO TO/ILKO MEPCOHaNIOM, OOyYeHHbIM METO4aM MOJIEKYNSPHOW
AVArHOCTMKM M NpaBuaam paboTbl B KIMHUKO-AMArHOCTMYECKOM nabopaTopuun.

4.6.Mpwn paboTte c Habopom cneayeT UCMOMNBb30BATb TOJIbKO amMNAMPUKATOPbl C CUCTEMON AeTeKUUU
bNyopecLeHTHOro CUrHaNa, XapakTePUCTUKM KOTOPbIX YA0BAETBOPAIOT TPe60BaHNAM, YKa3aHHbIM B pasgene
«JononHutenbHoe obopyaoBaHMe U MaTepuanbly».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1.Pabota pomKHa NpoBOAUTLCA B 1abopaTopusAX, BbIMOJHAOWMX MOSEKYAApHO-bMonornyeckune
nccnegosanua. MNUP-uccnenoBaHusa O0/XKHbI NPOBOAUTLCSA € cobntogeHMem TpeboBaHUI MeToAUYECKUX
yKasaHuit MY 1.3.2569-09 «OpraHu3auusa paboTbl 1abopaTopuii, MCNOAb3YIOWMX METOAbl aMnanduKaLmm
HYKNEWHOBbIX KUCOT NPU paboTe C MaTepMaomM, CoAePKaALLUM MUKPOOpPraHMambl I-1V rpynn naToreHHoCTU»
n npasun «Mpasuna nposegeHusa paboT B AMArHOCTUYECKUX N1abopaTopusax, WCMOb3YIOWUX METOL
NONMMEpPasHOlM UENHOW peakuun (OCHOBHbIE MONOMKEHUA)» (YyTBEP)KAEHbl MPUKA30OM PYyKOBOAMUTENS
JenapTameHTa BeTepuHapmum MuHcenbxosnpoga P® 27.01.1997).

5.2.Mpwu paboTe Heo6Xx04MMO BCErAa BbIMOAHATL Caeaytolme TpeboBaHuUs:

- MpumeHaTb Habop CTPOro Mo Ha3HAYEeHUIO B COOTBETCTBMM C AAHHOM UHCTPYKUmen. OTKIOHeHWe oT
NPONUCaHHbIX NpoLleayp M NOPAAKa AeUCTBUA MOXKET NPUBECTM K NOYYEHNIO HEAOCTOBEPHbIX Pe3ybTaToB
aHanusa.

- JlabopaTopHbIt npouecc AoKeH OblTb OAHOHAMNpPaBAeHHbIM. AHanu3 cneayetT NpPoBOAUTb B
OoTAeNbHbIX MomellleHMax (3oHax) B cooTtBerctBMM c MY 1.3.2569-09. He Bo3Bpauwarts 06pasupl,
0bopyaoBaHME M peareHTbl B 30HY, B KOTOPOW bblla NpoBegeHa nNpeablayluas cTagma npolecca.

- Ybupatb 1 ge3vHOMUMPOBaTb pasnuTble obpasubl UAKM peareHTbl, UCNOAbL3YA Ae3nHbUUMpyoLme
cpeacTsa B cootBeTcTBUM ¢ CaHlunH 3.3686-21.

- Ypanatb HEUCNoNb30BaHHble peareHTbl, peareHTbl C MWCTEKWWMM CPOKOM [FOAHOCTM, a TaKXe
NCNO/Ib30BaHHbIE PeareHTbl, YNakoBKYy, BUONOIrMYECcKMiA MaTepuan, BKAOYaA MaTepuanbl, MHCTPYMEHTbI U
npeameTbl, 3arpA3HeHHble 6MOJIOTMYECKMM  MaTepuasiom, B  COOTBETCTBMM C  TpeboBaHUAMM
CaHluH 2.1.3684-21.
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BHUMAHMUE! MNpu yaaneHun otxodos nocae amnamdukaummn (Nnpobupok, coaepkawimx npoayktbl MLP)
Hef0NyCTMMO OTKpbIBaHWE NPOBUPOK U pa3bpbi3rMBaHME COAEPKMMOTO, MOCKOJIbKY 3TO MOXKET NPUBECTU K
KOHTamMMHauuun npoayktamu MLP nabopatopHon 30HbI, 060pyA0BaHMA U peareHTos.

- Wcnonb3oBaTb M MeHATb MPU KaXKAOM onepaunn oAHOPa3oBble HAKOHEYHUKMU A1 aBTOMATUYECKUX
[,03aTopoB € GUAbTPOM.

- Mocypaa (CTYnKM 1 NECTUKM) U MeTaNIUYECKME MHCTPYMEHTbI (CKasibnenun, HOXHULbI, MUHLUETLI U T.M.),
NCNo/Ib30BaHHble A5 NPeAnoAroTOBKM Npob, BblAEPKUBAKOTCA B pacTBoOpe Ae3MHOUMUMPYIOLLETO CPeacTBa
(Hanpumep, 0,2% pacTBOp HATPUEBOM COMUN AUXIOPU3OLMAHYPOBOM KUCNOTbI) B TeYeHWe OAHOro yaca,
MOOTCA BOAOMNPOBOAHOMN BOAON C NOBEPXHOCTHO-aKTUBHbBIMM MOIOLLMMU CPEACTBAMU M NOC/IE OTMbIBAHUA B
NPOTOYHON U AENOHU30BAHHOM BOAE BbICYLUMBAIOTCA B CYXOXKApoBOM LWKady B TeyeHMe 4 4yacos npw
Temnepatype 180 °C.

- ToBEepPXHOCTU CTO/OB, a TaKXKe MOMELLEHNA, B KOTOPbIX NPOBOAUTCA NMocTaHoBKa MLUP, 4o Havana u
nocse 3aseplueHna paboT HeobxoaMmo noasepraTb yabTpaduonetosomy 06ayuyeHnto B TedeHne 30 MUH.

- Habop peareHTOB npeaHasHayeH A48 OAHOPA30BOro MNPUMeEHeHMA npu nposedeHun [LP-
nccnenoBaHUA yKa3aHHOro Koanyectsa npob (cm. pasaen «Coctas M KOMMNIEKTHOCTbY).

- Habop peareHTOB rotos K NPMMEHEHMIO COFIAaCHO AAaHHOWN MHCTPYKUMK. MprUmeHATb Habop CcTporo no
Ha3Ha4yeHuto.

- He ucnonb3osBaTtb Ha6op peareHToB, €C/1M HapyweHa BHYTPEHHAA YyNaKOoBKa, WU/IU BHELIHWUN BUL,
peareHTa He COOTBETCTBYET ONMUCAaHUIO.

- Hewncnonbsosatb Ha6op peareHTos, eC/in HE CO6ﬂI‘0,CI,aI'IMCb YCN10BUA TPAHCNOPTUPOBAHUA N XPaHEHUA
COrnaCHoO UHCTPyKUuun.

- He ncnonb3osaTb Habop peareHTOB MO UCTEYEHUW CPOKa rOAHOCTY.

- Wcnonb3oBaTtb 04HOPA30Bble HEOMNYAPEHHbIE NEepYaTKK, N1abopaTopHbIe XanaTbl, 3aLLMLLATb 1333 BO
Bpems paboTbl c 06pasL,aMm 1 peareHTamu. TaTeIbHO BbIMbITb PYKM N0 OKOHYaHMM paboTbl. Bce onepauumn
NPOBOAATCA TONbKO B NepyaTKax A1A UCKIOYEHNA KOHTaKTa C OpraHM3MOM YeioBeKa.

- He ecTb, He NMUTb U He KypuTb B Mpolecce UCNOAb30BaHUA Habopa. M3beraTb BAbIXaHWUA MapoB.,
KOHTaKTa C KOXeMl, rnasamu 1 camsucton obonovkon. He rnotathb.

- Mpw KOHTaKTe HeMeANeHHO MPOMbITb MOPA*KEHHOe MEeCTO BOAOW M MpPM MJIOXOM CaMOYyBCTBUU
06paTUTbCA 33 MegUUMHCKOW nomoLbio. Mpy NnonagaHny BHYTPb, PBOTY HE Bbi3biBaTb, NPOMNO/IOCKATh POT
BOA,0M, 06paTUTLCA K Bpayy NPu NJ0OXOM CaMoYyBCTBUMW.

5.3.Mpn  MCNoONb30BaHMM MO  HA3HAYEeHUIO UM COBNOAEHMM  BbIWEMEPEUYUCNEHHBIX  Mep
npeoCcTopoXKHOCTN Habop 6e3onaceH. PeareHTbl Habopa cofep:kaT HaTPMA a3na, B KOHLEHTpaLMn He Bonee
0,1% 1 cOOTBETCTBEHHO He KNaCCUPUUMPYIOTCA KaK OMACHble U He TpebytoT cobatoaeHmA cnewnanbHbiXx Mep
NpesoCTOPOXKHOCTY.

5.4. Cneunduryeckune Bo3gencTemsa Habopa Ha OpraHM3m Yenoseka:
- KaHueporeHHbIl 3¢ dEKT oTcyTCTBYET.
- MyTareHHoe gencTaune oTCcyTCTBYET.

- PeﬂpO,EI,YKTM BHAA TOKCMYHOCTb OTCYTCTBYET.
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6. AONO/THUTE/NIbHOE OBOPYAOBAHUE U MATEPUAbI

6.1. B3ATMe uccnegyemoro martepuana

6.1.1. KOHTEMHEp NNacTUKOBbIM A B3ATUA, XPAaHEHMA U TPAHCNOPTUPOBKM BMOOrMYeckux 0b6pasLos
ob6bemom 50-60 M/, CTEPUIBHBINA.

6.1.2. OgHopasoBble MOJNNPONUAEHOBbIE MOTHO 3aKpbliBalowmeca NpPobupkn obvemom 1,5 mn u
2,0 mn.

6.1.3. TpaHcnopTHan cpega ANs B3ATUA, TPAHCMOPTUPOBAHUSA M XpaHeHMsA BMO0rMYeckoro matepumana,
cogepKallas KOHCePBAHT UN CTEPUbHbIN GU3MONOTUYECKUIA PacTBOP.

6.1.4. HoXXHuWUbI, CKanbnenu, NUHUETHI.

6.2. MpepBaputenbHaa NOAroToBKa UCC/IeAyeMOro matepuana

6.2.1. OgHopa3oBble NOAMMNPONUIEHOBbIE NAOTHO 3aKpbiBatoLwmeca Npobupkn obbemom 1,5-2,0 man.
6.2.2. OgHOpPa30Bble NOANMNPONMUAEHOBbIE NPOBUpPKK TUNA «Falcon» o6bemom 5, 15 uan 50 mn.
6.2.3. CtepunbHble papdopoBble CTYMKM U NECTbl UM aBTOMATUYECKUIA FOMOreHM3aTop.

6.2.4. BopreKc.

6.2.5. MuKpoueHTpudyra ans npobupok tuna «3nneHaopd» obbemom 1,5 — 2,0 M/ C YCKOPEHUEM He
meHee 10000g.

6.2.6. LleHTpudyra ans nonmnponunaeHoBbiXx Npobupok Tuna «Falcon» ¢ yckopeHnem He meHee 2000g.
6.2.7. HOXXHWUbI, CKanbnenu, NUHUETHI.
6.2.8. docdatHO-conesoit bydep nan GrMsmMonormieckunii pacTsop.

6.2.9. OaHOpa30Bble HaKoHe4YHMKK, cBoboaHble oT [IHKa3/PHKas, ans ao3atopos nepemeHHOro ob6bema
¢ duabTpom o 1000 mKA.

6.2.10. ABTOMaTMyecKne f03aTopbl NepemeHHoro obbema.
6.2.11. CTeknAHHaA UAM NOAMNPONUIEHOBaA BOPOHKA.

6.2.12. AHaAUTHUYECKNE NN NPELU3UOHHbDIE BECDI.

6.3. IKcrpakuua OHK u3 uccnegyemoix o6pasuos

6.3.1. Habop peareHToB Ana sKcTpakumn AHK/PHK «MarHolpaiim BET» («®opmat 96») nponssoacTsa
000 «HekcTtbno», Poccus, nnn «Amnaulpaiim® PUBO-npen BET» nponssoactea OO0 «Hekctbrno», Poccus,
nnu noboi gpyroi Habop, COOTBETCTBYIOWMIA CneayoWwmnm TpeboBaHUAM:

- Habop nossonsAeT BblaenATb HK 13 buonormyeckoro matepmana ot pbibbl (NeYeHb, NOYKK, CeNE3EHKa,
NAaBHUKN) WM MHOUUMPOBAHHLIX KYAbTYP KAETOK AN Moc/enylolero wccneaoBaHua  MeTo4oM
NnosIMMepasHoM LEeNHON peakuuu;

- cocTaB Habopa BK/lyaeT peareHT OKO (oTpuuaTenbHblii KOHTPO/IbHbLIM 06paseu) u BKO B
(BHYTPEHHWI KOHTPO/IbHBIV 0bpaseLy);

- Habop no3BonseT uccnenosatb obpasupl 06bemom He meHee 100 MKA;
- Habop no3BoasAeT NPOBOAUTbL 3AOLUMI0 oumeHHoM [JHK B 06beme He meHee 50 mKA.

BHUMAHMUE! MNpun ncnonbsoBaHum Habopos ana skctpakumm AHK gpyrux npoussogutenei, Heob6xogMmo
AONONHUTENbHO NpuobpecTn Habop peareHToB «MarHolpaiim BET» dopmbl Bbinycka «@opmat KoHTpoany.
PeareHT BKO B cneayet nob6aBnsATb BO Bce Uccaesyemble 06pasubl, @ TaKKe B OTPULLATE/IbHbIN KOHTPOIbHbIN
obpaseu, (OKO).

6.3.2. lononHUTEeNbHbIE MaTepPUanbl U 060pya0BaHUE, HeOBXoANMbIe ANA IKcTpakumm [HK, — cornacHo
WMHCTPYKUMK K Habopy peareHTOB AnA sKcTpakunm AHK.
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6.4. AMnanduKauma, AeTekuuma NPoAyKTOB amnauduKauuu, aHanu3 M MHTepnpeTtauus
pe3ynbTaTos

6.4.1. OgHopa30Bble noAnnponuaeHosblie Npobupku, ceoboaHble ot [IHKa3/PHKas, cheayiolmx suaos:

- 3aBMHYMBaOLLMECA MPOBUPKM U KPLIWKKM K HAM WKW NJOTHO 3aKpbiBatowmeca npobupku obbemom
1,5 mn — Ans NpUroToBAEHMA PEaKLMOHHOM CMmecy;

- TOHKOCTEHHble npobupkn ana TUP obbemom 0,2 MA C BbINYKAOM MAU MNJAOCKON ONTUYECKM
NPO3PaYHON KPbILWKON UM Npobupkn o6bemom 0,2 mA B CTpUNax No 8 LWT. C NPO3PaYHbIMU KPbILLKaMK — ANA
nposeaeHusa MLUP npu ncnosnbsoBaHMm amnamduKkaTopa NAaHLWETHOro TUNa;

- TOHKOCTeHHble npobupku ana MNUP o6bemom 0,2 Mn ¢ NAOCKOM KPbIWKOM nan npobupku ans MLUP
obbemom 0,1 mn B cTpunax no 4 wWT. C KpblWwWKamu — gns nposegeHus TMLUP npu mcnonb3oBaHUM
amnamduKkaTopa poTOPHOro TMNa.

6.4.2. OaHOpPa30Bble HaKoHeYHMKK, cBoboaHble oT [IHKa3/PHKa3, ans ao3atopos nepemeHHOro ob6bema
¢ punbTpom go 100 mkn.

6.4.3. lUTatTnebl ana npobupok obvemom 0,2 ma mam 0,1 mn (B COOTBETCTBMM C MUCNONAb3YEMbIMM
npobupkamu gns MNLP).

6.4.4. Bokc abakTepunanbHoi Bo3ayLwHoM cpeapl (MUP-60Kc).
6.4.5. LleHTpndyra-sopTeKc.
6.4.6. ABTOMaTU4YeCKMEe 403aTOPbl NEPEMEHHOro obbema.

6.4.7. CTaHuMA aBTOMaTMYeCcKana moaynem gnAa npuroTtoBaeHmMA N 403nMpoBaHnNA PpeaKLLMOHHbIX cmecei
M KOMNNEKT PacXo4HblX MaTepPHasioB K Heln cornacHo UHCTPYKUUU - B CNiy4ae NpUrotossieHnA peakynoHHbIX
CMecel € UCMo/Ib30BaHNEM aBTOMATMUUYECKOM CTaHUun.

6.4.8. Mporpammupyembiii amnaMOUKaTOp POTOPHOTO WAW MNAHLLUETHOTO TUMa C CUCTEMOM AETEeKLMUU
bNYOpEecLEeHTHOrO CUTHANa B pPeXMMe «peasbHOro BPEMEHW», COOTBETCTBYIOWMI  CaeayroLmm
TpeboBaHUAM:

- Hanunuume AByx u bonee He3aBMUCUMbIX KaHANOB GpayopecueHTHON aeTekumum ana ¢ayopodopos FAM un
R6G c xapaKTepucTMKaMu, yKazaHHbIMK B Tabauvue 4:

Tabnvua 4
Tpe6yeMb|e XapPaKTepUCTUKN KaHanos ¢ny0p8CLI,EHTHOVI AeTeKuumn
ANNHbI BONH, HM
KaHan gna pnyopodopa Bo36yxaeHus JeTteKkuun
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- 4ona npMbopoB NAAHLETHOMO TUMA HAa/IMUYME NOAOTPEBAEMON KPbILWKKM C TemnepaTypon 6onee 100 °C;
- TOYHOCTb NoaAepaHua TemnepaTypbl < £0,4 °C;

- CKOpOCTb Harpesa He meHee 2 °C/cek;

- CKOPOCTb OxnaxaeHus He meHee 1 °C/cek.

6.4.9. XoNnoAnUNbHUK C MOPO3UIbHOW KaMepon, NoanepKMBatoLLEN TEMNEPATYPHbINA PEXUM OT MUHYC
24 °C po muHyc 16 °C.

6.4.10. OTAenbHbIM XanaT, Wanoyku, 0byBb M 04HOPA30BbIE NepyYaTkn B cooTBeTcTBMM ¢ MY 1.3.2569-09.

6.4.11. EMKoCTb an1a cbpoca HaKOHEYHUKOB.

Bepcma 19.01.22-1 9



7. UCCNNEAYEMbIA MATEPUAN

MaTtepunanom ans UCCNef0BAHNA CNYKUT:
- 6MOo/I0rMYecKkuii maTepuman oT pbibbl (NeYeHb, NOYKK, Cene3eHKa, NAaBHUKN);

- WHOULMPOBAHHbIE KY/bTYpbl KNETOK.

7.1. B3AaTue M TpAHCNOPTUPOBKA UCCNeayeMOro maTepmana

Mpo6bl NapeHXMMaTO3HbIX OPraHoB (NeyeHb, MOYKM, cene3éHKa), NIaBHMKU Maccoit He Gonee 1 r
OTOUPAIOT B CTEPU/IbHbBIE KOHTEHEpPbI (UK NPOBUPKK C TPAHCMOPTHOM cpenoit).

YcnoBuA XpaHeHUA U NepeBO3KN maTepuana:

- npu Temnepatype oT 20 °C go 25 °C — B TeueHMe 2 4acos.;

- npu temnepatype o1 2 °C go 8 °C — B TeyeHue 3 CyTOK;

- npu Temnepatype oT MUHYC 24 °C go muHyc 16 °C — B TeueHune 1 Hepenw;

- Npu Temnepatype muHyc 68 °C — anuntenbHo.

7.2. NoparotoBKa matepuana K uccnefoBaHUIO

Mpo6bl NapeHXMMaTO3HbIX OPraHoB (MeuyeHb, MOYKK, cene3éHKAa), NAABHUKU TOMOTEHU3UPYIOT C
NCNosb30BaHMEM CTepubHbIX GapdOpPOBbIX CTYMOK M NECTUKOB WM aBTOMATUYECKOro rOMOreHM3aTopa,
3atem rotoBsaT 10% cycneH3unto, NCnosib3ys CTepPUbHbIA GU3MONOrMYECKNn pacTBop Mam dochaTHbIn bydep.
CycneHsuto nepeHocaT B Npobupky obbemom 1,5 mn un ueHtpudyrnpytoT npu 400 g B TeuyeHMe 2 MUH.
HafocanouHyo }XUAKOCTb MCNOb3YIOT AN1A SKCTpakumm HK.

MHPUUMpoBaHHbIE KybTYpbl KJIETOK UCMO/b3YIOTCA 6e3 npeaBapuTe/ibHOM NOATOTOBKM.

8. MPOBEAEHUE UCCNEOOBAHUA

UccnepoBaHne A0MKHO nposoAnTbCA NP HOPMaJibHbIX MOKa3aTeNAX MUKPOK/IMMATA naGopaTopMM3:

— TemnepaTypa oKpyxatowero sosayxa ot 20 °C go 28 °C;

— OTHOCUTEe/IbHaA BAarKHocTb 40 — 75%.

8.1. 3Kcrpakuma AHK u3 uccneagyemoro martepmana

Ona akctpakumm OHK mcnonb3oBaTb Habopbl peareHTOB, pPekomeHAoBaHHble [lpousBoguTenem B
pasgene «ononHuTenbHoe obopyaoBaHMe U MaTepuanbl». Nopagok paboTbl ¢ Habopamu ANA IKCTPaAKLUK
OHK cmoTpuTe B MHCTPYKLUM NO UX NPUMEHEHMIO.

Karkgaa rpynna akcTparmpyembix obpasLoB A0/1KHA COMPOBOXKAATHCA NMOCTAHOBKOM OTPULATENBHOIO
KOHTpo/IbHOro obpasua (OKO)* B ogHom nosTope. Mpu nposeaeHun akcTpakumm AHK, Bo Bce npobbl cneayet
BHOCUTb BHYTPEHHUIA KOHTPObHbI 0bpasel, (BKO B).

3YKasaHbl AONYCTUMblE HOPMbI TemnepaTypbl W OTHOCWUTENbHOW BAAXKHOCTM BO3dyxa B pabouyeit 30He
NPOM3BOACTBEHHbIX MOMELLEHUN B COOTBETCTBUMM C TpeboBaHuamm [OCT 12.1.005-88 «Cuctema cTaHOApTOB
6e3onacHocTM Tpyaa. Oblwme caHUTapHO-TMrneHn4Yeckne TpeboBaHMA K BO34yXy paboyeit 30HbI».

4 BxoguT B cocTaB Habopa, pekomeHAoBaHHOro Mpon3soauTenem Ans NPoBeAeHUA SKCTPAKLUMM HYKNENHOBbIX KUCAOT.

Bepcma 19.01.22-1 10



B npouecce aKkcTpakumm AHK ncnonb3osath cneaytolme o6bembl peareHToB 1 uccieayembix 06pasLos:

o6bem nccnegyemoro obpasua’ — 100 Mk B NPoBUpPKM A4Ns nccaeayembix 06pasLos;

o06bem peareHTa BKO B - 10 MKA B Kaxxayto NpobUpKy ¢ uccaeayembiMn U KOHTPO/IbHbIM 06pasuamu;
— 06bem peareHTa OKO - 100 mkn B npobupky ana OKO;

— 0bbem peareHTa, ucnosnbsyemoro ana anoumm AHK, — 50 mKa (npu mMcnonb3oBaHun Habopa anA
aKcTpakuum HK  «Amnaulpainm® PUBO-npen BET») wamM 100 mKn (Npyv ucnonb3oBaHUM Habopa
«MarHolpaiim BET» mnam 50 — 100 mKA (npu Mcnosib30BaHUK Apyroro Habopa gns 3KCTPaKLMU COrlacHo
WHCTPYKLMU K HEMY).

8.2. TMopgrotosBKa peareHToB Ana amnandukaumum

BHUMAHUE! KoMMOHEHTbl peaKLMOHHOM CMecuM cnepyer CMelnBaTb HEMOCPeACTBEHHO nepejg
nposegeHnem MLP.

BHUMAHUE! B cnyvyae npurotoBAeHUA pPeakLMOHHOM CMeCcU C MOMOLLbIO aBTOMATUYECKOM CTaHLMK
cnenynTe yKasaHUAM UHCTPYKLMM NO €€ UCMO/Ib30BAHMIO.

8.2.1. Paccuntate obbembl MUP-cmecu KHV un Bydepa B, Tpebytowmeca pna npurotosneHus
peakuMoHHoM cmecn (cm. Tabauuy 5). Cmecb roToBUTb Ha 0bLLEee YNCNO UCCAedyeMbIX U KOHTPOJbHbIX
06pa3LLoB N/tOC 3aNac He MeHee YeM Ha OAHY peaKLmio.

Tabnnua 5
PacueT 06beMOB KOMMNOHEHTOB A/1A OHOW peaKLMOHHOM cMecK
PeareHT 06bem, MKn 0O603HaueHuA
MUp-cmeco KHV 10,0*(N+1) N — KonnuecTo 06pasLos [HK, nonyyeHHbIX Ha sTane

5yd)ep B 5,0*(N+1) 3KCTPaKUMN, BKIKOYAA KOHTPOIN.

8.2.2. NMepemewatb cogepxmmoe npodbupok c MUP-cmecbto KHV n Bydpepom B, ocagutb Kanam Ha
BOpPTEKCe.

8.2.3. MpUroToBUTbH PEaKLMOHHYIO CMECb B OTAE/IbHON NPobupKe, A0O6aBMB KOMMNOHEHTbI B 06bemax,
paccunTaHHbIx B n. 8.2.1. MNepemeluaTb CMeCb M 0CagMTb Kamnau Ha BOpTeKce.

8.2.4. OTob6paTh HeobxogMmoe KOAMYEeCTBO MNPOOMPOK MAM CcTpunoB Ana amnandukauum OHK
nccnefyemblX M KOHTPOAbHbIX 06pa3LLoB, MOMAYYEHHbIX Ha 3Tane 3KCTpakuuu. Bbibop npobupok ana
AaMNANOUKALMKN 3aBUCUT OT UCMOb3YEMOro amnNanPUKaTopa C CUCTEMON AETEKLUN B PEXUME «PEasbHOro
BPEMEHM».

8.2.5. BHect B NpobupKM no 15 MKA NpUroTOBAEHHOW PEAKLUOHHOM CMECH.

BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKM PEAKLMOHHOM CMECU XPaHEHUIO He Noa/iexKar.

8.3. BHeceHue npob6 OHK, npoBegeHne amnandukaumm u gerekumm

BHUMAHMUE! Mpu pobasneHmn npob [AHK, sKcTparMpoBaHHbIX C NOMOLLbIO HabopoB peareHToB A4
NpoBeAeHUA 3KCTPAKLUUMM METOAO0M COpPOLMM Ha CUAMKArene WaM MarHWTHOM cemapauuu, Heobxogumo
nsberatb NnonagaHuA copbeHTa B PeaKLNMOHHYHO CMEeCh.

8.3.1. BHecTu B NoAroTosaeHHble NPOBUPKK € peakLMOHHOM cmecbto no 10 mka npo6 AHK, nonyyeHHbIx
B pe3y/ibTaTe 3KCTPaKLUU.

> [lna HekoTopbix BMAOB 06pasuos TpebyeTca npeasapuTenbHas NOAroTOBKAa cornacHo pasgeny «Mccneayemblii
martepuan».
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8.3.2. BHecTM KOHTPO/IbHble 06pa3sLbl:

a) nonoXutenbHblt KoHTpoab MUP (MK) — B oaHy npobupky gna obpasua MK BHecTn 10 mKn
MKO KHV.

6) oTpuuaTenbHblit KOHTPOAb 3KcTpakuumn (OK) — B ogHy npobupky ana obpasua OK BHecTu
10 mKkn npobbl, aKkcTparmposaHHom 13 OKO.

B) oTpuuaTtenbHblit KoHTponb MUP (K-) — B oaHy npobupky ana obpasua K- BHect 10 mKn
peareHTa K-.

8.3.3. 3anporpammmnpoBaTb amnanduKaTop C CUCTEMON AETEKUNM B PEKUME «PeasibHOro BpeMeHu» ans
BbIMONHEHNA «EAMHON» nporpammbl amnavduKauum u aetekuun GAyopecLeHTHOro curHana (cm.

Tabauuy 6).
Tabnnua 6
EanHaa nporpamma amnanduKauum v getekumm GayopecueHTHOro curHana
o [JeTtekuua no KaHanam ana Konnuectso
Lukn Temnepartypa, °C Bpema bnyopodopos LHKNOB

50 15 muH - 1
95 15 muH - 1
95 10c -

3 45
60 20c FAM, R6G®

MpumeyaHue: ¢ MCNoNb30BaHMEM EAMHON NPOrPaMmbl MOMHO OAHOBPEMEHHO MPOBOAMTL B OLHOM
npubope noboe coyeTaHWe TECTOB, BKAKOUYAA TECTbl C 06paTHON TpaHcKpunuuein n amnandurkaumen. Mpu
0AHOBPEMEHHOM MPOBEAEHUN HECKOMIbKUX TECTOB AeTeKLUMA GNYyOPEeCLEHTHOFO CUTHaNA Ha3HAYaeTca M No
APYTMM MCMNOIb3yeMbIM KaHanam, NOMMMO YKas3aHHbIX B Tabauue. B cnyyae ecnm B ogHoOM npubope
OAHOBPEMEHHO MPOBOAATCA TECTbI TONBKO ANA BblABAeHMA AHK, MOXKHO yaanuTb U3 faHHON Nporpammbl
nepsbIi War o6patHol TpaHcKkpunumm (50 °C — 15 MUHYT) AnA SKOHOMUU BPEMEHMU.

8.3.4. YCTaHOBUTb NPOBMPKM UK CTPUNbI B AYENKM PEAKLIMOHHOTO MoAyAs npubopa.

MpumeyaHue: Heo6Xx0AMMO Nepes, NOCTAHOBKOW B aMMIMOUKATOP NIAHLWETHOrO TMNa OCaAuTb Kanau co
CTEHOK NPobMpPOK Ha BOpTEKCE.

8.3.5. 3anycTuTb BbINOAHEHME NPOrpaMMbl amnaAMbUKaLMKM C AeTeKumen hayopecLeHTHOro CMrHana.

8.3.6. Mpubop npoBoAMT perucTpaumio GAYOPECUEHTHOrO CUrHana aBTOMAaTUYECKUM B pexume
«PeanbHOro BPEMEHUY,

8.4. AHanus u 06paboTKa pesynbTaToB
AHanuns 1 06paboTKy pe3yNbTaTOB MOXKHO NPOBOAUTD:

— B aBTOMATUYECKOM peXxume C WCNoNb3oBaHMEM MporpammHoro obecnedyeHua FRT-Manager
(000 «UHTep/NabCepBuCY», Poccusa) cornacHo pyKOBOACTBY NO/b30BaTeNs, BbiOpaB MeTOAMKY, YKa3aHHYHO BO
BKNaApllWe, npuaaraeMom K Habopy. PyKoBoACTBO MO/b30BaTeNA pasmMelleHO Ha oduLManbHOM canTte
000 «WHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

— B PYYHOM pEXMME C MNOMOLLbIO MporpaMmHoro obecneyeHnsa npubopa, MUCNOAb3YyEeMOro ANA
nposegeHua MMUP c geTekumeit B peskMmMe «peanbHOr0 BPEMEHM», COMNacHO MHCTPYKUMKM MO ero
NMPUMEHEHMIO U MHCTPYKLUM K Habopy.

6 lletekuma curnana gaa dayopodopa R6G ocyLlecTsaaeTca No KaHany AeTeKuun Ans aHanormuHbix ayopodopos HEX,
JOE, Yellow.
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BHUMAHMUE! O6paboTKy AaHHbIX (hyopecLeHTHbIX KPUBbIX), NONYYEHHbIX B NMPOrpammHOM obecneyeHunn
npubopa, ucnonbzyemoro ana nposegerua MNLP c aetekuuer B pexnme «peanbHOro BpemeHu», NpoBOAUTb
COrIACHO MHCTPYKLMK MO ero NpUMeHEHMUIO.

O6paboTKa 1 pacyeT pe3ynbTaToOB NPOUCXOAUT HA OCHOBAHUM Hannuus (UK OTCYTCTBUA) NepeceyeHms
KpuBoi dnyopecueHumm S-obpasHoi (cMrmoobpasHoit) dopmbl C YCTAHOBAEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBoi IMHWUEN, YTO ONpeaensieT Haanmume (UAK oTCyTCTBUE) ANa faHHOM npobbl JHK 3HaueHus
noporosoro uukna (Ct) B cooTBeTcTBylOWel rpade Tabauubl pesynbratos. MMapameTpbl 06paboOTKU
bnyopecLeHTHbIX KpMBbIX (CM. M. 8.5.) 3aBUCAT OT Mcnoablyemon mogenu amnandukatopa.

Kpusble HakonneHus GyopecueHTHOro CUTHana aHaAM3MpYylTCa Mo 2-M KaHalamM geTekumm (cm.

Tabnuuy 7).
Tabnuvua 7
Oetekuua ¢nyopecueHTHOro cMrHana
Kanan ana ¢nyopodopa FAM R6G’
MpoayKT amnandumkaumm OHK Bupyca KHV OHK BKO
8.5. WUcnonblyembie HaCTPOUKKM amnandpuKaTopos
PekomeHAayemble HAaCTPOMKKU A NPUBOPOB YKa3aHbl B Tabanuax 8 —11.
Tabnnua 8
PekomeHgyembie HaCTPOUKK gna NnpubopoB pOTOPHOro TMNa
Kanan OnT.ypoBHA Nopor YcTpaHeHue Koppekr. AunHamuueckum Uckniountb
CUrHana Bbl6pocoB YKNIOHa doH LMKAbI
FAM/Green ot 5 Fl go 15 Fl 0,02 <15% BK/OYEHA BK/tOYEH orlpo5
R6G/Yellow oT4 Flpo 6 Fl 0,02 <15% BK/ItOYEHa BKAOYEH orlpo5

Mpu 3anycke npubopa POTOPHOrO TUMa B OKHE «ABTOOMTMMM3aUMA YPOBHA CUIHa/ia» akTUBMPOBATb
bYHKLMIO « BbINONAHWUTL ONTUMM3ALMIO MPU NMEPBOM Lare AeTeKLUn»,

Mpu ncnonbsosaHnn amnandurkatopa «CFX96» cneayeT NPUMEHATb HAaCTPOWKK cornacHo Tabanue 9.

Tabnnua 9
Hactpoiiku gna npubopa «CFX96»
Mapamertp LLar aTana uMKAMpoBaHUA Ramp Rate
95 °C 2,5 °C/sec
Step Options
60 °C 2,5 °C/sec

AHanus pesynbTtatos ana npubopa «CFX96».

MpoBecTn aHanM3 pesynbTaToB No KaHanam FAM mn R6G (4na KarKAoro KaHana no OTAEeNbHOCTH),
aKTUBMPYA KHOMKY C Ha3BaHWeM cooTBeTCTBYytowero ¢ayopodopa.

[na HacTpolikn 6a3oBol NMHUKM BblbepuTe MeHio Settings (HacTpoliku), 3aTem nocnegoBaTenbHO
HaXXMuTe KHomnKu Base Line Subtracted Curve Fit (Nog6op KpnBoi No Toukam ¢ Bbl4eToM 6a30BOM IMHUK) U
Apply Fluorescence Drift Correction ([pumeHUTb KOppeKuMio cmelleHuna dayopecueHuuun). B meHto
Threshold Cycle Calculation (Moporosbiit ypoBeHb 633080 /IMHMMK) BbIOPATb PEKMM PYYHON YCTAHOBKMU
noporoso AnHUK. [ina atoro B nogmeHto Baseline Cycles (Llnknbl 6a3oBoit AnHMK) BbibpaTh Auto Calculated
(PaccumTaH aBTomaTnyecku), a B nogmeHio Single Threshold (EauHbiii noporosbiii ypoBeHb) BbibpaTh User
Defined (OnpegeneH nonb3oBaTesieM) U NPUMEHUTbL HAaCTPOMKM, YKasaHHble B Tabanue 10.

7 [leTekuma curHana ana dayopodopa R6G ocylecTsaseTca No KaHany AeTeKUmmn ANa aHanornyHbix dayopodopos Hex,
Joe, Yellow.
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Tabanua 10
PEKOMEHAyeMbIe HaCTpOVIKM Aana I1pM60pOB nAaHWEeTHOro Tmna
Kanan Threshold / Nopor UCKNI0uUTb LUKAbI

MoporoBas /NMHUA YCTAaHAaBAMBAETCA Ha YPOBHE, COOTBETCTBYHOLLEM
FAM 10 - 20 % OT MaKCMMa/IbHOTO YPOBHA GyopecLLeHUMK, NONYYEeHHOTo ANA orlpo5
ob6pasua NKO KHV B nocnegHem umkae amnanduKkaymm.

MoporoBas /NMHUA YCTaHAaBAMBAETCA Ha YPOBHE, COOTBETCTBYHOLLEM
R6G 10—-20 % OT MaKCMMasbHOrO ypoBHA ¢ayopecueHUUn, NoNYYEeHHOro orlpo5
ana obpasua OK B nocnegHem Uukae amnanduKkaLmm.

8.6. WUHTepnpeTtauua pesynbtaTos
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYIO B COOTBETCTBUM C Tabsauuel 12. Pe3ynbTaT UCCNef0BaHUA CUMTAIOT AOCTOBEPHbLIM, eCcau
pe3ynbTaTbl, NOAYYEHHbIE AN KOHTPO/IbHbIX 06Pa3LL0B, COOTBETCTBYIOT KPUTEPUAM BaIMAHOCTU, YKa3aHHbIM
B Tabinue 11;

— B aBTOMATUYECKOM peXxume C WCNoNb30BaHMEM MporpammHoro obecnedyeHua FRT-Manager
(000 «MHTep/labCepsuc», Poccua) cornacHo pyKoBOACTBY NO/b30BaTENS, BbIGPaB METOAMKY, YKa3aHHYO BO
BK/Madpllle, npuaaraeMom K Habopy. PyKoBOACTBO Monb3oBaTesnd pasmelleHo Ha oduumanbHOM caiTe
000 «UNHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/. Kputepun BanmaHoctu
pe3ynbTaToB, NOJYYEHHbIX A8 KOHTPO/MEN, U afropuTM UHTEpNpeTaumm pesynbTaToB 4aa UCCaemyemblX
06pasLoBs, MCnosib3yemble B nporpammHom obecneyeHuun, npeactasieHbl B Tabamuax 11 um 12

COOTBETCTBEHHO.
Tabnuvua 11
KpuTtepun BanngHocTn N KOHTPOAbHbIX 06pa3L,oB
3HaueHue noporosoro uukna (Ct) pna amnandukatopos
KoHTtponb poTopHOro / NAaHWeTHOro TUNOB NO KaHany ana ¢payopodopa
FAM R6G
MO KI-‘|‘V OnpeaeneHo Ct<33,0/< 36,5 OTcyTcTBYET
(MONOXKUTENbHBIA KOHTPOb)
OK
(oTpUUATENbHBIN KOHTPOJIb SKCTPAKLMM) OrcytcTeyer Onpegenero Ct < 33,0/ < 38,0
K-
OTcyTcTBYET OTcyTcTBYET

(oTpuuaTenbHbIn KoHTpob MNLP)

Tabnuvua 12
MHTepnpeTauua pe3ynbTaToB ANna uccneayembix obpasuyos

Pe3ynbTathbl (3HaYeHUe noporosoro uukna (Ct) ana npubopos

WHTepnpetauua
POTOPHOro / NNaHLWeTHOro TUNOB)

3HaueHue Ct no KaHany ana ¢ayopodopa FAM otcytctByeT, npu
3Tom 3HayeHme Ct no KaHany pana  ¢nyopodopa R6G OHK Bupyca KHV He o6Hapy:KeHa
onpepgeneHo < 40,0 / < 40,0.

3HaueHue Ct no KaHany ans payopodopa FAM onpegeneHo.

Mpu atom KpuBaa ¢ayopecueHUUM AaHHOM Npobbl No AaHHOMY
KaHany nepecekaeT NOPOroBY JIMHUIO HA YYaCTKe XapaKTepHOro
9KCMOHEHUMaNbHOro nogbema bayopecueHLmun.

[OHK Bupyca KHV o6Hapy:KeHa

3HaueHue Ct no KaHany ana ¢ayopodopa FAM otcytcrByet, npu
3Tom 3HaueHme Ct no KaHany pana  o¢nyopodopa R6G
onpeaeneHo > 40,0 / > 40,0 naun oTcyTCTBYET.

HeBanugHbiit!
C6oii BKO! TpebyeTca noBTOpPUTb aHaNn3
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8.7. B0O3MOXHble OWnN6KHn

8.7.1. na oTpuUATENbHOrO KOHTpoAbHOro obpasua (OKO) no KaHany ana dayopodopa FAM
onpeaeneHo 3HadyeHue noporosoro uukna (Ct). BeposTHa KOHTamuHauua nabopatopum NpPOAyKTamwu
amnaAnduUKaLMm MM KOHTaAMUHALMA Ha KakoM-1nbo aTane uccneposanHma. HeobxoamMmo NpeanpuHATL Mepbl
Mo BbIABAEHUIO W IMKBMAALUMU UCTOYHMKA KOHTaMWHaLU MM U NOBTOPUTbL UCCAeL0BaHMe a/1a Bcex 06pasLos,
Ha4YMHaA ¢ aTana aKcTpakumn AHK.

8.7.2. Ana otpuuatenbHoro KoHtponsa MUP (K-) no kaHanam ansa ¢nyopodopos FAM u/vnn R6G
onpegeneHbl 3HaYeHMA nNoporosbix UmMKNoB (Ct). BepoATHa KoHTamMuHauuA fabopaTopuu NpoAyKTamu
aMNANOUKALUMN AN KOHTaMUHaUMA peareHToB Ha sTane [MLUP. HeobxoguMmo npeanpuHATL Mepbl NO
BbIABNEHNIO M JINKBMAALMM UCTOYHMKA KOHTaMWMHaALMM M NOBTOPWUTb MCCneaoBaHWe aaa Bcex 0bpasuos,
HaumMHaA c atana MNLUP.

8.7.3. insa vccnepgyemoro obpasua onpeaeneHo 3HayeHue NoporoBoro LMKAA, NPy 3TOM Ha rpapuke
dbyopecLeHUUN OTCYTCTBYET YYaCTOK XapaKTEPHOMO 3KCMOHEHLMANbHOTO Nogbema (rpaduk npeacrasnser
coboii NpUbAN3NTENLHO MPAMYIO AMHUIO). Heobxoammo npoBepuTb NPaBUAbHOCTb BbIGPAHHOTO YPOBHSA
MOPOroBOW IMHUM UAU NAPAMETPOB pacyeTa 6a30BOMN MHUU. Ecn pe3ynbTaT NoslyyeH Npu NpaBuUIbHOM
YPOBHE MOPOroBon nuvHWM (6a3oBoi NMHMKM), TpebyeTca MOBTOPHO nposectM amnavduKkaumio/MUP u
AeTeKkumio ans atoro obpasua.

8.7.4. Ana vccnegyemoro obpasua OTCYTCTBYeT 3HauyeHWe noporosoro uukna (Ct) mo KaHvany ans
dnyopodopa FAM 1 R6G, 4TO CBUAETENLCTBYET O HEKAYECTBEHHOM NPOBEAEHNW IKCTPAKLMM HYKAENHOBbIX
KMCNOT WAM Hanuumm UHrnbutopos. TpebyeTcA NOBTOPHO MPOBECTM MccC/efoBaHMe AaHHOro obpasua,
HauMHasA C 3Tana 3SKCTPAKUMM HYKJEMHOBbLIX KUCNOT. B ciyyae BOCMPOM3BOAMMOrO pesysbTaTa
pekomeHAayeTcs NOBTOPHO NPOBeCcTU 3a6op, NpeaBapuTebHYIO NOArOTOBKY M UcCiegoBaHMe obpasua.
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9. ®YHKUUNOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. Mpepen obHapyxeHun®

Mpegpen obHapyeHna Habopa «Amnanlpanm® Mepnecsmpyc Kapna Kon» 6bla onpeaeneH ¢ UCNob30BaHNEM
npobuT-aHanunsa c 95%-oii A0BEepPUTE/IbHOM BEPOATHOCTLIO U cocTasnseT 5,0x10% konuii/mn ana AHK supyca KHV

(cm. Tabnuuy 13). 3HaueHWe XapaKTEPUCTMKU OOCTUraeTcs Npu cobalogeHMM MpaBw, yKasaHHbIX B pasgene
«Uccnemyemblii matepuany.

Tabanua 13
MNpepen o6Hapy*KeHna Habopa

MuKpoopraHusm Mpepen obHapyxeHua, Konuii/mn

[JHK supyca KHV 5,0x10?

9.2. AHanutTnyeckas cneumndpuuHocTb
Habop peareHToB 06HapyxmBaeT dpparmeHTbl reHomHon JHK Bupyca KHV.

AHanuTMyeckaa  cneundunyHocTb Habopa  oueHMBanacb  TecTMpoBaHMem HK  MMKpoopraHuamos
(cm. Tabnuuy 14). HK MMKPOOPraHM3MOB B KOHLEHTpaUmn He meHee 1,0x10° konwuit/mn, BHOocuAM B 06pasLibl
61oNOrMYecKoro maTepmana, He cogepKallme onpeaensiemyto ¢ NomoLbo Habopa reHomHyto JHK Bupyca KHV.

Tabnnua 14
MuKpoopraHusmbl U BUPYCbl, UCMOJIb3yeMble 41 OL,eHKMU aHaIMTUUYeCcKon cneunpuiHocTu

MuKpoopraHusambl

BeceHHsa Bupemus Kapna (BBK) Cyprinid herpesvirus 1

Mpn TectpoBaHWM 0b6pasuoB HK BbiwenepeyncneHHbIX MMUKPOOPraHM3MOB C MCMOAb30BaHMEM Habopa
NePEKPECTHbIX PeaKLMii BbiABAEHO He 6blo.

® MNpenen obHapyeHusa — 95%-0e MONOKWUTENbHOE MOPOrOBOE 3HAauYeHMe KOHLUeHTpauuu (koHueHTpaums AHK
BblABAAEMbIX BO3OyaAUTENeln, npu KoTopolt 95% TecToB AaOT NOIOXKUTE/IbHbIN pe3ynbTaT).
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10.YCnoBUA XPAHEHUA, TPAHCMTOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHocty Habopa cocTaBnser 12 mecAueB OT AaTbl M3roToBaeHWA. ocne BCKPbITUA peareHTbl
MCMO/b30BaTh A0 MCTEYEHWUA CPOKa rogHOCTU Habopa. Habop C MCTEKLMM CPOKOM FOAHOCTU MPUMEHEHUIO He
NOANEMUT.

10.2. TpaHcnopTUpoBaHue

Habop TpaHcnopTMpoBaTh Npu Temnepatype oT 2 Ao 8 °C Bcemu BUAAMM KpPbITbIX TPAHCMOPTHLIX CPeACTB B
TEPMOKOHTENHEPAX C XN3J03/IEMEHTaMUN UMW B aBTOpedpUrKepaTopax.

[JonycKaeTtca TpaHCnopTUpoBaHUe He 6osiee 3 cyToK Npu TemnepaTtype oT 8 Ao 25 °C.

Habop, TpaHCMOPTMPOBAHHLIA C HApYLUEHWEM YKA3aHHOFO TEMMEPATYPHOrO PEXMMA, MPUMEHEHUID He
NOANEXKMT.

10.3. XpaHeHue

Habop xpaHuTb Npu TemnepaType oT 2 A0 8 °C B 3aLMLLEHHOM OT CBETa MECTe B TeYeHMe BCEro CPpoKa roaHOCTU
Habopa.

PeareHTbl nocsie BCKPbLITUA XPaHWUTD B TEX Xe YCN0BUAX, YTO U peareHTbl 40 BCKPLITUA. HEBCKPbITbIE U BCKPbITbIE
peareHTbl cTabubHbI B TEYEHME CPOKA FOAHOCTU, YKA3aHHOTO Ha STUKETKE, NPy cOBA0AEHNN YKa3aHHbIX YCOBUI
XpaHeHuA. PeakumoHHasa cmeck, npurotosneHHasa us MNUP-cmecn KHV n Bydepa B, xpaHEHMIO HE NOANIEKMT.

Habop, XpaHUBLUMICA C HAPYLLEHNEM YKa3aHHOIO PEXMMA XPAaHEHWS, MPUMEHEHUIO HE MOANEHKMUT.

11.TAPAHTUU NPOU3BOAUTENA

Mpon3BoguTeNb rapaHTMPYeT COOTBETCTBME XapaKTEPUCTUK Habopa TpeboBaHWAM, YyKasaHHbIM B
TEXHUYECKOM W 3KCMAyaTaUMOHHOW [AOKYMEHTauMu, B TeYeHMe YKa3aHHOro CcpoKa roAHocTM npu
cobnofeHNM BCEX YCI0BUIM TPAHCNOPTUPOBAHWSA, XPAHEHUS U MPUMEHEHWS.

Peknamaummn Ha KayectBo Habopa «Amnaulpaim® lepnecBupyc Kapna KOu» HanpasasTb B agpec
npoussoautens 000 «Hekctbuox»: 111394, r. Mocksa, yn. NonumepHas, 8 ctp. 2, Ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

KoHcynbTaumio no paboTte ¢ Habopom, a TaKKe Mo BOMPOCaM, KacaloLMMcA KayecTBa Habopa, MOXKHO
MONYYMTb MO KOHTAKTaM, yKa3aHHbIM Ha oduLManbHOM caiite Mpounssogutensa: www.nextbio.ru.
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12.CUMBO/1bl, UCMNOJIb3YEMbIE B AJOKYMEHTALUN NMPOU3BOAUTENA
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