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CMUCOK COKPALLEHWIA U OBO3HAYEHUI

Ct Cycle threshold (noporoBsbiii LmKn)

BKO BHYTPEHHMI KOHTPONbHbI 06pasel,

OHK OEe30KCUPUBOHYKNENHOBAA KUCNOTA

kOHK KOMNNeMeHTapHas 4e30KCMPUBOHYKNIEeMHOBAA KNCNOTa
OHKasa 0e30KCcMpuboHyKneasa

MAX MeJsIKne AomallHue }UBOTHble

HK HYKNeMHOoBaA KNCIoTa

PHK pUBOHYKNENHOBAA KMCNOTa

PHKaza puboHyKeasa

AHTD Ae30KcnpuboHykneosnatpudocdatsl

OK OTpULATE/IbHbIA KOHTPO/b

OKO OTPULATENbHbIN KOHTPO/IbHbIN 0bpaseLl,

K- oTpuUaTeNbHbIA KOHTPOAb MLLP

MK NOJIOXKUTENbHbIN KOHTPO/b

MKO NOJIOXKUTE/IbHBIM KOHTPO/bHBIN 0bpasel,

nup noanmepasHas uenHasa peakuma

OoT-nupP nosiMmepasHas LenHan peakumns c obpaTHOM TpaHCKpUnLmei
yar ypaumn-AHK-rnnkosmnasa

HAUMMEHOBAHWUE U3OENUA

Habop peareHToB ana BbiABneHus PHK KopoHaBupyca Kowek U cobak (Feline coronavirus,

Canine coronavirus) MeTofoM NMOJIMMEPA3HON LLeNHON peakummn ¢ obpaTHoW TpaHckpunumel (OT-MLUP) B

pernme «peanbHoro spemeHn» «Amnanlpaiim® KopoHasmpyc MK ».

Jdanee no

TEKCTY ynOTpE6ﬂH€TCﬂ KpaTKkoe HanmeHoBaHUe:

«Amnnulpaiim® KopoHasupyc MO », a Tak»Ke cokpalweHne Habop peareHToB.
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1. HASHAYEHUE

Habop peareHToB «Amnaulpanm® KopoHasunpyc MO » (aanee no Tekcty - Habop) npeaHasHayeH ans
BbiaBNeHna PHK KopoHaBupyca Kolek u cobak (Feline coronavirus, Canine coronavirus) B 6uonormyeckom
MmaTepuane oT XMBOTHbIX (N1a3ma KpPoBM, acLLUTUYECKAs KUAKOCTb, peKasinmn, COCKOBOHbIM MmaTepuan muam
oTaensieMoe C/IM3NCTON 060NI0UKM MPAMOM KULWKK (PeKTanbHble Ma3Kn) METOLOM MOJIMMEPasHON LLenHom
peakummn c obpaTtHoi TpaHckpunumen (OT-MNUP) c rmbpuamsaumoHHO-GNYOPEeCUEeHTHON aAeTeKuMen B
pernme «peasbHOro BpeMeHm».

Ha6op peareHToB WCNoJsIb3yeTca B na6opaTopMﬂx, BbIMNO/THAKOWMNX MOﬂeKyﬂﬂpHO-6MOl’IOI’M‘-IeCKMe
nccnengoBaHUA.

MaTepuanom ana nposeaenus TMUP cnyxkat npobbl PHK, 3KkcTparMpoBaHHble W3 Mccnenyemoro
MaTepuana ¢ Momolwbio HabopoB peareHTOB, PEKOMEHAOBaHHbIX [lpoussBoauTenem B pasgene
«JononHutenbHoe obopyaoBaHMe U MaTepUanbly.

2. XAPAKTEPUCTUKU HABOPA

2.1. CocTtaB U KOMNNEKTHOCTb

Habop BbinyckaeTca B egmuHon popme. CoctaB Habopa M KOMMNEKTHOCTb MOCTaBKKU YKasaHbl B Tabauuax
1 1 2 cooTBETCTBEHHO.

Habop paccumtaH Ha npoBeaeHMe uccnegoBaHMa 96 06pasuoB, BKAOYAaA KOHTpoau. Habop
npegHasHavyeH 4na npoBeaeHus peakumm obpatHom TpaHckpunumm PHK 1 amnandumkaumnmn cneundmyeckmnx
y4yactkoB nonyyeHHon KAHK metogom OT-MUP ¢ rnbpuamsauymoHHo-bnyopecLeHTHON aeTekuuein B
penme «peasbHOro BPEMEHU» U MOMKET MCNONb30BaTbCA COBMECTHO C aMnandUKaTOpPamm NAAHLWETHOro
W poTopHOro Tuna. [ns npoBeAeHMA MOMHOFO MccAefoBaHMA HeobxogMmo MCNo/b30BaTb Habopbl
peareHToB AnA 3KCTpakumm PHK, pekomeHpoBaHHble B pasgene «JononHutenbsHoe obopynoBaHue u
maTtepuanbl». Habop moxeT OblTb WCNOJb30BaH COBMECTHO C aBTOMATUMYECKMMM CTaHUMAMWU ANA
NPUroTOBAEHWUS U [03UPOBAHMA PEAKLIMOHHbIX CMecei.

Tabanya 1
CocraB Habopa
PeareHT 06bem, mn Konunuecrtso OnucaHue
bydepHbIi pactBop co cneumMdPuUUecKMMU nNparimepamm,
MuP-cmeck Cor F/C 1,10 1 npobupka dnyopecueHTHO-MeYeHbIMM 30HAaMM U AHTO.

Mpo3payHasn KUAKOCTb.

BydepHbIli pacTBop ¢ TepmocTabunbHon OHK-noanmepasoi
bydep B 0,70 1 npobupka Taq, cynbdatom marHmsa u ypauun-AHK-rnnkosmnasoit.
Mpo3payHan KULKOCTb.

BydepHsbili pactBop ¢ PHK-3aBucumoin AHK-noamepasoii.

PesepTtasa R 0,055 1 npobupka
Mpo3payHan KUAKOCTb.
[KO Cor F/C 0,26 1 npo6upka Honommeanbm KOHTPOJIbHbIN 06paseLl.
pO3payHan KUAKOCTb.
K- 0,30 1 npo6upKa OTpuuaTenbHblt KOHTpoab MLLP.
Mpo3payHan KULKOCTb.
Tabanuya 2
KomnnekTHOCTb Habopa
KomnoHeHT dopmar Konunuecrso
Habop peareHToB - 1
MHCTpYKUMA No npumeHeHuo Habopa B 2/IEKTPOHHOM BUAeE No agpecy: nextbio.ru -
KpaTKoe pyKoBoACTBO NO NpUMEHeHUto Habopa B BymarkHOM Buae 1
MacnopT KayecTBa Ha Habop B 9/IEKTPOHHOM BUAeE No agpecy: nextbio.ru -
BKnagblw K Habopy ans aBToMaTU4eckon ob6paboTku B GYMANKHOM BUAE 1
pesynbTaToB
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2.2. NMpuHUMN meTtoga

TecTMpoBaHMe COCTOUT M3 HECKONbKMX 3TanoB. Ha mepBom 3sTane ocyuwiecTeaseTca aKcTpakuma PHK m3
06pasLoB Mccnegyemoro maTepmana COBMECTHO € BHYTPEHHUM KOHTPO/bHbim obpasuom (BKO B)L. Ha
BTOPOM 3Tane MpPOBOAUTCA OAHOBpPeMeHHaa amnandukauma KOHK, cuHTe3MpoBaHHOM Ha maTpuue
reHomHon PHK KopoHaBupyca Kowek u cobak, u KAHK, cuHTesnpoBaHHol Ha maTtpuue PHK BHyTpeHHero
KOHTpOoNbHOro obpasua BKO B (MCKYycCTBEHHO CUMHTE3MPOBaHHaA MOCNEAO0BaTENbHOCTbL), NPM MOMOLLM
cneundmryHbIX K 3TOMY y4acTKy npaiimepos u pepmeHToB MMLV-pesepTasbl M Tag-noaMmepasbl.

[eTekuma npoayKkToB amnandUKaumm NpPoUCXoauUT NYyTEM U3MepeHUs ¢GyopecLeHTHOro CUrHana B
peXxmnme «peanbHOro BPEMEHM» 3a CYET UCNO/b30BaHMA B COCTaBe PeakUMOHHOW cmecu GyopecLeHTHO-
MeUeHbIX OJIMFOHYKNeoTAOoB (30HA0B). 30HAbI TMBPUMAM3YIOTCA C  KOMMJIEMEHTAPHbIM  YY4acTKOM
amnanounumpyemori  OHK-muweHn, B pesyabTaTe Yero MpPOMCXOAWUT HapacTaHWe MHTEHCUMBHOCTM
dnyopecueHuMnN. ITO NO3BOAET PEFUCTPUPOBATL HaKoMaeHMe cneumdmryeckoro NpoayKTa amnandmuxkaumm
NyTEM M3MEPEHUA MHTEHCUBHOCTM (GIYOPECLLEHTHOIO CUrHaNa C NOMOLLbIO amnanduKkaTopa C CUCTEMON
AeTeKunn GAyopecLLeHTHOrO CUrHaNa B PEXKMME «PeasibHOro BPeMEHU».

Habop peareHTOB COAEPHUT CUCTEMY 3aLLUUTbI OT KOHTAMUHALMN aMM/IMKOHAaMM 32 CYET NPUMEHEHUS
depmenTa ypauun-AHK-rankosmnassl (YAr) u tpudocdata aesokcnypuanHa. PepmeHT YAl pacnosHaeT u
KaTanusmpyet paspyweHne uenen [OHK, cogeprawmx pesokcnypmauH, Ho He [HK, cogepkalien
0E30KCUTUMUANH. [Je30KcnypuamH OTCyTCTBYET B NpupoaHoin AAHK, Ho Bcerga NnpucyTcTByeT B aMMNIMKOHAX,
NOCKONbKY TpudocdaT fe30KCUYpUANHA BXOAUT B cocTaB cmecn AHTD B peareHTax 4na amnanduKkaumu.
[e30KcnypnamH aenaetr KOHTaMUHUPYIOWME aMNANKOHbI BOCMIPUMMUYMBBIMU K pPaspyLlleHnto GepmMeHTOM
YOI po Hayana amnandoukaumm OHK-muweHu, U, cnegoBaTesibHO, OHM He MOryT ObiTb B AasibHENLEM
amnanduumpoBaHbl.

depmeHT YAI TepmonabuneH M WHaAKTUBUPYeTCA MNpu HarpesaHuu Bblwe 50 °C M nostomy He
paspyLaeT aMnANKOHbI MULWEHK, HapabaTbiBaemble B npouecce MMLP.

Ha astane OT-MUP ogHoBpemeHHO B OAHOM npobupke npoxoant amnandukauma KOHK,
CUHTE3MPOBAHHOM Ha MaTpuue reHomHoi PHK KopoHaBupyca Kouwek 1 cobak, u KAHK, cMHTesnpoBaHHOM
Ha MaTpuue PHK BHyTpeHHero KoHTponabHOoro ob6bpasua BKO B. PesynbTaThl amnanduKaumm
PErucTPUpPYIOTCA MO 2-M Pa3INYHbIM KaHanam GpyopecuUeHTHOM aeTekumm (cm. Tabanuy 3).

Tabnuua 3
CootBeTrcrBue HK-muweHen u KaHanos ¢payopecueHTHOU AeTeKkuumn
Kanan ana pnyopodopa R6G? Cy5

KOHK, cuHTe3npoBaHHaA Ha maTpuue

PHK KopoHaBupyca Kolek u cobak BROB

HK-munweHb

MCKycCTBEHHO CMHTE3NpPOBaHHaA

Obnactb amnanduKaumm ORF 3c
nocnesfoBaTelbHOCTb

3. KOHTPO/J1b KAHECTBA

B cootBetctBuM ¢ ISO 13485-ceptudmuympoBaHHoit Cuctemoint MeHearkmeHTa KavecTBa KomnaHWUM
000 «Hekctbuo», Kaxgas cepua Habopa peareHToB «Amnanlpanm® KopoHasmpyc MAXK» npoBepsaetca
Ha COOTBETCTBME 3apaHee onpegefieHHbIM TpeboBaHMAM pas obecneyeHWUs MOCTOAHHOrO KayecTsa
NpPoAyKUMK.

1 BKO B BxoauT B coctas Habopa peareHToB, PeKOMEHAOBaHHOro MpoussoauTenem AN 3KCTPaKLUMU HYKNEMHOBbIX
KMCIOT U3 UCCleayeMOro matepumana.

2 [letekuma curHana ana dayopodopa R6G ocyllecTBaAeTcA NO KaHany AeTeKUuMn ANA aHanormuHbix ¢payopodopos
HEX, JOE, Yellow.
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4. OFPAHUYEHUE METOAUKU UCCNEAOBAHUA

4.1. Habop npMmeHAETCs TO/IbKO 419 BETEPUHAPHbBIX U APYrMX HEMEAUUMHCKMX Lieniei.

4.2. Habop npeaHasHayeH Aaa paboTbl TOMbKO C MUcc/ieayeMbiM MaTepuanomM, yKasaHHbIM B pasgene
«Ha3HayeHue». Mccnep,osaHme APYrnX BUAOB MaTepmnasioB MOXKET NpuBecTn K NoNy4eHN0 HeJO0CTOBEPHbIX
pe3ynbTaTos.

4.3. MonyyeHne  OOCTOBEPHbIX  pe3ynbTatoB  obecrneymBaeTcA  BbIMOJHEHMEM  TpeboBaHUN,
npeabsaBAsSEMbIX K B3ATUIO, TPAHCMNOPTUPOBAHWUIO, NMOATrOTOBKE WU XpaHeHuto obpasuoB uccieayemoro
maTepuana (cm. pasgen «Mccnegyemblin matepuan»).

4.4, C nomouwpbto Habopa «AmnauMpaim® KopoHaBupyc MOXH» BoamoxkHo OT-MNLUP-nccneposaHme
ToNbKO npo6 PHK, 3KcTparMpoBaHHbIX M3 UCCAeQyemMoro maTepuasna COBMECTHO C  BHYTPEHHUM
KOHTPO/IbHbIM 06pa3Lom 3KcTpakunu — «BKO B», BXoasWwmMm B cocTaB Habopa peareHToB Ans nNposeaeHus
akcTpakumm HK. be3 ncnonbsosaHmna BKO B HeBO3MOXKHO NPOBECTU OLLEHKY BaAUAHOCTU NOCTAHOBKM.

4.5. MpmeHeHNe Habopa BO3MOMHO TONbKO MEpPCOHANOM, OByyeHHbIM MEeToZaM MOJIEeKYNAPHOM
ANAarHOCTMKM M NpaBMaam paboTbl B KIMHUKO-AMArHOCTMYECKOM nabopaTopun.

4.6. Mpwn paboTe c Habopom credyeT UCNONb30BaTb TOJIbKO aMnaMPUKaTopbl C CUCTEMON AETEeKUUmn
$NYOPECLLEHTHOIO CUTHANA B PEXKUME «PEasIbHOTO BPEMEHU», XapPaKTEPUCTUKU KOTOPbIX YAO0BAETBOPAIOT
TpeboBaHMAM, yKa3aHHbIM B pasgene «JonoaHntenbHoe obopyaoBaHne U maTepuanbi».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa Ao/’KHaA NpoBOAMTLCS B NabopaTopusAx, BbINOJHAOWMX MONEKYAAPHO-BMONOrMYeckne
uccneposanua. MNUP-uccneposaHna [oaXKHbI NPOBOAUTLCA € cobntogeHMem TpebOBaHUIN MeToAMYEeCKUX
yKasaHuit MY 1.3.2569-09 «OpraHusauusa paboTbl nabopaTopuii, NCNOJb3YIOLWNX METOAbl aMnandUKaLmm
HYKNEWHOBbLIX KUCNOT MNpu paboTe C MaATepuanom, COAEPNKAWMM MUKpoopraHmsmbl -1V rpynn
naToreHHocTU» 1 nNpasuAn «lMpasuna NnposeaeHua paboT B AnarHocTuyecknx 1abopaTtopunax, MCNONb3YHOLLMUX
MeToZ, NOSIMMEPa3HON LENHOM peakuun (OCHOBHbIE NONOXKEHMA)» (YTBEPKAEHbBI NPUKA3OM PYKOBOAUTENSA
JdenapTameHTa BeTepuHapum MuHcenbxosnpoga P 27.01.1997).

5.2. Mpwu paboTe HeobxoaMMO BCerga BblINOHATb cnepytowme TpeboBaHUA:

- [pnmeHAaTb Ha6op CTpOro no Ha3dHa4YeHUo B COOTBETCTBUN C ,CI,aHHOﬁ MHCTpYKLI,MEI‘;L OTKNOHEHMe OT
nponncaHHbIX npoueayp w“ nopAagka AEVICTBMIZ MOXeT npmBeCctn K MNOJIy4eEHUIO HeOoCTOBEPHbIX
PEe3y/IbTaTOB aHa/In3a.

- JNlabopaTopHblM nNpouecc A0MKeH bObiTb OAHOHaNpaBAeHHbIM. AHanuM3 cneayetT NposBoAUTb B
OTAENbHbIX MNomelleHusax (3oHax) B cooTtBetcTBUM c MY 1.3.2569-09. He Bo3Bpawatb 06pasubl,
obopyaoBaHuMe 1 peareHTbl B 30HY, B KOTOpoW Oblna NpoBeaeHa NpeablayLias cTagma npouecca.

- Ybupatb 1 ge3vHOMUMPOBaTb pas3nTble 06pasubl MAM peareHTbl, UCNOAb3YA Ae3nHOULMpYyLoLme
cpencTsa B cootBeTcTBMM ¢ CaHluH 3.3686-21.

- Ypanatb HeMcnosib30BaHHble peareHTbl, peareHTbl C WUCTEKWMM CPOKOM TOAOHOCTU, a TaKXKe
MCNON1b30BaHHbIe peareHTbl, YNaKOBKY, 6uronornyecknit maTepknan, BKAKOYaA maTtepunasibl, UHCTPYMEHTbI U
npegmeTtbl, 3arpA3HEeHHblIE 61o0rMyecknum MaTepnanom, B COOTBETCTBUU C TPE6OBaHMFIMM
CaHluH 2.1.3684-21.
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BHUMAHMUE! Mpu yaaneHMn otxoAos nocne amnandukaumm (npobupok, coaepamx npoayktsl OT-MLIP)
HeaoMNyCTUMO OTKpPbIBaHWE NPOBUPOK M Pa3bpbi3rMBaHNE COL4EPKMMOTO, MOCKO/IbKY 3TO MOXKET MPUBECTU K
KOHTaMMHauuun npoayktamu MLP nabopatopHoW 30HbI, 060pYA0BaHMA U peareHToB.

- Wcnonb3oBaTb U MEHATb NPU KaxKaoM onepaumm oaHOPa30Bble HAKOHEYHUKN ANA aBTOMATUUYECKMUX
[,03aTopPOB € GPUILTPOM.

- Nocypaa (CTYNKK 1 NecTUKK) U MeTaNIMYECKUE MHCTPYMEHTbI (CKanbMnenun, HOXHULbI, MUHLETbI U T.M.),
NCNo/ib30BaHHble AR NPeanoAroToBKM Npob, BblAePKMBAOTCA B pacTBope Ae3nHOULMPYIOLWEero cpeactsa
(Hanpumep, 0,2 % pacTBOP HATPMEBOW COIM AUXIOPU3OLMAHYPOBON KMUCNOTbI) B TeYeHMe OAHOro 4aca,
MOITCA BOAONPOBOAHOM BOAOW C NOBEPXHOCTHO-aKTUBHbLIMU MOIOLWMMU CPeaCcTBamMM U NOC/e OTMbIBAHUA
B MPOTOYHOM U AEMOHW30BAHHOM BOJE BbICYLLIMBAIOTCA B CYXOXKapoBOM LiKady B TeyeHue 4 4acoB npwu
Temnepatype 180 °C.

- [oBepXHOCTM CTONOB, a TaK¥e NOMELLEHMA, B KOTOPbIX NpoBoauMTcA noctaHosKka OT-MNLUP, go Havana
M nocne 3aBeplueHma pabot Heobxoammo nogsepraTs ybTpadmnoneTtoBomy 0bsydeHmto B TeyeHne 30 MuH.

- Habop peareHTOB npegHa3HayeH Aaa  OL4HOPA30BOrO  MPUMEHEHMA Npu  MNpoBeAeHUMU
OT-NUP-nccnepoBaHuns ykasaHHOro Kosamyectsa npob (cm. pasgen «CoctaB M KOMNAEKTHOCTbY).

- Habop peareHTOB rotoB K NPUMEHEHWIO COrNAacHO AAHHOW UHCTPYKUMKU. MpumeHaTb Habop cTporo
No HasHayeHuto.

- He wvcnonb3oBaTtb H360p peareHToB, €C/11M HapyweHa BHYTPEHHAA YyNnaKOoBKa, WUIU BHELWHUN BUA
peareHTa He COOTBETCTBYET ONUCAHUIO.

- He wucnonb3oBaTtb Ha6op peareHToB, ecan He CO6!1IOLI,a!1MCb ycnoBunA TPAHCNOPTUPOBAHUA WU
XpaHeHWnA CornacHO MHCTPYKLUHNN.

- He ncnonb3oBaTtb Habop peareHToB NO UCTEYEHUN CPOKA FOAHOCTHU.

- Wcnonb3oBaTb 04HOPa30Bble HEONYAPEHHbIe NepyaTku, NabopaTopHble XanaTbl, 3alLMLLATb r1a3a BO
Bpema paboTbl ¢ obpasuamu M peareHTamu. TWATENbHO BbIMbITb PYKM MO OKOHYaHMKM paboTbl. Bce
onepawMm NPOBOAATCA TONbKO B MepyaTKax A/A UCKIHOUYEHMA KOHTAKTa C OPraHM3MOM YenoBekKa.

- He ecTb, He NUTb N He KypuTb B NpoLecce MCNoab30BaHUA Ha6opa. N3beraTb BAbIXaHNA MNapos.,
KOHTAKTa C KOXel, rnasamm 1 CaInU3ncTomn obonoukoii. He rnotatsb.

- [pu KOHTaKTe Hemend/IeHHO MPOMbITb MOPAXKEHHOe MECTO BOAON M NpU MJOXOM CaMOYyBCTBUM
06paTUTbCA 32 MeANLMHCKON NoMoLLbto. Mpy NonagaHnM BHYTPb PBOTY HE BbI3biBaTb, MPOMNOAOCKATb POT
BOAOM, 06paTUTLCA K Bpady NpM NJI0OXOM CaMo4yBCTBUM.

5.3.MpyM  MCMONb30BaHUM MO  HA3HAYEHUIO WU COBMIOAEHUM  BbILENEPEUYUC/IEHHBbIX  Mep
NpeaoCcTOPOXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa cogeprKaT HaTpuMA asug, B KOHUEHTpauuu
He 6onee 0,1% M COOTBETCTBEHHO He KAAcCMPUUMPYIOTCA Kak onacHble U He TpebyioT cobatogeHus
cneumasnbHbIX Mep NPeaoCTOPOIKHOCTH.

5.4. Cneunduueckne Bo3genctama Habopa Ha OpraHM3mM YesloBeKa:
- KaHueporeHHbI 3pdeKT OTCyTCTBYET.
- MyTareHHoe gencTeme OTCyTCTBYET.

- PenpoayKTMBHaa TOKCMYHOCTb OTCYTCTBYET.
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6. AONOJ/IHUTENIbHOE ObOPYJOBAHUE U MATEPUADbI

6.1. B3aaTue uccnegyemoro marepmana

6.1.1. OgHopa3oBble NOAMMNPONUIEHOBbIE NIOTHO 3aKpbiBatoLmMeca Npobupkm obbemom 1,5 — 2,0 ma.
6.1.2. BakyymHble npobupKkn ana 3abopa KpoBM ¢ aHTUKoaryasHTom (3ATA, umTpatom HaTpwms).

6.1.3. [IByXCTOPOHHME Urnbl gns 3abopa KPoBM B BaKyyMHble NPOBUPKU.

6.1.4. KoHTeliHep NAacTUKOBbLIW 1A B3ATUA, XPaHEHWUA U TPAHCMOPTUPOBKM BUONOTMYECKMX 06pa3LLOB
ob6bemom 50 — 60 ma, cTepUNbHBINA.

6.1.5. LLinaTtenb ogHOpa3oBbIi Ans B3ATMA BMOOrMYeckoro matepuana.
6.1.6. 30HA ANa B3ATUS BMONOMMYECKOro maTepurana co CIM3UCTbIX 060104YEK.

6.1.7. TpaHcnopTHaA cpena s B3ATUA, TPAHCNOPTUPOBAHUA U XpaHeHUa BMoAOrMYeckoro matepmana,
cofeprKalan KOHCEPBAHT UK CTEPUNBHBIN GU3NONOTNYECKUIA PacTBOP.

6.1.8. CTepu/bHbIN 04HOPA30BbLIN WNPUL,.

6.2. NpeasaputenbHaa NOArOTOBKA UCCeayemoro marepmana

6.2.1. ®ochaTHo-coneson bydep nan crepunpHbii dusmonorndecknin pactesop (0,9 % pactsop HaTpua
XNnopuaa) CTepUNbHbIN.

6.2.2. OgHopa3oBble MNOJNMPONUIEHOBbIE MIOTHO 3aKkpbiBatowmeca NPobupkm obbemom 1,5 mn nau
2,0 mn.

6.2.3. ABTOMaTU4ecKMe 403aTopbl NepeMeHHoro obbema.

6.2.4. OaHOpa3oBble HaKOHEYHWKK, csoboaHble oT [HKa3/PHKas, ana n03aTopoB nepemeHHoro
obbema ¢ dunbTpom go 1000 mKA.

6.2.5. MuKpougeHTpudyra ana npobupoKk tuna «3dnneHaopd» obbemom 1,5 — 2,0 Mn C ycKOpeHuem
He meHee 10 000 g.

6.2.6. OgHOpa3oBble NONMMNPONUIEHOBbIE NPOBUPKKM 06bemom 5 nnn 15, namn 50 mn.

6.2.7. LeHTpudyra ana noamnponuneHoBbix nNpobupok obbemom 5, 15 mam 50 ma c yckopeHuem
He meHee 2 000 g.

6.2.8. LleHTpudyra-sopTeKc.
6.2.9. n1uepuH (Npn HeoH6XO0ANMMOCTU ANUTENBHOTO XPAaHEHUS).

6.2.10. TpaHCMoOpTHAA cpeAa AN B3ATUA, XPaHEHUs U TPaAHCMOPTUPOBAHUA 6GMOSOrMYECKOro
MmaTepuana, CoaeprKaLlan KOHCEPBAHT UAKN CTEPUNbHbBIA GU3MONOTMYECKUIA PacTBOp.

6.2.11. AHaAUTHUYECKNEe UNn NpeLm3noHHbIe BeChl.

6.3. KcTpakuua PHK 13 uccnegyemoix obpasuos

6.3.1. Habop peareHToB Ana 3KcTpakumm AHK/PHK 13 6uonorMyeckoro martepuana KUBOTHbIX U
NPOAYKTOB MUTAHUA }KMBOTHOFO npoucxoxaeHua «MarHolpaim® BET» («dopmaT 96») npomssoacTea
000 «Hekctbno», Poccusa, mnam Habop peareHToB ans 3KcTpakumm [OHK/PHK un3 6uonoruueckoro
MaTepuana KMBOTHbIX W  NPOAYKTOB MUTAaHUA  KMBOTHOrO  MpoucxoxgeHua  «Amnaulpaim®
PUBO-npen BET» npoussoactea OO0 «Hekctbno», Poccua, uam nwobont Apyro pekomeHA0BaHHbIN
npoussoautTenem Habop, COOTBETCTBYOLWMI cregyowmnm TpeboBaHnAM:
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- Habop nossosAeT Bbiaenste PHK 13 Buonornyeckoro matepmana (nnasma KpoBW, acuMTUYeCKas
KUOKOCTb, $eKanum, COCKOOHbIN maTepuan WAW OTAENAeMOe CAM3UCTOM OOOJIOYKU MPAMON  KULLKK
(peKTanbHble MaskM) Ana Nocneaylowero UcciefoBaHUs METOAO0M MOJIMMEPA3HON LLEMHOW peakuuu C
obpatHoW TpaHckpunumeinr (OT-MLP) ¢ rmbpnamsauMoHHO-GNYOPECLUEHTHON JeTeKuuein npoayKToB
aMmnanduKaLmm B PpeXMMeE «KPeasibHOro BPeMeHM»;

- cocTtaB Habopa BkntouyaeT peareHT OKO (oTpuuaTesnbHbIi KOHTPO/IbHbLIM 0b6pasen) M BKO B
(BHYTPEHHWI KOHTPO/IbHBIV 0bpaseL);

- Habop nosBosseT uccnenoBatb 06pasubl 06vemom He meHee 100 mMKn;
- Habop no3Bo/sfeT NPOBOAUTbL 3/10UMNI0 oYMLeHHoM PHK B 06beme He meHee 50 mKn.

BHUMAHUE! Mpu wucnonb3oBaHuu HabopoB ana 3skcTpakumm [AHK/PHK apyrux npowssogutenei,
HeobxoAMMO [OMOJIHUTENBHO MNpuobpectn Habop peareHToB «MarHollpaiim® BET» ¢opmbl Bbinycka
«®opmat KoHTponum». PeareHT BKO B cnepyer nobaBnsTb BO Bce uccieayemblie 0bpaslbl, a TaKXe B
oTpuLaTENIbHbIA KOHTPOJIbHbLINM 06pa3sel, (OKO).

6.3.2. [lononHuTeNnbHblEe MaTepurasbl U 06opyaoBaHue, Heobxoanmble Ana aKkcTpakumm PHK, — cornacHo

MHCTPYKLMM K Habopy peareHToB Aa SKCTpakumm PHK.

6.4. AMnanduKauma, AeTeKuUa NPOAYKTOB amnaudpuKauuum, aHanus UM UHTepnpetauums
pe3ynbTaTos

6.4.1. OaHopa30Bble NoANNpPonMUNeHoBble NPobupKku, ceobogHble ot IHKa3/PHKas, cheayowmx sBnaos:

- 3aBMHYMBAOLLMECA MPOBUPKM U KPLIWKKM K HUM MAKN NIOTHO 3aKpblBakoLlmeca Npobupkm obbemom
1,5-2,0 mn — Ans NpUroToBAEHMA PEaKLUUMOHHOM CMecCH;

- TOHKOCTeHHble npobupkn pgna MUP obbemom 0,2 MA C BbINYKAON WAW MAOCKON OMNTUYECKM
NPO3PaYHON KPbIWKOM Uan npobupkn obbvemom 0,2 ma B CTpMnax nNo 8 WT. ¢ NPO3pPayYHbIMU KPbILLKaMU —
ans nposegeHua MUP npy ncnonb3oBaHnn amnanduKaTopa NAaHLWETHOro TUNa;

- TOHKOCTeHHble Npobupku gna MUP o6bemom 0,2 M € NAOCKON KpbIWKOW nam npobupku ana MLP
obbemom 0,1 mn B cTpunax no 4 wWT. C KpblWwKamu — gna nposegeHus MUP npu mMcnonbsoBaHuu
amnamduKkaTopa poTOPHOro TMna.

6.4.2. OaHoOpa30oBble HaKOHeYHWKKM, csoboaHble oT [HKas/PHKas, ana po3atopos nepemeHHoro
obbema ¢ punbTpom A0 100 mKn.

6.4.3. lTatTnebl ana npobupok obvemom 0,2 mn mam 0,1 mn (B COOTBETCTBUMM C WCMNO/b3yeMbIMU
npobupkamu ans MNLUP).

6.4.4. Bokc abakTepuanbHoI Bo3ayLwHoM cpeapl (MLP-60Kc).
6.4.5. LleHTpudyra-sopTeKc.
6.4.6. ABTOMaTMYeCKMe A03aTOPbl NepeMEHHOro 06bema.

6.4.7. CTaHUMA aBTOMaTM4eCcKan moaynem gna npurotoBneHmnA n 4o3nMpoBaHnNA PeaKLMOHHbIX cmecei
M KOMNNEKT pPaCXOo4HbIX maTepnasioB K Hel cornacHo MHCTPYKLUUN npOM3BOp,MTEIIﬂ - B C/aiy4dae
NPUroToBNEHNA PEAKUNOHHDBIX CMecel C UCno/ib30BaHMEM aBTOMATUYECKOM CTaHuun.

6.4.8. NMporpammupyembiii aMnaMGUKATOP POTOPHOTO WM MAAHLIETHOrO TUMA C CUCTEMOM AeTeKuuu
bNYOpPeCcUEeHTHOrO CUTHana B PEeXUMME «PeasbHOro BpPeMEeHW», COOTBETCTBYIOWMA  cneaytowmm
TpeboBaHMAM:

- Hanmuue AByx U 6bonee He3aBMCMMbIX KaHanoB ¢yopecueHTHOM aetekumun ana ¢ayopodopos R6G
n Cy5 c xapaKTepucTuKamu, yKasaHHbiMK B Tabanue 4:
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Tabnunua 4
Tpebyemble XxapaKTepuCTUKK KaHanoB ¢piyopecueHTHOM aeTeKkuun

ANUHbI BONH, HM

KaHan ana ¢pnyopodopa Bo3byxaeHus [eTteKkuuun
MuHumym Makcumym MuHumym Makcumym
R6G 515 532 545 580
Cy5 620 640 660 690

- ona NnpubopoB NAAHLLETHOrO TUMNa BEPXHAA FPaHULA TeEMNEpPaTYPHOro AnanasoHa He meHee 99 °C;
- TOYHOCTb NoaAepaHuA TemnepaTypbl < £0,5 °C;

- CKopocTb HarpeBa He meHee 1,5 °C/cek;

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

6.4.9. X0n104UIbHUK C MOPO3UJIbHOM KaMepoi, noaaepK1BatoLeit TeMnepaTypHbIA PeXXUm OT MUHYC
24 °C po muHyc 16 °C.

6.4.10. OTaenbHbIA  XanaT, LWanoykM, o06yBb W O0AHOPa30Bble MepyaTKM B COOTBETCTBUM C
MY 1.3.2569-09.

6.4.11. EMKocTb Ana c6poca HaKOHEYHUKOB.

7. UCCNEAYEMbIXA MATEPUAN

MaTtepuanom ans UCCNenoBaHNA CYKUT:

— ¢eKkanuu;

— COCKODOHbII maTepuan Uamn oTaenaemoe CIM3UCTON 060104KMN NPAMOIN KULLKKM (peKTasibHble Ma3Ku);
— MNnasma Kposu;

— aCuUnUTn4ecCKkaa XNOKoCTb.

7.1. B3ATue 1 TPAHCNOPTUPOBKA UCCieayemMoro matepuana

Mcnonb3oBaTb Npobbl dpekanuii maccoit (o6bemom) npumepHo 1 — 3 r (1 — 3 mn). MepeHectn npoby B
KonnyectBe 1 r (1 mn) oTAeNbHbBIM HAKOHEYHUMKOM C GUABTPOM WM OAHOPA30BbLIM LIMaTENEeM B
CTEePUNbHbBIA KOHTENHED.

Ycnosua xpaHeHUs 1 nepeBo3kn 06pasLoB.:
— npu Temnepatype ot 20 o 25 °C — B TeyeHue 6 4acos;
— npuTemnepaTtype oT 2 Ao 8 °C — B TeYeHne 3 CyTOK;
—  npu TemnepaType oT MUHYC 24 o muHyc 16 °C — B TeueHue 7 CyTOK.
BHMMAHMUE! lonycKkaeTca TONbKO OAHOKPATHOE 3aMOpa*KMBaHUe-oTTanBaHMe matepumana.

B3ATMe COCKOBHOro maTtepuana uam oTAeNAeMoro C/IM3UCTo 060104UKM NPAMOI KULLKK (peKTaNbHble
MasKM) NpoBoaAT NyTem BBEAEHWA 30HAA B 3a4HUIA NPOXOA Ha rybuHy 4 — 5 cM, akKypaTHO BPaLLLan 30HA,
BOKPYr ocu, cobupatoT maTepuan Ha 30HA, OCTOPOXKHO W3B/AEKAlOT 30HA. lepeHocAT 30HA B NPOBUPKY C
TPaHCNOPTHOM cpeno.

BuonorMyecknii matepuasn, NOMELLEHHbIM B TPAHCMOPTHYIO cpeay, XPaHUTb W TPaHCNOPTMPOBaTb
COrNacHo cieayrowmm TpeboBaHNAM:
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—  Npu KomHaTHoM TemnepaTtype (80 25 °C) — He 6bonee 28 cyToK;
— npu Temnepatype ot 2 Ao 8 °C — B TeyeHune 4 mecaLes;
—  npu TemnepaType oT MUHYC 24 o muHyc 16 °C — B TeuyeHune 1 roaa;
— Npu TemnepaType He Bbiwe MUHYC 68 °C — ANINTENbHO;
NGO COrNacHO MHCTPYKLUMM K UCNONb3YEMOWN TPAHCNOPTHOM cpeae.
BHUMAHMUE! JonycKaeTcs TONbKO OAHOKPATHOE 3aMopakKMBaHWeE-OTTanBaHNE MmaTepuana.

B3ATMe BEHO3HOM KPOBM NPOBOAMUTCA NOC/e AJIUTENbHOIO ro/104aHNA (He meHee 6 YacoB) B NPOBUPKY €
aHTUKoArynsaHTom (pactesopom I4TA nau uuTpaTta HaTpwmsa).

Ona  TWaTenbHOro nepemelnBaHNA KPOBU C aHTUKOAryJIaHTOM HeobXoAMMO HEeCKONbKO pas
nepesepHyTb NPOBUpPKY.

JonycKaeTcs xpaHeHMe 06pa3LoB Le/IbHOW KpoBU A0 nposeaeHus MNLUP-uccnegoBaHus:
— npu temnepatype ot 20 go 25 °C — B TeueHmne 6 4acoB C MOMEHTA NOJIyYEeHUA MaTEPUNANa;
— npu Ttemnepatype oT 2 4o 8 °C — B Te4eHue 2 CYTOK.

BHMMAHMUE! Heponyctnmo 3amoparkmMBaHue o6pasLoB LeibHOW KPOBM.

ACUMTUYECKAA KUOKOCTb, MNOJIyYeHHasa NpW NyHKUMW GPIOWHOM MNOAOCTM OAHOPA30BbLIM LUMNPULLOM,
oTbupaeTca B CTEPU/IbHLIN KOHTeHep ob6bemom 60 ma. Mpu aTom weHTpudyrnpoBaHue He TpebyeTtca. Ona
nccneaoBaHuA oTbOMPatoT XKMAKOCTb be3 CrycTkos.

[JonyckaeTca xpaHeHWe 06pasL,oB XKnAKocTM Ao nposeaeHus MNLUP-nccnegosaxmsa:
— NPV KOMHATHOM TemnepaType — B Te4yeHune 6 4acos;

— npuTemnepartype ot 2 o 8 °C — B Te4yeHune 1 cyToK;

— npu TemnepaType oT MUHyc 24 go muHyc 16 °C — B TeueHune 1 mecaua;

— Npu TemnepaType He Bbiwe MUHYC 68 °C — anmMTenbHo.

BHUMAHMUE! JonycKkaeTca TONbKO OAHOKPATHOE 3aMopakMBaHMe-0TTanBaHNE MmaTepuana.

7.2. NoarotoBKka matepuana K uccnenoBaHuto

Mpu nccnenoBaHUM HaTUBHDBIX peKanuii 6e3 NpeaecTBYIOLLEr0 3aMOPaXKMBAHUA rOTOBAT deKanbHYo
cycneHsmio (Npu BOOAHWUCTOM KOHCUCTEHUMWU deKanuin NpUroToBaeHue cycrneHsunm He Tpebyetcsa). B
npobupky obbemom 1,5 ma, cogepxawyto 0,8 mn ¢ocdatHo-conesoro bydepa (MAnM cTepuabHOrO
M30TOHMYECKOro PacTBOPa HATPUA X0pPUAa), OTAEbHBIM HAKOHEYHUKOM C GUABTPOM (MM OAHOPA30BbLIM
wnatenem) sHectn 0,1 r (0,1 mn) dpekanmit 1 TwaTeNbHO pecycneHAMpoBaTb Ha BopTeKce A0 o6pa3oBaHuA
rOMOT€HHOW CycneH3uu.

CycneHsuto dekannin ueHTpudyrnpyroT npm 7 — 12 Tbic. g B TeyeHMe 5 MUH. Micnonb3ys HAKOHEYHUK C
dunbTpOMm, N3 NPobmpkn otobpatb 100 MK HAZOCALOUHOM KULKOCTU.

OTobpaHHyl0 4YacTb Npobbl MepeHecTM B HOBYKD NPOOGMPKY M UCNOAb30BaTb AN MNPOBeAeHUs
aKcTpakumum PHK. JonyckaeTca pa3segeHue cynepHataHTa ¢ocdaTHO-cosieBbiM bydhepom B COOTHOLLIEHUM
1:1 B cnyyae nosayyeHuAa HeBanuAaHbIX pesynbtatoB MLUP-uccnenoBaHus m3-3a MHIMBMpPOBaHUA peaKkumu
amnandukaumm.

MpyY HEBO3MOMHOCTN UCCNEeA0BaHNA MaTepuana B Te4eHne CyToK u/mam HeobxoAnMmocCTH AUTENLHOIO
XPaHEHUs K NPUroTOBAEHHOM cycneHsun dekanuii 0obaBuUTb MULEPUH B KOHEYHOM KOHUEHTpauuu
15 — 20 %. MNocne TwaTenbHOW rOMOreHM3aumMmn n aKCNo3nLUmMn ¢ ramuepuHom B TedeHmne 30 — 40 MUH Npobbl
3aMOpPO3UTb.
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Ycnosus xpaHeHua npeaBaputesibHo 06paboTaHHbIX Npob:
— Npu Temnepatype oT MUHYC 24 a0 MuHyc 16 °C — B TeueHne 1 Hegenu;
— npu Temnepatype MmHyc 68 °C — ganTenbHoO.

Ons nonyyeHWs naasmbl KPOBU MNPOOUPKM C LENbHOM KpPOBbl UeHTpUdyrnpytoT 20 MUHYT nNpu
800 -1600 g (3000 06./MW1H) npn KOomHaTHOM TemnepaTtype. 3atem OTOMpalOT MAasmy B KoaMyecTse
He meHee 1 MA C MCMNO/Ib30OBaHMEM OTAENbHOrO ANA Kaxgoro obpasua HaKoOHeYHMKa ¢ GUNLTPOM B
CTepubHble NpPobupkn obbemom 1,5 nam 2,0 mn.

JonyckaeTcsa xpaHeHe 06pasLoB Naasmbl Kposu Ao nposedeHua MUP-uccneaoBaHms:
— npuTemnepatype ot 2 Ao 8 °C — B TeYeHne 3 CyTOK;

— Npu TemnepaTtype oT MUHYC 24 a0 MuHyc 16 °C — B TeueHue roaa;

— Npu TemnepaType He Bbiwe MUHYC 68 °C — AnnuTenbHo.

O6pasubl aCUUTUUYECKOMN }KUAKOCTU 1 COCKOBHOro matepuana Uuam oT4eNaemMmoro C/im3ucToit 060104Ku
NPAMOWN KULLKK (peKTanbHble Ma3KKu) NCnoib3yroTca 6e3 npeasapuTenbHON NOATOTOBKMU.

8. NPOBEAEHUE UCCNEAOBAHUA

WccneposaHme A0MKHO NPOBOAMUTLCA NPU HOPMa/bHbIX MOKa3aTeNAX MUKPOKAMMaTa nabopatopun’:
— TemnepaTtypa oKpyKatouiero sosayxa ot 20 °C go 28 °C;

— OTHOCUTEe/NIbHaA BaaxKHocTb 40 — 75%.

8.1. Ikcrpakuua PHK ns nucchegyemoro marepuana

Ona skctpakumn PHK ucnonb3oBatb Habopbl peareHToB, peKOomMeHAOBaHHble [lpoussoauTenem B
pasgene «lonosHMTenbHoe 06opyaoBaHMe U MmaTepuanbly». NopasoK paboTbl ¢ Habopamu Ana IKCTPaKLMK
PHK cmoTpuTe B MHCTPYKLMUM NO UX NPUMEHEHMUIO.

Kaxgas rpynna sKcTparMpyembix 06pasLoB A0/XKHA CONPOBOXAATHCA NMOCTAaHOBKOW OTPULLATENbHOMO
KOHTponbHoro obpasua (OKO)* B oaHom nosTope. Mpu nposeaeHun sKkcTpakuum PHK, Bo Bce npobbl
cnefyeT BHOCUTb BHYTPEHHUI KOHTPO/bHbIN 0bpasey, (BKO B).

B npouecce akcTpakumm PHK ncnonb3oBath cnegytolme o6bembl peareHToB M nccaeayembix obpasuos:
— obbem uccnegyemoro obpasua’ — 100 MKa B npobupKmM ans uccieayembix 06pasuos;

— obbem peareHTa BKOB — 10 MKA B Ka)Kaylo NpobUPKY C uccnesyembliMU M KOHTPOAbHbIM
obpasuamu;

— 06bem peareHTa OKO — 100 mKn B npobupky ana OKO;

— obbem peareHTa, ucnonbsyemoro gna snwouum PHK, — 50 mkn (npu mcnonb3osaHun Habopa ans
akcTpakumm OHK/PHK «AmnanMpaiim® PUBO-npen BET»), nam 100 mka (npu ncnonb3osaHumn Habopa ans
aKcTpakumm AHK/PHK «MarHolMpaiim® BET»), nam 50 — 100 mKka (npun ncnonb3osaHum apyroro Habopa ana
SKCTPaKLMM COFNACHO MHCTPYKLMU K HEMY).

3YKasaHbl O0ONYCTUMblE HOPMblI TemnepaTypbl M OTHOCMTENbHOM BNAKHOCTM BO3dyxa B paboueit 30He
NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBUM C TpeboBaHuMamM [OCT 12.1.005-88 «Cuctema CTaHOapTOB
6e3onacHocTv Tpyaa. ObLne caHUTapHO-FMrMeHnYecKkme TpeboBaHMA K BO3AyXy paboyeit 30HbI».

4 BxoguT B cocTaB Habopa, pekomeH40BaHHOro MpounssoanTenem A8 NPOBEAEHNA IKCTPAKLMMN HYKIEUHOBbIX KMCNOT.
> Ina HeKoTopbIX BMAOB 0b6pasuos TpebyeTca npeasapuTenbHas MNOArOTOBKa COrNacHo pasgeny «Mccnemyembiin
maTepuany.
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8.2. NoarotoBKa peareHtos gaa OT-MLUP

BHUMAHUE! KomMnoHeHTbl peakuMOHHOMW CMecu c/eayeT CMeluBaTb HenocpeacTBEHHO nepej,
nposegeHnem OT-TILLP.

BHUMAHUE! B cnyyae npurotoBNeHUA PEaAKLMOHHON CMeCU C MOMOLLbD aBTOMATUYECKOM CTaHLUMu
cnepyiTe yKasaHUAM MHCTPYKLUKW MO ee UCMO/Ib30BaHMIO.

8.2.1. Paccuntatb obbembl MUP-cmecn Cor F/C, Bydepa B u Peseprtasbl R, Tpebytouwmeca ans
NPUroTOBNAEHUA PeaKLMOHHOM cmecn (cm. Tabamuy 5). Cmecb roToBUTb Ha obLLee YMCAO Uccaeayemblx U
KOHTPOAbHbIX 06pa3L0B NOC 3anac He MeHee YeM Ha OZHY peaKLMIo.

Tabnuua 5
PacueT 06bemoB KOMNOHEHTOB Ana peaKLI,VIOHHOﬁ cmecu
PeareHT 06bem, MKn 0O603HauyeHusn
MuP-cmeck Cor F/C 10,0*(N+1)
Bydep B 5,0%(N+1) N — KosimyecTBo 06pasuos PHK, nosyyeHHbIX Ha 3Tane
3KCTPAKLUMK, BKILOYAA KOHTPOAMU.
PesepTasa R 0,25*(N+1)

8.2.2. Pazamopo3unTb cogeprkmumoe npobupok. MepemewaTb copep:kmumoe npodbupok ¢ MUP-cmecbio
Cor F/C n bydepom B Ha BopTekce. OcaauTb Kamiu co cTeHOK npobupok c MUP-cmecbio Cor F/C,
bydepom B 1 PeBepTaszoii R KpaTKum LeHTpUdyruposaHmem.

8.2.3. MpUrotoBUTb peaKkLMOHHYIO CMeCb B OTAENbHOM Npobupke, A06aBMB KOMMNOHEHTbl B 06bemMax,
paccumTaHHbix B n.8.2.1. [lepemewatb CcMeCb Ha BOpTEKCe WU 0CaAUTb KanNauM  KpPaTKUM
ueHTpudyruposaHmem.

8.2.4. OTobpaTh HeobxogMmoe KO/AMYecTBO NpobuMpoKk wmam cTpunos Aana nposeaeHus OT-MUP
uccneayemblXx U KOHTPOJIbHbIX 06pasLLoB, MOJYYEHHbIX Ha 3Tane 3KCTpakuuu. Bbibop npobupok ans
amnaMduKaunmn 3aBUCUT OT UCMOb3YEMOTO aMnAMPUKATOPa C CUCTEMOM AETEKLMN B PEXUME «PEANBHOTO
BpemeHm».

8.2.5. BHecTn B NpobupKn no 15 MK NpUroToBJeHHOM peaKLMOHHOMN CMecH.

BHMMAHMUE! Hencnonb3oBaHHble OCTAaTKMN PEaKLMOHHOM CMECU XPaHEHWUIO HE NOANEKaT.

8.3. BHeceHue npo6 PHK, npoBegeHne amnnnpuKaumm n getekumm

BHUMAHMUE! Mpn pobasneHnn npob PHK, akcTparMpoBaHHbIX C MOMOLLbD HAabopoB peareHTOB A4A
NpoBeAEHUA IKCTPAKLUM METOAOM COpPbLMM Ha CUAMKArene MAM MArHUTHOW cenapaumu, Heobxoanmo
nsberatb NnonagaHMaA copbeHTa B PEaKLMOHHYIO CMECh.

8.3.1. BHectT B nNOAroTOB/EHHble NPOBMPKU C peakuMoHHoMW cmecbto no 10 mkn npo6 PHK,
MOJIy4EeHHbIX B pe3y/ibTaTe SKCTPAKLMMN.

8.3.2. BHecTu KOHTpPObHble 06pasLbl:

a) nonoXutenbHblii KoHTponb MUP (MK) — B npobupKy C peakUuMOHHOM cMecbio BHecTU 10 MKn
peareHTa MKO Cor F/C.

6) oTpuUaTeNbHbIi KOHTPOb 3KCcTpaKuum (OK) — B NpoBUPKY C peakUMOHHOMN CMecbio BHeCTM 10 MKA
npobbl, aKcTparMposaHHoM ns OKO.

B) oTpuuaTenbHblii KoHTponb MUP (K-) — B nNpobupKy C peakuMOHHOM cmecbio BHecTM 10 mKn
peareHTa K-.
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8.3.3. 3anporpammmnpoBaTb aMnINPUKATOP C CUCTEMON AETEKUUU B PEXUME «PeanbHOro BPEMEHU»
ONA  BbINONHEHWA «EguHOM» nporpammbl amnavduKkaumm u  getekumn GAyopecLeHTHOro CuUrHana

(cm Tabnnuy 6).
Tabnuua 6
EguHana nporpamma amnandpuKaumm u getekumm GayopecueHTHOro CurHana
o Jetekuuna no KaHanam AnA Konunuecteo
Linukn Temnepartypa, °C Bpemsa dnyopodopos T

1 50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20c R6G, Cy5

8.3.4. YCTaHOBMUTb NPOBMPKM UM CTPUNbI B AYENKM PEAKLLMOHHOTO Mogyna npubopa.

MpumeyaHue: Heob6x0AMMO nepes NMoCTaHOBKOM B ammnaMdUKaTOp NAaHLWETHOro TMMna OCaauTb Kamau co
CTEHOK NPOBUPOK KPaTKUM LLeHTpUdYrMpoBaHMEM.

8.3.5. 3anycTuTb BbINOJIHEHME NPOrPamMmmbl amnandpuKaumm c aetekumnen GbayopecueHTHOro cCurHana.

8.3.6. MMpnbop npoBoAUT perncTpaunio ¢GAyopecueHTHOro CurHana aBTOMATUUYECKM B perkume
«peanbHOro BpeMeHm».

8.4. AHanu3 n 06paboTKa pe3yabTaTos
AHanus 1 06paboTKy pe3ybTaToB MOMKHO NPOBOAUTD:

— B AaBTOMATMYECKOM peXuMe C WCMoAb30BaHMEM MporpamMmmHoro obecneyeHma FRT-Manager
(000 «UNC», Poccus), BbIBpaB METOAMKY, YKa3aHHYIO BO BKAagbllwe, Npuiaraemom K Habopy;

— B PYYHOM pexuMme C MOMOLLbD NporpammHoro obecneyeHua npubopa, UcNosblyemoro And
nposegeHua OT-MUP c geTekuuelr B pexume «peasbHOro BPEMEHM», COMNACHO MHCTPYKLMW MO €ero
NPUMEHEHUIO, UHCTPYKLMKU NO NPUMEHEHUIO Habopa 1 KpaTKOMY PyKOBOACTBY, Npuaaraemomy K Habopy.

BHUMAHMUE! O6paboTKy gaHHbIX (GyopecueHTHbIX KPpMBBIX), MONYYEHHbIX B MPOrpaMmHOM obecrneyeHnu
npubopa, ucnosnbsyemoro ana nposegeHuna OT-TILP ¢ geTekumen B pexkume «peasnbHOro BPeEMEHWU»,
NPOBOAMUTH COFIACHO MHCTPYKLUUM NO €F0 MPUMEHEHMUIO.

O6paboTKa 1 pacyeT pe3ynbTaToB NPOUCXOAUT Ha OCHOBAHUW HaMUUA (MW OTCYTCTBUA) NepeceyeHuns
KpuBol dnyopecueHuUmm S-obpasHoi (cMrmoobpasHoit) Gpopmbl C YCTAaHOBNEHHOM Ha COOTBETCTBYIOLLEM
YPOBHE MOPOroBoOi IMHUEN, YTO onpeaensaeT Haamuune (M oTcyTCTBME) ANA AaHHOM Npobbl PHK 3HayeHus
noporosoro uukna (Ct) B cooTsertcTBylowWwei rpade Tabauubl pesynbtatoB. MapameTpbl 06paboTKM
bNyopecLLEeHTHbIX KPMBbIX 3aBUCAT OT UCMOJIb3yeMOM Moaenn amnindurKaTopa.

Kpusble HakonieHusa ¢NYOPecUEeHTHOrO CUrHana aHaAuM3MpyroTCca Mo 2-M  KaHanam JeTekuuu
(cm. Tabnnuy 7).

Tabnuua 7
Jdetekuuna ¢payopecueHTHOro CMrHana

Kanan gna ¢pnyopodopa R6G® Cy5

KOHK, cuHTe3npoBaHHasa Ha maTpuue

PHK kopoHaBupyca Kolwek 1 cobak AHK BKO

MpoayKT amnandukaunm

& NeTekuusa curHana ana dnyopodopa R6G ocyllecTBAAETCA NO KaHany AeTeKUuuWU ANA aHanormuHbIX Gpayopodopos
HEX, JOE, Yellow.
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8.5. UHTepnpeTauua pe3ynbTaToB
MHTepnpeTaunto pes3ynbTaToB NPOBOAAT B ABYX BapUaHTax:

— BPYYHYHO B COOTBETCTBUM C Tabsavuen 9 M KpaTKUM PYKOBOACTBOM, MpuiaraembiMm K Habopy.
Pe3ynbTaT uUcCCnegoBaHUA CUMTAKOT AOCTOBEPHbIM, €CAW pPe3y/ibTaTbl, MOJIYyYEeHHble A1 KOHTPO/IbHbIX
06pa3L 0B, COOTBETCTBYIOT KPUTEPUAM BaNNAHOCTM, YKa3aHHbIM B Tabanue 8 U B KPaTKOM PYKOBOACTBE,
npunaraemom K Habopy;

— B aBTOMAaTMYECKOM peXMme C WCNoJsib3oBaHMem nporpammHoro obecnedveHua FRT-Manager
(000 «UNC», Poccun), BbIBPaB METOAMKY, YKa3aHHYIO BO BK/Aagplle, npuiaraemMom K Habopy. Kputepum
Ba/MAHOCTA Pe3y/ibTaToB, MNOJYYEHHbIX AR KOHTPO/EN, U anropuTm MHTepnpeTauumn pesynbTaToB A/A
nccnegyembix 06pasyoB, UCNOJIb3yemble B NPOrpaMmMHOM obecneyeHnn, npeacrasiaeHbl B Tabavuax 8 1 9
COOTBETCTBEHHO, M B KPAaTKOM PYKOBOZCTBE, NpUIaraeMom K Habopy.

Tabnuua 8

Kputepuu BanngHoCTU ANA KOHTPO/IbHbIX 06pa3L,oB
3HaueHue Noporoeoro uukna (Ct) ana amnandukaTopos
KoHTponb POTOPHOro / NNaHWETHOro TUNOB NO KaHany ans ¢ayopodopa
R6G Cy5

OnpegeneHo 3HaveHume Ct

MKO Cor F/C (NoN0XNTENbHbIN KOHTPOb) 5
He Bbile rPaHUYHOro

OTcyTcTBYyeT

OnpepeneHo 3HavyeHue Ct
He Bblle rPaHNYHOro

K- (oTpuuaTtenbHbii KoHTPob MLP) OTcyTcTByeT OTcyTcTBYeT

OKO (oTpuuaTenbHbIit KOHTPObHbIN 06pa3seL) OTcyTcTByeT

Tabnuua 9
MHTepnpeTauua pe3ynbTaToB ANA Uccneayembix ob6pasu,os
Pe3ynbTatbl (3HaueHMne noporosoro yukna (Ct) gna npubopos
POTOPHOro / NNAHLWETHOrO TUMNOB)

3HaueHue Ct no KaHany gna ¢nyopodopa R6G oTcyrcTByeT, npu
3TOoM 3HauyeHue Ct no KaHany ana payopodopa Cy5 onpegeneHo He
BblLLE FPaHUYHOrO’.

UHTepnpertauma

PHK kopoHaBupyca Kowek u cobak
He obHapyKeHa

3HaueHue Ct no KaHany ans ¢nyopodopa R6G onpegeneHo. Mpu
3TOM KpuBaa dayopecueHUMN AaHHOW Npobbl NO JAaHHOMY KaHany
nepecekaetT MOPOrOBYID JIMHWIO HA Y4YaCTKe XapaKTepHOro
3KCNOHeHUManbHoro nogbema dnyopecueHumn. 3HadyeHue Ct no
KaHany ans payopodopa Cy5 onpeaeneHo Uam oTcyTcreyer.

PHK KopoHaBupyca KolueK u cobak
o6HapyKeHa

3HaueHue Ct no KaHany gns ¢nyopodopa R6G oTcyrcTByer, npu
3Tom 3HadeHue Ct no KaHany gns ¢ayopodopa Cy5 onpeaeneHo
BblLle FPAHUYHOIO U/ OTCYTCTBYET.

HesanugHbin!
C6oii BKO! TpebyeTca noBTOpUTb aHaNM3

8.6. Bo3amoKHble oWnbKu

8.6.1. ins nccnegyemoro obpasua onpeaeneHo 3HayeHue NMopPoroBoro LMKAa, Npu 3TOM Ha rpaduke
dbnyopecLeHUUN OTCYTCTBYET YYACTOK XapPaKTEPHOrO 3KCMOHEHLMaNbHOrO nogbema (rpaduk npeacrasnser
coboli NpubAnsuTenbHO NPAMY0 ANHWUIO). Heobxogumo NpoBepuTb MPaBUIbHOCTbL BbIGPAHHOINO YPOBHS
NMOPOroBOW IMHUM UAU MAPAMETPOB pacyeTa 6a3oBON MHUKN. Ecan pe3ysbTaT NosiyyeH Npu NpaBubHOM
YPOBHE MOpPOroBor AWHUKM (6a3oBoW NMHUK), TpebyeTcAa noBTopHO nposect OT-MUP v petekunto ans
aToro obpasua.

8.6.2. MpuymHamu nonayyeHus HesanmgHoro pesynbtata OT-MUP moryT 6biTb OWMOKM NPKU SKCTPAKLMK
HYKNEWHOBbIX KMCMOT UAN Hannune MHrnbutopos. TpebyeTcs NOBTOPHO NPOBECTU UCCNef0BaHWE AAHHOMO
06pa3La, HauMHasA C 3Tana SKCTPAKUMWU HYKJEMHOBbIX KUCNOT. B cayyae BOCMPOM3BOAMMOrO pesy/bTaTta
pekomeHAayeTcA NOBTOPHO MpoBecTM 3abop, nNpeaBapuTeNbHyt MOATOTOBKY W UCCNefoBaHWe
61onornyeckoro matepmana.

7 TpaHnuHble 3HadeHns Ct yKasaHbl B KPaTKOM PYKOBOACTBE, NpuaaraeMom K Habopy.
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8.6.3. lna oTpuUUATENBHOrO KOHTPO/AbHOro ob6pasua (OKO) no kaHany ana d¢nayopodopa R6G
onpeaeneHo 3HayeHue noporosoro uUuMkna (Ct). BepoATHa KOHTaMMHaumsa fabopaTopuu MNpoayKTamu
aMNANPUKALMM MAN KOHTAMMHALMA Ha KakoM-anbo 3Tane uccnenoBaHusa. HeobxoamMmo npeanpuHATb
Mepbl NO BbIABAEHUIO U JIMKBUAALMN UCTOYHMKA KOHTaMWMHAUMKU U MOBTOPUTL UCCneaoBaHWe ANA Bcex
06pa3LoB, HA4YMHaA ¢ 3Tana aKcTpakumm PHK.

8.6.4. lna oTpuuatenbHoro KoHtpona MUP (K-) no kaHanam gna ¢ényopodopos R6G u /uam Cys
onpeaeneHbl 3Ha4YeHUs MOporosbix UMKAOB (Ct). BeposTHa KOHTaMMHauusa nabopatopuun npopyKTamu
amnanduKkaumMm MAM KOHTaMMHauuA peareHToB Ha 3tane [UP. Heobxoaumo npeanpuHATL mMepbl Mo
BbIABNIEHUIO U JINKBMAALMM UCTOYHMKA KOHTaMWHAUMK U NOBTOPUTbL MCCAefoBaHMe ANnA Bcex 06pasLos,
HaumMHaA c aTana MNLUP.

8.6.5. ina mnccnepyemoro obpasla OTCYTCTByeT 3HayeHMe noporosoro umkna (Ct) no kaHanam ans
dnyopodopos R6G 1 Cy5, uTo cBUAETENLCTBYET O HEKAYECTBEHHOM NPOBEAEHUM SKCTPAKLUMN HYKNENHOBBIX
KUCNOT WM HaNU4MM MHIM6UTOpOB. TpebyeTcs MOBTOPHO MPOBECTM UCC/efoBaHWE AaHHOro obpasua,
HauMHasA C 3Tana SKCTPaKLMM HYKNEMHOBbLIX KWUCNOT. B c/lyyae BOCMPOM3BOAMMOrO pe3y/bTaTa
peKkomeHAayeTca NOBTOPHO NpoBecTu 3abop, NpeaBapuTenbHYO NOATOTOBKY U nccneaosBaHue obpasua.

9. ®YHKUMOHA/TIbHbIE XAPAKTEPUCTUKU HABOPA

9.1. AHaAUTUYECKana YyBCTBUTE/IbHOCTb

AHanuTMyeckas 4JyBCTBUTE/NIbHOCTb Habopa «Amnaulpaiim® KopoHasupyc MOM» cocrasnser
1,0x10% konuii/mn gna PHK kopoHasupyca Kowek u cobak (cm. Tabauuy 10). 3HaueHne XapaKTepucTuKM
[ocTuraeTcs npu cobaogeHnM Npasua, ykasaHHbIX B pasgene «Mccnesyemblii matepumany.

Tabanuya 10
AHanuTUyecKkan YyBCTBUTE/IbHOCTb Habopa
Bupyc AHanuTUYECKan YyBCTBUTENbHOCTb, KONUit/mn

Feline coronavirus / Canine coronavirus 1,0x103

9.2. AHanuTUYecKana cneunPuUUYHOCTb
Habop peareHToB 06HapyxunBaeT pparmeHTbl PHK KopoHaBupyca Kolwek 1 cobak.

AHanutuyeckaa cneunoudHoctb Habopa oueHuBanacb TectMpoBaHvem HK MMUKpoopraHusmos w
BUPYCOB (cM. Tabauuy 11). HK MMKPOOPraHM3moB 1 BUPYCOB B KOHLEHTPaLMKN He meHee 1,0x10° konuii/mn,
BHOCUAN B 06pasLbl 6MONOrMUECKOro MaTepuana, He coaepKallme onpeaensemble ¢ NOmMolLbio Habopa
PHK KopoHaBuMpyca KoleK u cobak.

Tabnunuya 11
MuKpoopraHM3ambl U BUPYCbl, UCNOJIb3yemble A8 OLEeHKU aHaIMTUYecKoi cneundmnyHoCcTH

MuKpoopraHusmbl U BUPYCbI

Canine Parvovirus (CPV) Staphylococcus aureus
Feline Panleukopenia Virus (FPV) Yersinia jejuni
Clostridium perfringens Escherichia coli

Mpu TecTupoBaHuM o06pasyos HK  BbllenepeyncieHHbIX MWKPOOPraHM3MOB W BUPYCOB C
MCMo/Ib30BaHNEM Habopa NepeKPecTHbIX peaKL it BbiBIeHO He 6bis10.
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10. YCNoBUA XPAHEHUA, TPAHCMTOPTUPOBAHUA U MPUMEHEHUA HABOPA

10.1. CpoK rogHOCTH

Cpok rogHoctn Habopa cocTaBnseT 12 mecaues OT AaTbl U3roToBaeHUA. Mocne BCKPbITUSA peareHTbl
MCMONb30BaTb A0 UCTEYEHMA CPOKa rogHOCTM Habopa. Habop ¢ UCTEKLLIMM CPOKOM FrOAHOCTM MPUMEHEHMIO
He NoaNexuT.

10.2. TpaHcnopTUpoBaHue

Habop TpaHcnoptupoBaTtb Npu Temnepatype oT MuHyc 24 °C go muHyc 16 °C Bcemun BUAAMMU KpPbITbIX
TPAHCMOPTHbIX CPeACTB B TEPMOKOHTEMHEPAX C XN1a403/IEMEHTAMU UM B aBTopedpurKepaTopax.

JonycKaeTcs TpaHcnopTMpoBaHue He 6osiee 3 cyTok npu TemnepaType oT 2 °C ao 8 °C.

Habop, TpaHCNOPTUPOBaHHbIW C HAPYLLEHWEM YKa3aHHOro TeEMMNEePaTypHOro pexKMma, NMPUMEHEHUIO He
NoANEXNT.

10.3. XpaHeHue

Habop xpaHuTb npu Temnepatype oT MuHyc 24 °C o muHyc 16 °C B 3alMLLEHHOM OT CBETa MecTe B
TEeYeHne BCero CPoka rogHocTM Habopa.

PeareHTbl Nocne BCKPLITUA XPaHUTb B TEX Ke YCNOBUAX, YTO U peareHTbl 40 BCKPbITMA. HeBCKpbITbie U
BCKPbITble peareHTbl CTabuibHbl B TEYEHME CPOKA rOAHOCTM, YKAa3aHHOro Ha 3TUKEeTKe, npu cobaogeHum
yKa3aHHbIX YC/I0BUI XpaHeHMA. PeakumoHHasa cmecs, npurotosneHHas us MUP-cmecn Cor F/C, bydepa B u
PeBepTasbl R, XpaHEHUIO HE NOANEKUT.

Habop, XpaHMBLLMIACA C HAPYLLEHMEM YKA3aHHOTO peXKMMa XpaHeHUA, NPUMEHEHMIO HE MOANIEXKHT.

11. TAPAHTUX NPOU3BOAUTENA

Mpon3BoauTENb rapaHTUPYeT COOTBETCTBME XapaKTepPUCTMK Habopa TpeboBaHMAM, YKa3aHHbIM B
TEXHWMYECKOM W IKCNAYaTaUMOHHOM [OOKYMEHTaLuuKW, B TeYeHWe YKa3aHHOro CpoKa roAHOCTM Mpu
cobntoaeHUM BCeX YCA0BUIM TPAHCNIOPTUPOBAHWA, XPAaHEHUA U NPUMEHEHWA.

Peknamaumm Ha KayectBo Habopa «Amnaunlpanm® KopoHasupyc MOM» Hanpasnstb B agpec
npoussoautens 000 «Hekctbmo»: 111394, r. Mocksa, ya. NonumepHas, 8 ctp. 2, Ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

KOHCVJ'IbTaLI,VII-O no paGOTe C Ha60pOM, d TaKXe no BOonpocCam, Kacakouwmnmmca KavyecrtBa H360pa, MOXHO
NONYy4YUTb NO KOHTAKTaM, YKa3aHHbIM Ha od)mu,maanorv\ canTte MNpounssogutena: nextbio.ru.
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12. CUMBO/1bl, UCNOJIb3YEMbIE B AOKYMEHTALUN NPOU3BOAUTENA

REF KaTanoxHbi Homep
LOT Homep cepum
<L
//o\ He gonyckaTb nonagaHuA
~ \ CO/IHEYHOrO cBeTa

Yucno nccneposaHuA

O6paTnUTECh K MHCTPYKLMK NO
NPUMEHEHMIO

2 <
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