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CMUCOK COKPALLEEHUIA U OBO3HAYEHUI

Ct Cycle threshold (noporoBsbiit LMKA)

BKO BHYTPEHHMIN KOHTPO/IbHbIN 0bpasel,

AHK AEe30KCUPUBOHYKNENHOBAA KMCAOTA

PHK PUBOHYKNENHOBAA KMCNOTA

KOHK KomnaemeHtapHaa AHK

[AHKasa ne30KcnprboHyKeasa

PHKaza puboHyKneasa

AHT® ne30KcupurboHykneosnarTpudocdatbl

K- oTpULaTeNbHbIN KOHTpob MLP

HK HYK/IEMHOBbIE KUCNOTbI

OKO OTpULaTeNbHbIN KOHTPObHBIN 06paseL, OTpULATENbHbIN KOHTPOb SKCTPAKLMK
oT-nup nosMmepasHas LenHaa peakumsa c obpaTHOW TpaHCKpUnumen
MNK NOJIOKUTE/IbHBIN KOHTPOJIb

MnupP noiMmMepasHan UernHaa peakumsa

yar ypaumn-AHK-rnmkosmnasa

HAMMEHOBAHUE U3OENUA

Habop peareHToB A/15 BbiABNeHUa PHK Bupyca 61t0TaHra metoaom noiMmepasHoi LenHol peakumum ¢

obpatHou TpaHcKpunuuein (OT-MLP) B pexxume «peanbHOro spemeHmn» «Amnanlpanm® BTV».

Janee no Tekcty ynotpebnnetca KpaTkoe HaumeHoBaHue: Habop peareHToB «Amnnulpaiim® BTV», a

TaKXe CoKpauieHue Habop peareHTos.
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1. HASHAYEHMUE

Habop peareHtoB «Amnamnlpanm® BTV» npegHasHayeH ana BbissneHus PHK Bupyca 6ntoTaHra
(Bluetongue virus, BTV) B npobax LenbHON KPOBM U CNepmbl OT IATEHTHO UHOULMPOBAHHbLIX U BOAbHbIX
KMBOTHbIX, B Npobax naTtosorMyeckoro matepuana (neyeHb, ceneseHKa, cepgue, nerkne, ammeooysnbl) ot
NaBLMX U BbIHYXAEHHO YOUTBIX *KUBOTHbIX, B KPOBOCOCYLLMX HACEKOMbIX, B MHOULMPOBAHHbIX Ky/bTypax
KNEeTOK M KYpUHbIX ambpuoHax metogom OT-MUP c¢ rmbpuamsaumMoHHO-dAyopecueHTHOM aeTekumnen
NPOAYKTOB aMNIMPUKALNM B PEXKUME «PeasibHOrO BPEMEHWN Y,

MaTtepuanom ana nposegeHua [UP cnyxkaT npobbl PHK, akcTparmpoBaHHble M3 McCcaegyemoro
maTepuana C nomolbio HabopoB peareHTOB, PeKOMeHAOBaHHbIX [lpousBoguTenem B pasgene
«JJononHutenbHoe obopyaoBaHME U MaTepUanbI».

2. XAPAKTEPUCTUKU HABOPA

2.1. CoctaB U KOMNNEKTHOCTb

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

Habop paccuntaH Ha nposedeHuMe wuccnegoBaHua 96 06pasuos, BKAKOYaA KOHTpoau. Habop
npeaHasHayeH AN NPoBeAEHUsA peakuum obpaTHOM TpaHCKpUnuumn u amnandukaumm kQHK metogom MLUP
C ™mbpnans3aunmoHHO-PYOPECLEHTHON [AETEKUMEN B peXUMe «PeasibHOro BPEMEHU» U  MOXKET
MCMONb30BaTbCA COBMECTHO C amniMduKaTopamu MNAAHLWETHOroO M pPoTopHoro Tuna. [na npoBegeHus
NOMIHOTO MCcCNeaoBaHMA HeobxoAMMO MCNONb30BaTb Habopbl peareHToB ANA  3KCTpakumm  PHK,
peKkoMeHAOBaHHble B pasgene «JononHuTenbHoe obopygoBaHve M matepuanbl». Habop moxker
MCMONb30BaTbCA COBMECTHO C aBTOMAaTUYECKMMU CTaHUMSAMM ANA NPUrOTOBAEHMA U A03MPOBaHUA
peaKLMOHHbIX CMeceil.

Tabavua 1
CocTaB Habopa
PeareHT O6bem, mn Konunuecrtso OnucaHue

BydepHbiii pactBop co crneunduyeckumn npanmepamm,
MUP-cmecs BTV 1,10 1 npobupka dyopecueHTHO-MeYeHbIMM 30HAaMKU U HTO.

Mpo3payvHasn KNaKoCTb.

bydepHbIli pacTBop ¢ TepmocTabunbHoit AHK-noanmepason
bydep B 0,70 1 npobupka Taq, cynbdatom marHus u ypaumn-AHK-rankosmnnasoi.
Mpo3payHan KMOKocTb.
BydepHbIi pactBop ¢ PHK-3aBucumoit AHK-noanmepasoli.

PesepTtasa R 0,055 1 npobupka
Mpo3payvHasn KNOKocTb.

KO BTV 0,26 1 npo6upka MonoKnUTeNbHbIA KOHTPObHbLIN 06paseL,.
Mpo3payvHasn KNaKoCTb.

K- 0,30 1 npo6upka OTpuuaTenbHbl KOHTpoAb MLP.

Mpo3payHasn XKUAKOCTb.
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Tabnuua 2
KomnneKkTHoCTb Habopa

KomnoHeHT dopmar Konuuecrso

Habop peareHtoB «Amnaunlpanm® BTV» - 1

B 9/IEKTPOHHOM BUAE MO agapecy:
MHCTpYKUMA No npMmeHeHuto Habopa P A Apecy -

nextbio.ru
KpaTkoe pykoBoACTBO N0 NpumMeHeHUto Habopa B BymaxkHom Buge 1
B 9N1E€KTPOHHOM BUAe No agpecy:
MacnopT KayecTBa Ha Habop P A Apecy -
nextbio.ru
Bknaablw Ana aBTomaTMyecKko 06paboTku pesynbTaTos B bymarkHom Buae 1

2.2. MNpuHumMn metoaa

MPUHUMN TECTUPOBAHUS COCTOUT U3 HECKOIbKMX 3TAnoB. Ha nepBoMm 3aTane OCyLLeCTBAAETCA IKCTPaKLMA
PHK 13 06pasuos uccaegyemoro matepmana COBMECTHO C BHYTPEHHUM KOHTPO/IbHbIM 06pasuom (BKO B)L.
Ha BTOpom 3Tane nposBoauTca ofHOBpeMeHHasa amnandukauma KOHK, cuHTesnpoBaHHOM Ha maTpuue
reHomHon PHK Bupyca 6atoTaHra n KAHK, cuHTesnposaHHoM Ha maTpuue PHK BHyTpeHHero KOHTPobHOro
ob6pasua BKO B (MCKYCCTBEHHO CMHTE3MPOBaAHHAA MOCAEAO0BATENbHOCTb), MPM NOMOLWM creundUUHbIX K
3TOMY Y4acTKy nparimepos n pepmeHToB PeBepTasbl R 1 Tag-nosanmepasoi.

JeTekums npoayKkToB ammnavduKaumMm MpPomMcxoguT nytem MamepeHus $GayopecLeHTHOro CUrHana B
peXMme «peasibHOro BPeMeHU» 3a CYET UCMO/Ib30BaHUA B COCTaBE PEAKLMOHHOW cmecu GyopecLeHTHO-
MEYEeHbIX OJIMTOHYKNeoTUAOB (30HAOB). 30HAbLI MBPUAMBYIOTCA C  KOMMJAEMEHTAPHbIM  YYacTKOM
amnanouumpyemont KAHK-muweHn, B pesynbTate Yero MPOMCXOAMT HapacTaHMe WHTEHCMBHOCTU
dnyopecuLeHunn. ITo NO3BONSET PETUCTPUPOBATL HAaKOMNIEHNE creundrUUYeckoro NPoayKTa amnanduKkaLmm
nyTeM U3MEPEHUA UHTEHCMBHOCTM (IYOPECLEHTHOrO CMrHaaa C NOMOLLbIO aMnanduKkaTopa C CUCTEMOW
AeTekunn GAyopecLeHTHOro CUrHana B PEXKMME «PeaNbHOTO BpeEMEHMU».

Habop peareHTOB COA4EPHKUT CUCTEMY 3aLLUTbI OT KOHTAMMHALMM aMMJIMKOHAMM 33 CYET NPUMEHEHUsA
depmeHTa ypauun-AHK-rankosmnasbl (YAr) n Tpudocdata gesokcnypmuanHa. Pepmedt YAl pacnosHaeT m
KaTanmsmpyeT paspywenune ueneit AHK, copep)kawmx pesokcnmypuauH, Ho He [HK, cogep:kaliei
0E30KCUTUMUANH. Je30KCnypuanH oTcyTcTeyeT B npupoaHoi JHK, Ho Bcerga npucyTcTeyeT B aMMIMKOHAX,
NOCKo/IbKy TpudocdaT Ae30KcnypuamHa BXxoguT B coctaB cmecn agHT® B peareHTax gas amnavdurkaumu.
Je30KcnypmuanH aenaet KOHTAaMUHUPYIOLWME aMMIMKOHbI BOCMPUMMUYMBLIMW K paspyLleHnio GepmMeHToM
YOI po Havana amnamdumkaumm OHK-muweHn, n, cneposaTtenibHO, OHWM He MOryT ObiTb B AasbHelwem
amnanduLMpoBaHsbI.

®PepmeHT YOI TepmonabuneH 1 HaKTUBMpPYETCA Npu HarpeBaHuu Boiwe 50 °C 1 no3Tomy He paspyllaert
aMMNIMKOHbI MULIEHW, HapabaTbiBaemble B npouecce MLP.

Ha ostane OT-MUP opgHoBpemeHHO B oAHOM npobupke npoxoaut amnanduraumsa KAOHK,
CMHTE3UPOBAHHOM Ha maTpuue reHomHol PHK Bupyca 6atotaHra u kKAHK, cMHTe3MpoBaHHOM Ha maTpuue
PHK BHyTpeHHero KoHTposibHOro obpasua BKO B. Pe3ynbTaTbl amnanduKkaumm perncTpupytoTca no ABym
Pa3/INYHbIM KaHanam ¢iyopecueHTHOM AeTekumm (cm. Tabanuy 3).

Tabnuvua 3
CootBetrcrBue HK-muwweHe n KaHanos ¢payopecueHTHOM AeTeKuum
Kanan ans payopodopa FAM R6G?

KOHK, cuHTe3npoBaHHasa Ha maTpuue

PHK Bupyca 6atotaHra BRO B

KOHK-mnweHb

MCKYCCTBEHHO CUHTE3NPOBaAaHHaA

O6nactb amnandurKaumm reH NS3
nocnefoBaTeNbHOCTb

1 BKO B Bx0AMT B cOCTaB HabOpOB peareHToB, PEKOMEHA0BaHHbIX [ponsBoauTeNEM ANA IKCTPAKLMU HYKIEUHOBbIX
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 «HeKkctbro» Kaxaaa cepua Habopa peareHToB «AmnauMpaiim® BTV» npoBepaeTcs Ha COOTBETCTBUE
3apaHee onpeaeneHHbIM TpeboBaHMAM ana obecnevyeHMA NOCTOAHHOMO KavyecTBa NPOAYKUMMN.

4. OrPAHUYEHUA METOAUKU UCCNIEAOBAHUA

4.1. Habop npvmeHSEeTCcs TO/IbKO A11 BETEPUHAPHbBIX U APYTUX HEMEANUMHCKUX Lenen.

4.2. Habop npeaHasHayeH gna paboTbl TONbKO C UCCNeAyeMbIM MaTepMaNoM, YKasaHHbIM B pasaesne
«HasHaueHue». MccnegoBaHme ApyrMx BUAOB MaTepnasioB MOMKET MPUBECTU K NMOYYEHNIO HEAOCTOBEPHbIX
pe3y/bTaToB.

4.3. MonyyeHne  OOCTOBEpPHbIX  pe3ynbTaToB  obecrneunBaeTcs  BbiNosHeHWeM  TpeboBaHWM,
NpeabaABAAEMbIX K B3ATUIO, TPAHCMOPTMPOBAHUIO, NOATOTOBKE W XpaHeHUo 06pasLoB McCieayemoro
maTtepuana (cm. pasgen «Mccnesyemblii matepman»).

4.4. C nomoubto Habopa «Amnaulpanm® BTV» BoamorkHo OT-MLP-uccnepgosaHue tonbko npob PHK,
3KCTPArMpoBaHHbIX M3 MUCCAeayeMOro MaTepuasa COBMECTHO C BHYTPEHHUM KOHTPOJIbHbIM 06pasuom —
«BKO B», Bxogswum B cocTaB Habopa ana nposeaeHus 3kcTpakumm HK. Bes mcnonbsoBaHus BKO
HEBO3MOXHO NPOBECTM OLLEHKY Ba/IMAHOCTM NOCTaHOBKM.

4.5. MpumeHeHne Habopa BO3MOXKHO TOJIbKO MNepcoHasoMm, OOy4yeHHbIM npaBuaam paboTbl B
nabopartopuu, BbINOAHAOLLEN MONEKYNAPHO-6MONOIrMYECKNe nccneaoBaHma.

4.6. MNpwn pabote ¢ Habopom cneayeT MCNO/b30BaTb TOILKO aMMANPUKATOPbI C CUCTEMOM AETEKL MUK
b1IYyOpecLEeHTHOro CUTHaNa B PEXUME «PeasibHOro BPEMEHM», XapaKTepPUCTUKMU KOTOPbIX YA0BAETBOPAIOT
TpeboBaHuWsA, yKasaHHble B pasgene «JonosHuTenbHoe o6opyaoBaHMeE U MaTepuanbi».

5. MEPbI MPEAOCTOPOXHOCTU U NPEAYNPEXKAEHUA

5.1. PaboTa Ao/XKHA NpoBOAMTBCA B NabopaTopuax, BbIMOJHAOWMX MONERKYNAAPHO-OMONOrMYecKkue
nccneposanma. MUP-uccnegoBaHna [omKHbI NpPoBoAUTLCA € cobogeHneM TPebOBaHUIN MeTOoAUYECKMX
yKasaHuit MY 1.3.2569-09 «OpraHusauma paboTbl 1abopaTopuii, MCNONBL3YIOWMX MeToAbl aMnandUKaumnm
HYKNEMHOBbLIX KUCAOT npu paboTe € MaTepuanom, CcoAepKaliMm MUKpoopraHusmbl |-V rpynn
naToreHHocTU» 1 npasun «lpaBuaa nposeseHUa PaboT B ANMarHocTMyecknx N1abopaTtopuax, MCNOb3YHOLLMX
MeTOZ, NOSIMMEPA3HON LLeNHOM peakuyun (OCHOBHbIE MNOMOXKEHMSA)» (YTBEPKAEHbI MPUKA30M PYKOBOAUTENA
JdenaptameHTa BeTepuHapun MuHcenbxosnpoaa P® 27.01.1997).

5.2. Mpu paboTe HeobXxoAMMO BCeraa BbINOJHATL Ciegytowme TpeboBaHuA:

- anMEHﬂTb Ha60p CTpPOro no HasHa4eHUO B COOTBETCTBUU C ,CI,aHHOI‘;I VIHCTPYKLI,VIEI‘/JI. OTKNOHeHue oT
nponuMcCaHHbIX Npoueayp n nopAagKka lCI,(EI‘;ICTBI/II‘/? MOXEeT NPUBECTU K NONTY4EHUIO HEAOCTOBEPHbIX PE3Y/1IbTATOB
daHanuns3a.

- JlabopaTopHbln npouecc fomKeH ObiTb OAHOHaMNpPaBAEHHbIM. AHanu3 cneayeT NpPoBOAUTL B
oTAenbHbIX MomelleHMax (3oHax) B cooteBetctBMM ¢ MY 1.3.2569-09. He Bo3BpawaTtb 06pasLbl,
0b60pyA0BaHUE M peareHTbl B 30HY, B KOTOPOW bBblia NpoBeaeHa Npeablaylias cTagma npolecca.

- YbupaTb U Ae3snHPUUMpPOBaTb PasinTbie 06pasLbl UKW peareHTbl, UCNOb3ya Ae3nHOULUMpyoWme
cpepctBa B cootBeTcTBMM € CaHlMKMH 3.3686-21.
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- YpanATb Heucno/sb30BaHHble peareHTbl, peareHTbl C MWCTEKWWUM CPOKOM TOAHOCTM, a TaKXe
MCNOJ1Ib30BaHHble peareHTbl, YyNakoBKY, 6uonornyeckuni maTepunan, BKAKYaA MaTtepuanbl, MUHCTPYMEHTbI U
npegmeTbl, 3arpA3HeHHbIE 61oornyeckum MaTeEpPnanIom, B COOTBETCTBUU C Tpe6OBaHVIHMM
CanlunH 2.1.3684-21.

BHUMAHMUE! MNpwn yganeHnn otxonos nocsie amnamdukaumm (npobupok, cogepKawmx npoayktbl OT-MLP)
HeA0MyCTUMO OTKPbIBaHWE NPOBUPOK M pa3bpbi3rMBaHME COAEPHKMMOrO, NMOCKOJIbKY STO MOXKET NPUBECTU K
KOHTaMUHauuun npoayktamu MLP nabopatopHoi 30HbI, 060pyA0BaHUA U peareHTos.

- Wcnonb3oBaTb U MEHATb MPU KaxK4oW onepauun oAHOPa30Bble HAKOHEYHUKKN 419 aBTOMATUYECKUX
[,03aTopPOB C PUABTPOM.

- Nocyaa (CTYNKKU 1 NeCTUKKN) U MeTananyeckme MHCTPYMEHTbI (CKaibnen, HOXHULbI, MUHLETbI U T.1.),
NCMNO/Nb30BaHHble ANA NPeANOAroTOBKM NPob, BblAEPKMBAIOTCA B pacTBope Ae3vHPULMPYIOLLLEro cpeacTsa
(Hanpumep, 0,2% pacTBOp HATPUEBOW CONU AUXNOPU3OLIMAHYPOBOM KUCNOTbI) B TeYeHMe OAHOro 4aca,
MOIOTCS BOAONPOBOAHOMN BOAOW C MOBEPXHOCTHO-aKTMBHbBIMW MOIOLWMMUK CpeaCcTBaMU U Moc/ie OTMbIBaHMA
B MPOTOYHON M AEMOHW30BAHHOM BOAE BbICYLUMBAIOTCA B CYXOXKapOBOM LWKady B TeyeHMe 4 yacoB npu
Temnepatype 180 °C.

- ToBepxHOCTU CTO/I0B, a TaK}Ke NMOMELLEHWSA, B KOTOPbIX NPOBOAMTCA NocTaHoBKa MUP, Ao Havana u
nocne 3aBeplleHns paboT HeobxogMMo noaBepraTb yAbTpaduoneToBomy 0baydeHuto B TeueHne 30 MUH.

- Habop peareHTOB npeaHasHayeH ANA  OAHOPA3OBOrO  MPUMEHEHUA NpU  NpoBeAEHUU
OT-NUP-nccneaoBaHus ykasaHHOTo Kosindectsa npob (cm. pasgen «CocTaB M KOMMJIEKTHOCTbY).

- Habop peareHTOB roToB K NPUMEHEHWNIO COFNACHO AAaHHOMN MHCTPYKUMK. MpMMeEHATb Habop cTporo no
HasHayeHwuto.

- He wncnonb3oBaTb Ha6op peareHToB, eC/iM HapyweHa BHYTPEHHAA YNakKOBKa, UK BHELWHUMN BUA4
peareHTa He COOTBETCTBYET ONMUCaHUIO.

- He ncnonb3oBaTb HAabop peareHTOB, ecu He CO6110AANNC YCNOBUA TPAHCMOPTUPOBAHMUA U XPaHEHUA
COTNIAaCHO UHCTPYKLUMN.

- He ncnonb3oBaTtb Habop peareHToB MO UCTEYEHUM CPOKA FOLHOCTH.

- Mcnonb3oBaTb 04HOPA30Bble HEOMYAPEHHbIE NepYaTKK, 1abopaTopHbIe XanaThl, 3aLLMLLATL 11a3a BO
Bpema paboTbl c 06pasLammn u peareHTaMmu. TLWATENbHO BbIMbITb PYKM MO OKOHYaHMM paboTbl. Bce onepaunu
NPOBOAATCA TO/IbKO B NEpYaTKax AN UCKAOUEHMA KOHTaKTa C OPraHM3MOM YesioBeKa.

- He ecTb, He NUTb M He KypuTb B MpoLecce UCMo/ib3oBaHnA Habopa. M3beraTb BAbIXaHWA Napos,
KOHTaKTa C KOXeM, rnasamm u cansncToii 060104Koi. He rnotarts.

- MNpwn KOHTaKTe Hemea/IeHHO MPOMbITb MOPA*KEHHOE MECTO BOZOM M MpU MJOXOM CaMOYyBCTBUM
06paTMTLCA 33 MEAULMHCKOM NomMoLLbto. MpK NonagaHMu BHYTPb, PBOTY HE Bbi3biBaTb, NMPONOJIOCKATb POT
BOAOMN, 06PaTUTLCA K Bpayy NpM NIOXOM Camo4yBCTBUMW.

5.3.MpyM  UCNONb30BaHUM NO  HA3HAYEHWO U COBMIOAEHUM  BbllLUEMNEepPeynCIeHHbIX  mep
NpeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa coAep KaT HAaTPUA asng, B KOHLLEHTPaLuK He bonee
0,1% ¥ COOTBETCTBEHHO He KnaccuduumpyoTca Kak onacHble 1 He TpebyloT cobaogeHna cneunanbHbix Mep
NpPeaoCTOPOXKHOCTHU.

5.4. Cneunduueckne Bo3genctama Habopa Ha OpraHM3m YesoBeKa:
- KaHueporeHHbilh 3ppeKT oTCyTCTBYET.
- MyTareHHoe aeicTaue oTCyTCTBYET.

- PenpoayKTMBHaA TOKCMYHOCTb OTCYTCTBYET.
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6. AONO/IHUTE/IbHOE ObOPYOBAHUE N MATEPUADbI

6.1. Bsartue uccnegyemoro martepuvana

6.1.1. BakyymHble npobupku ana 3abopa Kposu ¢ 3ATA naun untpata Hatpua
6.1.2.[1ByXCTOPOHHWE UMbl ANA 3ab60pa KPOBKU B BaKYYMHble NPOBMPKHU.
6.1.3. MeTannmMyeckme MHCTPYMEHTbI (CKabNesin, HOXHULbI U T.M.).

6.1.4. AHATOMUYECKUI NUHLET.

6.1.5. TpaHcnopTHana cpeaa Aaa B3STUA, TPAHCMOPTUPOBAHMA U XpaHeHUs BUOIOrMYecKoro matepmnana,
CoAeprKaLLan KOHCEPBAHT UK CTEPUBHDBIN PU3NMONOTMYECKMIA PACTBOP.

6.1.6. KOHTeHep NAacTUKOBLIM ANA B3ATUA, XPaHEHUA U TPAHCNOPTUPOBKM BUoNOrMYecKMX 06pasLoB
ob6bemom 50-60 ma.

6.1.7. HoXXHuUpI, CKanbnenu, NUHLETbI.

6.1.8. MnacTMKOBbIN NaKeT ¢ 3acTexxKol Zip-lock.

6.1.9. OgHopa3oBble NONNPONUIEHOBbIE NMIOTHO 3aKpbiBaloLWMecs NPobupku obbemom 1,5 - 2,0 ma.
6.1.10. AnaTtnnosbiin adup.

6.1.11.BaTtHO-mapneBas npobka.

6.2. NMoproTtoBKa uccneayemoro matepmana K skcrpakuum PHK

6.2.1. OgHOpa3oBble MNOAMMPONUIEHOBbLIE MJIOTHO 3aKpbliBatoWMecs NPOB6MPKU Tuna «3dnneHgopod»
obvemom 1,5 1 2,0 ma.

6.2.2. PapdopoBsble CTYNKM M NECTbI UAN aBTOMATUYECKMIA FTOMOreHN3aTop.
6.2.3. docdaTHO-conesoit bydep nam dnsnonornyeckmii pacteop.

6.2.4. OaHOpa30Bble HAKOHEeYHMKK, cBoboaHble oT JHKa3/PHKas, ana go3atopos nepemeHHOro obbema
¢ dunbtpom ot 10 Ao 1000 mKA.

6.2.5. MukpougeHTpudyra gns npobupok tuna «3nneHgopd» obvemom 1,5-2,0 Ma ¢ yCKOpeHUem He
meHee 10 000 g.

6.2.6. BopTekc

6.2.7. ABTOMaTUYECKME [,03aTOPblI NepemMeHHoro obbvema.
6.2.8. HoXXHuupl.

6.2.9. Ckanbnens.

6.2.10. AHAaTOMMYECKU NMUHLET.

6.3. 3Ikcrpakuua PHK u3s uccnegyemoix o6pasuos

6.3.1. Habop peareHToB Ana 3skctpakumm PHK/OHK «MarHolMpainm® BET» («®opmat 96») uau
«Amnaulpainm® PUBO-npen BET» npounssogctea OO0 «Hekctbro», Poccua, unm nobon apyroit Habop,
PEeKOMEHAOBAHHbBIN MPOU3BOANUTENEM, COOTBETCTBYIOWMIA CeayoWnM TpeboBaHUAM:
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- Habop nossoseT BblAeNATb HK 13 Npob LenbHOM KPOoBM 1 CepMbl OT NaTEHTHO UHPULMPOBAHHbIX U
60/1bHbIX }XMBOTHbIX, NPO6 NAaTONOMMUYECKOro MaTepurana (neyeHnb, ceneseHKa, cepaue, nerkue, AMmooysnbl)
OT MABLUMX N BbIHYKAEHHO YOUTLIX }KUBOTHbIX, M3 KPOBOCOCYLLMX HACEKOMbIX, U3 MHULMPOBAHHBIX KYbTYp
KNETOK U KYPWUHbIX 3SMOPUOHOB 41 NOC/AeAylOWero uccnesoBaHUa MeToAoM NOMMEepPasHON LenHoM
peakumu ¢ geTekumen NpoayKToB aMniMdUKaunmn B peXknme «peasabHOro BpeMeHU;

- coctaB Habopa BKAlouaeT peareHT OKO (oTpuuaTenbHbli KOHTpOAbHbIA 0b6paseu) n BKO B
(BHYTPEHHWI KOHTPObHbLIN 0bpaseL);

- Habop no3BonseT uccnenoBaTtb 06pasubl 06 bemom He meHee 100 MKA;
- Habop nNo3BOASET NPOBOAMTL 3/1HOLMIO0 ounLeHHOW PHK B o6beme He meHee 50 MKA.

BHUMAHMUE! Mpn ncnonbsoBaHMn HabopoB ana aKcTpakumm PHK apyrux npoussoanteneit, Heobxoammo
OOMNOMHUTENbHO  MpuobpecTn Habop  peareHToB  «MarHolpaim® BET»  dopmbl BbIMyCKa
«®Popmat KoHTponn». PeareHT BKO B cneayetr gobaBnatb BO BCeE uccaedyembie 0b6pasubl, a TakXe B
oTpuLLaTeNbHbIA KOHTPONbHbIN 06pasel, (OKO).

6.3.2. JononHuTenbHble MaTepuanbl U ob6opyaosaHue, Heobxoanmble ans skcTpakumm PHK, — cornacHo

WHCTPYKLMM K Habopy peareHToB 1A aKCTpaKkumu PHK.

6.4. AmMnanduKaumua, AeTeKuUa NPOAYKTOB amMnandUKaLMMK, aHANU3 U UHTepnpeTauus
pe3ynbTaTos

6.4.1. OgHOpa30Bble NoANNPOnMIeHoBbIe MPobupKK, ceoboaHble oT HKa3/PHKas, cheaytoumx Buaos:

- 3aBuUHYMBaKOWMecCa I'IpO6MpKM N KPbIWKN K HUM UK NNOTHO 3aKpbiBaloWMeca I'IpO6MpKM obbemom
1,5 mn—ana npuroTosaeHnA peaKLLMOHHOVI cmecuH;

- TOHKOCTEeHHble npobupkn pgns MNUP obbemom 0,2 MA C BbINYKAOA WMAM NAOCKOM ONTUYECKU
NPO3paYyHON KPbIWKOM AN NpobupkmM obbemom 0,2 Ma B CTpUNax No 8 LWT. C NPO3paYHbIMU KpbILKaMK —
ana nposeaeHua MUP npu ncnonb3oBaHnn amnanduKaTopa NAaHLWETHOro TMNa;

- TOHKOCTeHHble npobupku ana MUP o6vemom 0,2 Ma ¢ NAOCKON KPbIWKOW UaM npobupku gna MLP
obbemom 0,1 mn B cTpunax Mo 4 WT. C KpbllWKamu — ana nposedeHua MUP npu mcnosnb3oBaHUM
amnanduKkaTopa poOTOpPHOro TMna.

6.4.2. OaHOpa3oBble HaKOHEeYHUKM, cBoboaHble oT [lHKa3/PHKas, ans 4o3aTopos nepemeHHoOro o6bema
¢ dpuabTpom o 100 mKA.

6.4.3. Wtatnebl gna npobupok obvemom 0,2 mn unam 0,1 mn (B COOTBETCTBUM C WMCMOJIb3yeMbIMU
npobupkamu ana MNLUP).

6.4.4. Bokc abakTepuanbHoM Bo3ayLuHOM cpeabl (MLP-60Kc).
6.4.5. LleHTpudyra-sopTeKc.
6.4.6. ABTOMaTUYECKME [,03aTOPblI NepeMeHHOro obbema.

6.4.7. CTaHUMA aBTOMATMYECKAA C moaynem ana npurotTosneHMA U Jo3npoBaHUA PeaKUUNOHHbIX cmecen
M KOMMNNEKT pPacXxogHblX MmaTepuanos K HeWl cornacHo UHCTPYKUNU npOI/I3BO,CI,VIT6ﬂFI, - B C/aiy4dae
NPUroTosB1e€HNA PEAKUNOHHDbIX cMecel C UCnob30BaHMEM aBTOMATUYECKOM CTaHuwuu;

6.4.8. NMporpammupyembiii amnandUKaTop POTOPHOMO WMAM NAAHLWETHOro TMNa C CUCTEMOW AEeTeKLuK
GNYOpPECLLeHTHOrO CUMHANa B PEXMME  «PEeanbHOro BPEeMEHW», COOTBETCTBYIOWMM  CAeayolmm
TpeboBaHMAM:

- HaAMuyMe He3aBUCUMbIX KaHanoB ¢ayopecueHTHoOM aetekuum ans ¢ayopodopos FAM u R6G c
XapaKTepUCTMKaMM, YKa3aHHbIMK B Tabauue 4:
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Tabnunua 4
Tpebyemble xapaKTepUCTUKU KaHAN0B ¢pyopecLeHTHOM AeTeKuum

ANVHDbI BOJIH, HM

KaHan gna dnyopodopa Bo36y:xaeHus DeTteKkuumn
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- ana npmbopos NAaHLWETHOro TUNA BEPXHAA rPaHULA TEMMNEPATYPHOro AnanasoHa He meHee 99 °C;
- TOYHOCTb NoAAepKaHuA TemnepaTypbl < £0,5°C;

- CKOpOCTb Harpesa He meHee 1,5°C/cek;

- CKOpOCTb OxnaxaeHune He meHee 1°C/cex.

6.4.9.X0N0AUNBbHUK C MOPO3UAbHOM KaMepon, Noaaep KMBAIOLLEN TEMNEPATYPHbIA PEXUM OT MUHYC
24 °C po mmnHyc 16 °C.

6.4.10.0TAaenbHbIN XanaT, Wano4yku, obysb U 04HOPA30BbIe NepyYaTKu B cooTBeTcTBun ¢ MY 1.3.2569-09.

6.4.11.EmKocTb ans cbpoca HAaKOHEYHMKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepuanom Ana uccnefoBaHNUA CAyKaT:
- nNpobbl LeNbHON KPOBU M CNEPMbl OT IATEHTHO MHPUUMPOBAHHbBIX U HObHbBIX }KUBOTHbIX;
- KpPOBOCOCYLLME HACEKOMbIE;

- NaTONOrMYECKUn maTepuan OT MaBLUMX UAWN BbIHYXKAEHHO YBUTbIX KMBOTHbIX: MEYeHb, CEeNe3eHKa,
Nmooy3nbl, Nerkue, cepale;

- WHPUUMPOBAHHbIE KYpUHblE SMOPUOHDI;

- MHOUUMPOBAHHbIE KYAbTYpPbl KNETOK.

7.1. B3ATMe M TPAHCNOPTUPOBKA UCCeAyeMOro matepmana

3a60p KpOBU NPOBOAAT NOCAE AJ/IMTENBHOTO rON104aHUA (He MeHee 6 Y) U3 APEeMHOW UM NOAXBOCTOBOW
BeHbl B NPOBMPKY C aHTUKoarynsHTom (pactBopom SATA wmam umtpaTa HaTpuda). Ans TwatenbHoro
nepemelLMBaHMA KPOBM C aHTUKOAryAAHTOM HEe06X0AMMO HECKO/IbKO pa3 NepeBepHyTb NPo6UpKYy.

Cnepmy oTtbupator B obbeme 1,5 — 2,0 ma B NAACTUKOBbIE KOHTEMHEPbI OAS B3ATUA, XPaHEHMA U
TPAHCNOPTMPOBKM BUoNOrMYecknx obpasuos ob6bemom 50-60 ma.

Mpo6bl opraHoB/TKaHel maccoit He 6onee 1 r oTBMPAIOT B O4HOPA30BYIO MIACTMKOBYIO MOCYAY MM
MNACTUKOBbIE MaKeTbl, IMMPOY3/bl HepyT LesMKom.

KpoBococywmx HaceKombIX nocsie cbopa M A0CTaBKM B nabopatopuio 06pabaTbiBatoT AUITUAOBLIM
apupom A0 06e34BUMKEHMA, HAHOCA Kamno adupa Ha BaTHO-Map/ieByto NpobKy. Mocne onpegenexHnsa Bnaa
M NoJsla MaTepuan MoKeT b6biTb 06beMHEH B My/bl B 3aBUCMMOCTM OT BMAA, MO/, MecTa v AaTbl cbopa u
MOMELLLEH B CyXMe YnCTble Npobupku obbemom 1,5 ma.

Mpy uccnefoBaHUM UHPUUMPOBAHHBLIX KYPUHbIX 3MOPUOHOB OTOMpatoT Npobbl NeyeHu, cepaua,
ceneseHKu, IErKNX U NOYEK.
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O6pasLbl LeNbHON KPOoBM XPaHAT Npu TemnepaType oT 2 go 8 °C B TedeHMe 7 cyToK. He gonyckaetca
3aMoparknMBaHMe 06pasLLOB LeNbHON KPoBM.

O6pasubl Mcciegyemoro matepuana (3a MCKAOYEHWEM LLeIbHOW KPOBMW) XPaHAT MpU CAeAytoLmx
yCa0BUAX:

- npu Temnepatype 2 — 8 °C— B TeyeHue 1 cyToK;
- Mpw TemnepaType He Bbllwe MUHyC 16 °C — B TeuyeHne 1 Heagenu;
- NpuW TemnepaType He Bbiwe MUHYC 68 °C — anuTenbHO.

BHUMAHMUE! HecobatogeHne TpeboBaHUI MOXKET NPUBECTU K NMONYYEHUIO HEKOPPEKTHbIX PE3Y1bTATOB.

7.2. MNoparotoBKa matepuana K uccnegoBaHuio
LienbHylo KPOBb M KyNbTYpbl KNETOK MCMO/b3ytoT 6e3 npeaBapuTeNbHOM NOAroTOBKY.

Mpobbl TKaHeid U OpPraHOB roMOreHU3UPYIOT C UCMOJIb30BAHUEM CTEPUbHBIX GapPPOPOBLIX CTYNOK M
NecTMKOB WM aBTOMATMYECKOro romoreHmsatopa, 3atem rotoBaT 10% cycneH3uio Ha CTepuabHOM
¢dur3mnonornyeckom pacrsope unun pocdatHo-conesom bydepe. CycneHsnto nepeHocaT B NpobupKy obbemom
1,5mn n ueHtpuoyrmpytotr npn 400 g B TeyeHue 2 MMH. HagocafouHyl KMAKOCTb WMCMOAb3YHT ANA
9KCTpaKuum PHK.

Hacekombix nomewiator B cTtepuibHyto ¢GapdopoByo YallKy WM aBTOMATUYECKUA FOMOreHusaTop,
pobasnsatot 0,7 — 1,0 mn 0,15 M pactBopa x/iopuaa HaTpusa U roMOreHUsnpyoT nNpoby. HakoHeYHNKOM ¢
bGUNbTPOM NepeHocAT NPoby B MUKPOLEHTPUPYKHYIO NPobUpKy o6bemom 1,5 mn 1 LeHTpUdyrMpytoT npm
1200 g B TeyeHue 2 MUH an1a ocBeTneHna npobbl. PHK v AHK BbigenstoT ns 0,1 ma HaaocagouHOM XKUOKOCTU.

Cnepma: HenocpeacTBEHHO Nepes BblAE/EHUEM HYKIEMHOBbIX KWUCIOT, UCMOJIb3yA HAKOHEYHWK C
dunbTpom, nepeHocAT 50 MKA Cnepmbl B CTEPWIbHYIO OAHOPA30BYl0 MPOBUPKY obbemom 1,5 mn u
£06asnatoT 150 MKA TpaHCNOPTHOM cpeabl, TLaTe/IbHO NepemMeLLIMBatoT NPoby Ha BOpTeEKCe.

8. NPOBEAEHUE UCCNNEQOBAHUA

WccnepoBaHme f0/KHO NPOBOAMTHLCA NPU HOPMa/IbHBIX MOKA3aTeIfAX MUKPOKAMMaTa abopatopum®:
- TemnepaTypa OKpyrKatlLero sosayxa ot 20 go 28 °C;

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

8.1. 3Kctpakuua PHK u3 uccnegyemoro marepmana

[Ona skctpakumm PHK ucnonb3oBaTb Habopbl peareHToB, peKomeHAoOBaHHble [lpoussBoauTenem B
pasgene «[lononHutTenbsHoe obopyaoBaHue n matepuanbi». Mopagok paboTbl c Habopamu A1a SKCTPaKLMK
PHK cmoTpuTe B MHCTPYKLMKU MO UX MPUMEHEHWIO.

Kaxkaas rpynna akcTparMpyembix 06pasuoB A0/KHA CONPOBOXKAATLCA MOCTAHOBKOM OTPULLIATENBHOTO
KOHTpO/IbHOro 06pasua (OKO)* B ogHom nosTope. Mpu nposeaeHnm akcTpakummn PHK, Bo Bce npobbl cneayet
BHOCUTb BHYTPEHHMI KOHTPONbHbIN 06pasel, (BKO B)*.

3VKasaHbl 4ONyCTMMble HOPMbl TeMNepaTypbl M OTHOCUTENbHOW BAAXKHOCTM BO3Ayxa B pabodeit 30He
NPOW3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBMM C TpeboBaHmamm [OCT 12.1.005-88 «Cuctema cTaHOapToOB
6e3onacHocTv Tpyaa. ObLwue caHUTapHO-TUrMeHnYeckme TpeboBaHMA K BO3AyXy paboyei 30HbI»

4 BxoauT B cocTaB Habopa, pekomeHa0BaHHOro NpousBoaMTENEM A8 NPOBEAEHNA IKCTPAKLMKN HYKNEUHOBbLIX KUCNOT
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B npouecce aKkcTpakummn PHK ncnonb3oeaTh cieaytoume o6bembl peareHToB 1 uccneayembix 06pasuos:

- obbem nccneayemoro obpasua® — 100 MKA B NPoBMpPKM A8 nccaedyembix 06pasLos;

06bem peareHTa BKO B — 10 MKA B Kaxayto NPO6MPKY C UccaeayembiMn U KOHTPO/IbHbIM 06pasuamu;

o6bem peareHTa OKO — 100 mka B npobupky ana OKO;

obbem peareHTa, ucnosbzyemoro ansa snoumm PHK, — 50 mKa (npu ucnonb3osaHun Habopa ans
aKcTpakuum HK  «Amnaulpaiim® PUBO-npen BET») wmam 100 mKn (npu wmcnonb3oBaHWM Habopa
«MarHoMpaim® BET» naun 50 — 100 mkna (Npy ncnonb3oBaHUM gpyroro Habopa ana skcTpakummn HK cornacHo
MHCTPYKLMM K HEMY).

8.2. TMopgroToBKa peareHTos ana OT-MLP

BHMMAHUE! KoMMNOHEHTbI pPeaKLMOHHON CMecu c/iedyeT CMmellMBaTb HEMOCPEeACTBEHHO nepesa
nposegeHunem OT-TLP.

BHUMAHMUE! B cnyvyae NpurotoBAeHUA pPeaKUMOHHOM CMeCUM C MOMOLLbIO aBTOMATMYECKOM CTaHUMMK
cnepymTe yKasaHUAM MHCTPYKLUKW MO ee UCMOJIb30BaHMIO.

8.2.1.Paccuntate obbembl MMUP-cmecn BTV, Peseptasbi R n bydepa B, Tpebyiowmecs pns
NPUroTOB/IEHUA PEAKUMOHHOW cmecKn (cm. Tabaunuy 5). Cmecb roToBUTb Ha obLyee YMCNo nccneayemblx U
KOHTPO/IbHbIX 06pa3L,0B N/KOC 3aMac He MeHee YeM Ha OZHY peaKLMIo.

Tabnumua 5
PacueTr 06beMoB KOMNOHEHTOB Aana O,D,Hoﬁ peaKLI,MOHHOﬁ cmecu npu nposegeHnn aHanaunisa
PeareHT 06bem, MKn 0O603HaueHusn
MLP-cmecs BTY 10,0%(N+1) N — KonmyectBo 06pasuos PHK, nonyyeHHbIx Ha aTane
bydep B 5,0%(N+1)

3KCTPAKLUK, BKNOYAS KOHTPOIU
PesepTaza R 0,5*(N+1)

8.2.2.Pa3mopo3ntb coaepkumoe npobupok c NMLUP-cmecbio BTV 1 bydepom B.

8.2.3.MepemewwaTtb cogepknumoe npobupok c MLUP-cmecbio BTV 1 bygepom B, Ha BopTeKkce, NpobupKy
c PeBepTasoit R akKypaTHO nepemeluaTb NMneTMpoBaHnem. CHpPoCUTb Kanamn co CTeHOK NPOBMPOK KpaTKMMm
LUeHTpUdYrnposaHmem.

8.2.4.MpUroToB1UTL PEAKLMOHHYIO CMeCb B OTAEe/IbHOW NPobMpKe, f06aBMB KOMMNOHEHTbI B 06bemax,
paccunTaHHbIX B N. 8.2.1. MepemeluaTb CMECb Ha BOPTEKCE M 0CaAMTb Kanau KpaTKUM LeHTPUPYrnposaHmuem.

8.2.5.0T06paTb HeobxoAMMOE KOAMYECTBO MNPOBUMPOK uAM cTpunoB Ana nposegeHua OT-MLUP
nccneayemblx U KOHTPOIbHbIX 06pa3yoB. Boibop npobupok ana amnamduKaLmm 3aBUCUT OT UCMOIb3YEMOTO
amnanduKaTopa ¢ CUCTEMOWN AETEKLMU B PEXUME «PeEASIbHOFO BPEMEHU Y.

8.2.6.BHecTu B NpobMpKM No 15 MKA NpUroToBIEHHON peakLUOHHOK cMmecH.
BHMMAHMUE! Hencnosib30BaHHbIE OCTAaTKMU PEAKLMOHHON CMECU XpaHEHUIO He Noa/iexKar.

8.3. BHeceHue npob6 PHK, nposegeHne amnandpuKauum u getekumm

BHUMAHMUE! Mpun pobasneHun npob PHK, sKcTparMpoBaHHbIX C MOMOLLbO HabopoB peareHToB A
NpoBeAEeHNA IKCTPAKLUM METOAOM COpPOUMM Ha CUAMKarene WM MarHUTHOM cemapauuu, Heobxoanmo
nsberatb NonagaHuA copbeHTa B PeaKLMOHHYI0 CMECh.

8.3.1.BHecTu B NoAroToB/ieHHblE NPOBUPKU C peakUMOHHOM cmecbio No 10 mKka npo6 PHK.

5 [na HeKoTopbix BMAOB 06pa3uoB TpebyeTca npeasapuTesibHas MNOArOTOBKA COrnacHo pasgeny «Mccnemyembiin
martepuan».
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8.3.2.BHecTn KOHTPObHble 06pasLbl:

a) NonoxutenbHblit KoHTponb OT-MUP (MK) — B npobupKy C peakuMOHHOW CMecbio BHECTU
10 mkn NKO BTV.

6) OTpuuaTenbHbIi KOHTPONb 3KCTpaKuum (OK) — B NpobUpKy C peakuMOHHOW CMEecblo BHECTU
10 mkn npobbl, aKcTparnposBaHHoii us OKO.

B) OTpuuatenbHblit KoHTponb OT-MUP (K-) — B npobupKy € peakuMOHHON CMecblo BHECTU
10 mKn peareHTa K-.

8.3.3.3anporpaMmmmnpoBaTtb aMmnaNGMUKaTOP C CUCTEMON AETEKLNM B PEXKUME KPEeasIbHOTO BpeMeHU» Ans
BbiNO/IHEHUS «EAMHOM» nporpammbl  amnaMduKkaumm U geTekumm  GAyopecueHTHOro  CUrHana
(cm. Tabnnuy 6).

Tabnuua 6
EguHana nporpamma amnanmdpuKaumm n getekumnm ¢ayopecueHTHOro curHana
o AeTeKuma no KaHanam ansa Konunuectso
T , °C B
Lukn emneparypa pema e o

50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20c FAM, R6G®

MpumeyaHme: c MCNONb30BaHMEM €4MHON MPOrPamMmbl MOXHO OAHOBPEMEHHO MPOBOAMTbL B OOHOM
npubope noboe coyeTaHne TECTOB, BK/OYAs TECTbl C 0OpaTHOM TpaHcKpunuuein n amnandukaumen. Mpu
OAHOBPEMEHHOM MPOBEAEHNM HECKOJIbKMX TECTOB AeTeKUna GNyopecL,eHTHOro CMrHana Ha3Ha4vyaeTca u no
OPYTMM MCMOJ/Ib3yEMbIM KaHafam, MOMMMO YKasaHHbIX B Tabauue. B cnyyae ecnm B ogHom npubope
OAHOBPEMEHHO MPOBOAATCA TECTbl TONbKO AAA BbiABAeHMA OHK, MOXKHO yAanuTb U3 AaHHOW NpoOrpammbl
nepsbii WwWar ob6paTHoM TpaHcKpunumm (50 °C — 15 MUHYT) o198 SKOHOMUM BPEMEHM.

8.3.4.YCTaHOBUTb NPOBUPKN AN CTPUMbI B AYENKM PEaKLLMOHHOIo Moayns npubopa.

MpumeyaHue: Heo6x0AMMO nepes NMOCTaHOBKOM B aMMANMGUKATOP MAAHLLIETHOrO TUMa OCaAWTb Kamiu co
CTEHOK NPOBUPOK KPaTKMM LLeHTPUPYrMpPOBaHMEM.

8.3.5.3anycTuTb BbINOJIHEHWE NPOrPaMmMbl aMnANPUKaLMK ¢ aeTekumelt GayopecueHTHOro curHana.

8.3.6.Mpubop npoBoguT perucTpaumio ¢GAyopecUeHTHOr0O CUrHala aBTOMATUYECKM B pexume
«peanbHOro BpemMeHu»,

8.4. AHanu3 u 06paboTKa pe3ynbrTaTos

AHanu3 n 06paboTKy pPe3ybTaToB MOXHO NPOBOAUTL:

- B aBTOMaTMYECKOM peXMMe C WCNo/ib30oBaHWem nporpammHoro obecneyeHus FRT-Manager
(000 «UNC», Poccus), BbIbpaB METOAMKY, YKa3aHHYIO BO BKAaAbIWe, NPUIaraeMom K Habopy;

- B PYYHOM pEXMME C MOMOLLbIO MporpammHoro obecneuveHusa npubopa, UCNONb3YEeMOro Ans
nposeaerna OT-TMUP c aeTekumeit B pexkume «peasibHOrO BPEMEHW», COMMAcHO WMHCTPYKUMUM MO ero
MPUMEHEHMIO, MHCTPYKLMM NO NPUMEHeHUI0 Habopa 1 KpaTKOMy PYKOBOACTBY, Mpuaaraemomy K Habopy.

6 NeTekuma curHana ana payopodopa R6G ocywectsafeTca No KaHany AeTeKUMKU AN aHanornmyHbix payopodopos HEX
1 JOE, Yellow.
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BHUMAHMUE! O6paboTKy AaHHbIX (hAyopecueHTHbIX KPUBbIX), MONYYEHHbIX B NMPOrpaMmmHOM obecrneyeHumn
npubopa, ncnosnbzyemoro ana nposeaeHua OT-MLUP c aeTekuuel B pexMme «pPeanbHOro BPEMEHU»,
NpPoBOAMTb COMMACHO WHCTPYKLMM MO ero NpuUMeHeHUto. PekomeHayemble napameTpbl gas obpaboTku
OaHHbIX YKa3aHbl BO BKaAbllle, NpuiaraeMom K Habopy.

O6paboTKa 1 pacyeT pe3ynbTaToB NPOUCXOAMT Ha OCHOBaHMM HanMuus (MNK OTCYTCTBMA) NepecedyeHns
KpuBoi dayopecueHunmn S-obpasHoi (curmoobpasHoit) popmMbl C YCTAHOBNEHHOM HA COOTBETCTBYHOLLEM
YPOBHE NOPOroBoi IMHNEN, YTO onpeaenaeT Haanume (UNM oTcyTcTBME) AN AaHHOM Npobbl KAHK 3HaueHus
noporosoro uukna (Ct) B cooTsetcTBylollei rpade Tabauupl pesynbTatoB. MapameTpbl 06paboTKM
dNyopecLeHTHbIX KpMBbIX (CM. n. 8.5.) 3aBUCAT OT UCNO/Ib3yeMon MOAENM amnanduKaTopa.

KpuBble HakonaeHus ¢AyopecUeHTHOro CUrHana aHaaMsUpYoTCA Mo 2-M  KaHanam  AeTekuuu
(cm. Tabanuy 7).

Tabnuua 7
DeTteKumna ¢pnayopecueHTHOro cMrHana
KaHan ana pnyopodopa FAM R6G®
MpoAayKT amnandumkaunm kOHK supyca BTV BKO B

8.5. WHTepnpeTtauusa pesynbTaTtos

MHTepnpeTaumio pesyanbTaToB NPOBOAAT B ABYX BapuaHTax:

- BPYYHYIO B COOTBETCTBMM C Tabnuuel 9. PesynbTaT mccnenoBaHUA CYMTAIOT AOCTOBEPHbIM, eciu
pe3yNbTaTbl, NOMyYEeHHbIe A/1A KOHTPOIbHbIX 06Pa3LL0B, COOTBETCTBYIOT KPUTEPUAM BaANAHOCTU, YKa3aHHbIM
B Tabanue 8;

- B aBTOMATMYECKOM pPeXMMe C MCNo/ab30BaHMEM NporpammHoro obecneveHus FRT-Manager
(OO0 «MUNC», Poccun), BbIbpaB METOAMKY, YKa3aHHYIO BO BKAaAblle, Npuaaraemom K Habopy. Kputepuu
Ba/IMAHOCTU Pe3ynbTaToOB, MONYYEHHbIX A/A KOHTPOAEW, U anroputm WHTEpNpeTauuun pesynbTaToB AN
nccneayemblix 06pasyoBs, UCNOAb3yeMble B MPOrpamMHOM obecneyeHunm, NpeacTaBaeHbl B Tabanuax 8 - 9
COOTBETCTBEHHO, M B KPAaTKOM PYKOBOACTBE, NpuaaraeMom K Habopy.

Tabnuua 8

KpMTepMM Ba/IMAHOCTU ANA KOHTPO/IbHbIX 06pa3LI,OB

3HaueHue noporosoro uukna (Ct) ana amnanduKkatopos

KoHTponb pPOTOpHOro / NAaHLWeTHOro TMNOB No KaHany ana ¢payopodopa
FAM R6G’
o OnpeaeneHo 3HayeHune Ct He
OKO (0]
(oTpUUATENbHbIA KOHTPO/Ib SKCTPAKLMK) TCyTCTBYET BbILLe rpaHUUHOrO®
K- (oTpuuaTtenbHbiii KOHTPOb MLP) OTcyTcTBYeET OTcyTcTByeT
MKO BTV (N0N0XUTENbHbIN KOHTPOb) OnpeaeneHo Ct <30,0/<33,0 OTcyTcTBYeT

7 DeTekuma curHana ana payopodopa R6G ocyliectenseTca no KaHany AeTeKLMM 418 aHanornuHbix Gayopodopos
HEX, JOE, Yellow.
8 I'paHMuHble 3HaueHMa Ct yKasaHbl B KPaTKOM PYKOBOACTBE, MpUaaraeMom K Habopy.
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Tabnnua 9

UHTepnpeTauua pesynbTaToB ANa uccnegyembix o6pasuos
Pe3ynbTatbl (3HaueHue noporosoro uukna (Ct) gna npubopos
POTOPHOro / NNaHWETHOro TUNOB)

3HaueHne Ct no kKaHany pna ¢ayopodopa FAM orcyrcreyer,
npu sTom 3HayeHue Ct no kaHany ans ¢pnayopodopa R6G onpepeneHo He
BbiLUe rpaHMuYHOro’.

UHTepnpeTtauma

PHK Bupyca 6atoTaHra
He o6Hapy)KeHa

3HaueHne Ct no KaHany pna éayopodpopa FAM onpegeneHo.
Mpw aTom Kpuas dbayopecueHUMn AaHHOW Npobbl MO AaHHOMY KaHany

PHK Bupyca 6atoTaHra
nepecekaet  MNOPOroBYHD  JIMHUIO  Ha  Yy4yaCTKe  XapaKTepHOoro

o6HapyxeHa
3KCMOHEeHLUMaNnbHOro nogbvema ¢ayopecueHummn. 3HavyeHme Ct no KaHany
R6G onpeaeneHo unm oTcyTcTByeT.
3HaueHne Ct no KaHany ana o¢nyopodopa FAM otcyrcrByerT, HeBanuaHbliif!
npu sTom 3HavyeHue Ct no kaHany ana ¢pnyopodopa R6G onpepeneHo C6oit BKO! TpebyeTcs noBTOpUTH
Bbile rpaHMuYHOro’ UK OTCyTCTBYET. aHanu3

8.6. Bo3MOXKHble OLINOKU

8.6.1.MpuunHamun nonyyeHusa HesanngHoro pesynbtata OT-MLUP moryT 6biTb OWIMOKM NPU SKCTPaKLUK
HYK/IEMHOBbIX KUCNOT UAN Hannume MHrmbuTopos. TpebyeTcs NOBTOPHO NPOBECTU MUCCAeA0BaHME AaHHOIMo
0bpasya, HauMHaa c 3Tana 3KCTPaAKUUU HYKIEMHOBbIX KUCIOT. B cayyae BOCNpPOM3BOAMMOrO pesy/braTta
pekoMeHAyeTCs NOBTOPHO NpoBecTy 3abop 1 nccnegoBaHne BMOAOrMYECKOro maTepmana.

8.6.2.15 oTpULATENBHOIO KOHTPOA 3KcTpakymm (OKO) no kaHany ans pnyopodopa FAM onpeaeneHo
3Ha4yeHuWe noporosoro uukna (Ct). BepoAaTHa KOHTaMWHaLMA 1abopaTopmm NPOAYKTAMM aMIANGUKALUN NN
KOHTaMMHAUMA peareHToB MWAM uUccnegyemblx 06pasuoB  apyrumu  obpasuamu  MAM  NPOAYKTaMU
amMnNAnGUKaLMM Ha KaKoOM-IMHB0 3Tane uccnenoBaHusa. Heobxoaumo npeanpuHATE Mepbl MO BbIABAEHUIO U
JIMKBUAALUMN UCTOYHMKA KOHTaMMWHALMK U NOBTOPUTb UCCAeAoBaHMe ANA Bcex 06pa3LoB, HauMHaA ¢ 3Tana
3KcTpakuum PHK.

8.6.3.lna oTpuuatenbHoro KoHtponaa OT-MUP (K-) no kaHanam ana dnyopodopos FAM n/uan R6G
onpeaeneHo 3HayeHue noporosoro umkna (Ct). BeposTHa KOHTaMMHauuAa nabopaTopuy NpoayKTamu
amnaMduKaumMmM MAN KOHTaMMHauMA peareHToB Ha 3Tane [UP. Heobxoanmo npeanpuHATb mMepbl Mo
BbIABNEHMNIO M JIMKBUAAUMN UCTOUYHMKA KOHTAMMHALMKU U MOBTOPUTb MCCAeaoBaHME A/1A Bcex 0b6pasuos,
HauunHaA ¢ atana OT-MLUP.

8.6.4.1na uccnegyemoro obpasua onpeaeneHo 3HadyeHue noporosoro uukna (Ct), npu sTom Ha rpadumke
bnyopecLeHUMN OTCYTCTBYET YHaCTOK XapaKTePHOro 3KCNOHEHLMANbHOrO NogbemMa (rpaduk npeacrasaseT
coboit NpUbAM3UTENBHO NPAMYIO NNMHUIO). HeobxoaMmo npoBepuTb NPaBWUIbHOCTL BbIBPAHHOIO YPOBHSA
NOPOroBOM INHUM UAN MapPaMeTpPoB pacyeTa 6a30BoM AMHUKU. Ecnn pe3ynbTaT NoAyYeH Npu NPaBUIbHOM
YPOBHe NoporoBow nMHUK (6asosoit MHMKM), TpebyeTca nosTopHO nNposectn OT-MLP 1 geTekuuio ansa atoro
obpasua.

8.6.5.na uccnepyemoro obpasua OTCyTCTBYET 3HayeHue noporosoro umkna (Ct) mo KaHanam ans
dnyopodopos FAM 1 R6G, 4TO CBUAETENLCTBYET O HEKAYECTBEHHOM MPOBEAEHNMN SKCTPAKLUMN HYKIEUHOBbIX
KMCNOT WAN Ha/NMuMKM MHIMB6UTOpPOB. TpebyeTcs MOBTOPHO NPOBECTM WCC/efoBaHME AAHHOro obpasua,
HauMHaA C 3Tana I3KCTPAKUUWU HYKNEMHOBbLIX KUCNOT. B c/iyyae BOCNPOM3BOAMMOIO pesysibTaTa
peKkomMeHayeTcs NOBTOPHO NPOBECTV 3abop, NpeaBapuUTeNbHYIO NOAFOTOBKY U McCneaoBaHue obpasua.

° IpaHMyYHble 3HaueHua Ct yKasaHbl B KPaTKOM PYKOBO/ACTBE, NpunaraeMom K Habopy.
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9. ®YHKUMOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. AHanuTuuyeckasa YyBCTBUTEJ/IbHOCTb

AHanuUTMYECKan YyBCTBUTENLHOCTL Habopa «Amnanlpaim® BTV» coctasnsaet 1x103 konuit/mn ana PHK
BMpyca 6ntoTaHra (cm. Tabaunuy 10). 3HaueHMe XxapaKTepUCTUKM, YKa3aHHOM B Tabanue 10, gocTuraerca npu
cobntoaeHNN NPaBUA, YKA3aHHbIX B pasaene «Mccnegyemblit matepuany.

Tabnunua 10
AHanUTHUYECKan YyBCTBUTE/NIbHOCTb Habopa

HK-muwweHb AHanuTUYecKasn YyBCTBUTENbHOCTb, Konuii/mn

PHK Bupyca 6/1toTaHra 1,0x103

9.2. AHanuTuuyeckas cneunPuUUHOCTb
Habop peareHToB 06Hapy:KkunsBaeT pparmeHTbl PHK BUpyca 6atoTaHra.

AHanuTuyeckana  crneumduyHoCTb Habopa oueHuBanacb TectuposaHuMem HK  Bupycos K
MWKPOOpPraHnamoB (cm. Tabauuy 11). HK BMPYcOB M MMKPOOPraHM3MOB B KOHLEHTPaAUUKW He MeHee
1x10° Konuit/mn BHOCMAM B 06pasubl BMONOTMYECKOro MaTepuana, He codepalipe onpeaensieMblii C

nomolLlbo Habopa Bupyc 61toTaHra.

Tabnnua 11

MuKpoopraHusmbl U BUPYCbl, UCNOIb3yeMble A1A OLLeHKU aHA/IMTUYECKOM cneuupUdHOCTU
MuKpoopraHusmbl U BUPYCbI

Brucella melitensis BUPYC Be3UKyaapHoro ctromaTtuta (VSV)

BMPYC 3/10KaYecTBeHHOM anxopaakm KPC

P 1l [toci
asteurella multocida (Herpesvirus bovis 3)

International Standard for Human Cytomegalovirus BMpYC BUpYycHoW anapen KPC (BVDV)
International Standard for Epstein-Barr Virus BMpYc ocnbl oseL, (SPPV)
International Standard for HHV-6B BMPYC YyMbl ME/IKUX ¥BauHbIX (PPRV)
BUPYC KOHTArMO3HOM 3KTHMbI (ORFV) BMPYC 3MN300THUYECKOM regg,igaor)mqemoﬁ 60ne3HM oneHel

BUpYyc Awypa (FMDV) -

Mpu TectpoBaHuM 06pa3uoB HK BbilenepeyncaeHHbIX MUKPOOPraHM3MOB M BUPYCOB C MCMO/Ib30BaHUEM

Habopa NepeKPecTHbIX peakLmii BbIiBNEHO He Bbiso.
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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 TpaHcnoptnposatb npu Temnepatype oT 2 Ao 8 °C BCeEMU BUAAMMN KPbITbIX TPAHCMOPTHbIX CPEeACTB B
TEPMOKOHTEMHEPaX C X/1al03/1eMEHTaMM UK B aBTopedpuKkepaTopax.

[JonyckaeTtca TpaHCnopT1poBaHMe He bonee 5 cyTok npu Temnepatype ot 2 Ao 8 °C.

Habop, TpaHCMOPTMPOBaHHbIA C HapyLIEHMEM YKa3aHHOrO TEMMEPATYPHOrO PeXMMa, NPUMEHEHUIO He
NOANEXKMT.

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 BCKPbLITUA XPaHUTb B TEX }Ke YCA0BUAX, YTO U peareHTbl 40 BCKPbITUA. HEBCKpbITbIE M BCKPbITbIE
peareHTbl CTabuabHbI B TEYEHME CPOKa FOAHOCTM, YKa3aHHOIO Ha 3TUKETKe, NpW cOBNI0AEHUN YKA3aHHbIX YCIOBUIA
XpaHeHus. PeaKUMOHHasA cmecb, npurotosieHHas u3 MNUP-cmecn BTV, PeBeptasbl R 1 bydepa B, xpaHeHWo He
NOONEKMT.

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

11. TAPAHTUU NPOU3BOAUTENA

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

Peknamaumm Ha KayectBo Habopa «Amnaulpainm® BTV» HanpaBaaTb B agpec NpousBoauTens
000 «Hekctbuo»: 111394, r. MockBa, yna. [MMonumepHas, 8 cTp. 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 Mpoussogutens: nextbio.ru.
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12. CMMBOJ1bl, UCNOJIb3YEMBbBIE B JOKYMEHTALWU NPOU3BOAUTENA

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

Yucno nccnenosaHuii

O6paTnUTECh K MHCTPYKLMK NO
NPUMEHEHMIO

2 <
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