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CMUCOK COKPALLEEHUIA U OBO3HAYEHUI

Ct Cycle threshold (noporosbiit LK)

BKO BHYTPEHHMIA KOHTPO/bHbIM 0bpasel,

OHK 0Ee30KCMPUBOHYKNEeMHOBaA KMCNoTa

PHK PUBOHYKNENHOBAA KMCNOTA

KOHK KomniaemeHTapHaa AHK

[OHKasa ne30KcuprboHyKneasa

PHKaza puboHyKneasa

AHTO ne30kcupurboHykneosnaTpmudocdatsl

K- oTpuuaTebHbIM KOHTpoab MLP

HK HYK/IEMHOBbIE KUCNOTbI

OKO OTpULATENbHbIN KOHTPObHBIN 06paseL, OTPULATE/NbHBIN KOHTPO/Ib SKCTPAKLMM
oT-nup noanmMmepasHas LenHas peakumns c obpaTHoOM TpaHCKpunuuen
MnK NOJIOKUTENbHBIN KOHTPO/b

nupP noaMmepasHas uenHaa peakuma

yar ypaumn-AHK-ramkosnnasa

HAUMMEHOBAHWE U3OENNUA

Habop peareHToB A/15 BbifiBAeHUs PHK Bupyca 61toTaHra metoaom noiMmepasHoi LenHol peakumm ¢

obpaTHoi TpaHckpunuumei (OT-MNLP) B pexkume «peanbHoro spemeHn» «Amnamfpainm® BTV».

[danee no TekcTy ynotpebnsercs KpaTkoe HammeHoBaHue: Habop peareHToB «AMnnaunlpanim® BTV», a

TaKKe CoKpaleHue Habop peareHTos.
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1. HASHAYEHUE

Habop peareHtoB «Amnamnlpanm® BTV» npegHasHaueH ana BbissneHus PHK Bupyca 6ntoTaHra
(Bluetongue virus, BTV) B npobax LenbHOI KPOBM U CMEepMbl OT NAaTEHTHO UMHPULMPOBAHHbIX U BONbHbIX
YKMBOTHbIX, B NpobHax naTosormyeckoro matepuana (nevyeHo, ceneseHka, cepaue, nerkme, nMmeoysnbl) ot
NaBLWWUX U BbIHYXAEHHO YOUTbIX XMBOTHbIX, B KPOBOCOCYLUUX HACEKOMbIX, B MHOULMPOBAHHbIX KyAbTypax
KNETOK WU KypuHbIX ambpuoHax metogom OT-MUP c rMbpuamsaumoHHo-bAyopecueHTHON aeTekumnen
NPOAYKTOB aMNANPUKALMU B pEXUME KPEaNbHOrO BPEMEHMN Y.

Matepuanom gna nposegeHua [LUP cayxkaT npobbl PHK, aKkcTparMpoBaHHble M3 Mccaenyemoro
MmaTepuana C MOMOLWb0 HabopoB peareHTOB, PEKOMEHOO0BaHHbIX [lpousBoauTenem B pasgene
«JononHuTenbHoe obopynoBaHMe U MaTepUuanbly».

2. XAPAKTEPUCTUKU HABOPA

2.1. CocTtaB M KOMMNJIEKTHOCTb

Habop BbinyckaeTcs B eguHon dpopme (cocTaB Habopa M KOMNAEKTHOCTb NMOCTaBKM YKasaHbl B Tabanue 1
M 2 cOOTBETCTBEHHO). POopMma BbiNycKa NpegHasHaYeHa 41a NpoBeaeHNa peakumm obpaTHOM TPAHCKPUMLUK
n amnandukauum kAHK metogom MUP ¢ rmbpuamnsaumoHHO-GNYOPEeCLEHTHON AeTeKuuen B pexkmme
«peanbHOro BpemeHu». [na npoBefeHUs MOAHOTO UCCNeAoBaHMA HEOBXOAMMO MCNOAb30BaTb Habopbl
peareHToB gas 3KCTpakuum PHK, pekomeHzoBaHHble B pasgene «[lonosHuTesnbHoe obopyaoBaHWE U
MmaTepuanbiy.

Habop umeeT eamHyto popmy BbiNycKa 418 PacKanky B Ntobble TMNbl NPpobupoK. MpeaHasHayeH ans
NPMMEHEHNA COBMECTHO C amnNandUKaTopamm NAaHLIETHOrO M POTOPHOTO TUMA U PacCYMTaH Ha NpoBeaeHue
nuccnefosaHna 96 06pasuoB, BKAOYAA KOHTPOAM. MoXeT 6biTb  MCNO/b30BaH COBMECTHO C
aBTOMATUYECKMMU CTaHUMAMMU 1A NPUTOTOBIEHNA U S03UPOBAHUA PEAKLMOHHbIX CMECEN.

Tabnanua 1
CocTaB Habopa
PeareHT 06bem, mn Konunuecteo OnucaHue

BydepHbIi pacTBop co crneunpuyeckumu npammepamu,
MNuP-cmecb BTV 1,10 1 npobupka dnyopecueHTHO-MeYeHbIMM 30HAaMU U AHTO.

Mpo3payHan *KUAKOCTb.

BydepHbIli pacTBop c TepmocTabunbHoit AHK-noanmepason
Bbydep B 0,70 1 npobupka Taq, cynbdatom marHuma u ypauun-AHK-rnnkosmnasoit.
Mpo3payvyHas KNMAKOCTb.
BydepHsbiit pactBop ¢ PHK-3aBucumoint JHK-nonnmepasoit.

PeBepTtasa R 0,055 1 npobupka
Mpo3payHas KNMAKOCTb.

KO BTV 0,26 1 npo6upka MoNOXUTENBHBIN KOHTPOAbHbIV 06paseL,
Mpo3payHasn KMOKoCTb.

K- 0,30 1 npo6upka OTpuuaTenbHbi KoHTpoAb MLP.

Mpo3payvyHas KNMAKOCTb.
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Tabnuvua 2
KomnnekTHocTb Habopa

KomnoHeHT dopmar Konunuecrso

Habop peareHtoB «Amnanlpanm® BTV» - 1

B 3/IEKTPOHHOM BUAE Ha opULMANbHOM
MHCTPYKUMA No NnpumeHeHuo Habopa < . -
calite MpoussoauTens: www.nextbio.ru

KpaTKkoe pyKoBOACTBO NO NpUMEHeHUto Habopa B BymaXKHOM BuAe 1

MacnopT KayecTsa Ha Habo B 3/1EKTPOHHOM BUAE Ha 0dULMaIbHOM
P P cauTe NMpounssogutensa: www.nextbio.ru

BkNaablw Ana aBTomaTMYecKol 06paboTKu pesynbTaTos B BymarkHom Buae 1

2.2. TMpuHUMN meTOoAa

MpUHUMN TECTUPOBAHMA COCTOUT U3 HECKOIbKMX 3TanoB. Ha nepBom 3Tane ocyLLeCcTBAAETCA IKCTPaAKLMA
PHK n3 06pasuoB uccaegyemoro matepuana COBMECTHO € BHYTPEHHMM KOHTPOAbHbIM o6pasuom (BKO B)L.
Ha BTOpom 3Tane npoBoAauTcA OAHOBPeMeHHasa amnandukaumsa kOHK, cMHTe3snpoBaHHOM Ha maTpuue
reHomHoi PHK Bupyca 6atoTaHra n KAHK, cnHtesnpoBaHHoOM Ha maTpuue PHK BHYTpeHHEro KOHTPOJIbHOroO
ob6pa3sua BKO B (MCKYCCTBEHHO CMHTE3MPOBAHHAA MOC/AEAO0BATENbHOCTbL), MPM NOMOLUM CleundUYHbIX K
3TOMY y4acTKy npaiimepoB n pepmeHtoB MMLV-peBepTasbl 1 Tag-nosmmepassbl.

JeTekums npoayKToB ammnavduKaLmMmM NPoucXogut nytem mMamepeHus $GayopecLLeHTHOro CUrHana B
pexunume «peanbHOro BPEMEHM» 3a CYET UCMOb30BaHUA B COCTAaBE PEaKLMOHHOM cMmecu GbayopecLeHTHO-
MEYEeHbIX OJIMTOHYKeoTUAO0B (30HAO0B). 30HAbLI MBPUAM3YIOTCA C  KOMMAEMEHTAPHbIM  YYacTKOM
amnamouumpyemoit KAHK-muweHn, B pesynbTaTe Yero MPOMCXOAMT HapacTaHMe WHTEHCMBHOCTU
dnyopecuLeHunn. ITo NO3BONSET PETUCTPUPOBATL HaKoMIeHWe cneundryeckoro NPoayKTa amnanpuKkaLmm
nyTeM M3MEPEeHUA MHTEHCUBHOCTM (GNYOPECLEHTHOrO CUrHaNa C MOMOLLbIO amnaMduKaTopa C CUCTEMON
AeTeKuMn GNYopecLeHTHOrO CUrHaNa B PEXKMME «PeasibHOro BPeMeHU».

Habop peareHTOB cOAEPXUT CUCTEMY 3aLUUTbI OT KOHTAMMHALMW aMNIMKOHAMM 33 CYET NPUMEHEHMA
depmeHTa ypauun-AHK-rankosmnasbl (YAr) n Tpudocdata gesokcnypmuanHa. PepmeHt YAl pacnosHaeT m
KaTanmsupyet paspyweHne uenen AHK, copepxawmx aesokcuypuamH, Ho He [AHK, copgepkawen
OEe30KCUTUMUANH. [le30KCMypUMaNH OTCyTCcTBYET B NpupoaHoi [JHK, Ho Bcerga npmcyTcTBYET B aMM/IMKOHAX,
NOCKONbKY TpudocdaT Ae30KCUyprManHa BXoanT B cocTaB cmecn aHT®P B peareHTax ana amnandukaumm.
[e30KcMypuanH genaeT KOHTAMUHUPYIOLWME aMMIMKOHbI BOCMIPUUMUMBBLIMU K paspyLlleHnto pepmeHTom
YOI po Havana amnanéeukaumm OHK-muweHn, n, cnenoBatenbHO, OHU HE MOTYT ObiTb B AasbHeNLem
amnandunumMpoBaHbl.

depmeHT YT TepmonabuneH n MHaKTMBMpPYeTCA Npu HarpesaHuu Bbiwe 50 °C n noaTomy He paspyluaet
aMNINMKOHbI MULWEHW, HapabaTbiBaemble B npouecce MLP.

Ha astane OT-NMUP ogHoBpemeHHO B oAHOM npobupke npoxoaut amnandukauma KAHK,
CUHTE3MPOBAHHOM Ha MaTpuue reHomHol PHK Bupyca b6atotaHra n kQHK, cMHTEe3MpoBaHHON Ha maTpuue
PHK BHyTpeHHero KoHTposnbHoro obpasua BKO B. Pe3synbtathl amnandukaumm perncTpmpyotca no 2-m
Pa3/IMYHbIM KaHanam dayopecueHTHOM aeTekumm (cm. Tabanuy 3).

Tabnanua 3
CootsetctBue HK-muweHen n kKaHanos payopecueHTHON AeTeKumum
Kanan ana dnyopodopa FAM R6G?

KOHK, cuHTesnpoBaHHaA Ha maTtpuue
KOHK-mnweHb AHK, P Pyl BKO B
PHK Bupyca 6ntoTaHra
WCKYCCTBEHHO CMHTE3UpOBaHHaA

Obnactb amnandurKaumnm reH NS3
nocnefoBaTelbHOCTb

1 BKO B BxoauT B cocTaB HabopoB peareHTOB, PpeKOMeHA0BaHHbIX [pon3sBoguTenem ANa SKCTPAKLMM HYKAEUHOBBIX
KMUCNOT U3 UcCcneayemoro matepuana.

2 [leTekuma curHana ana dayopodopa R6G ocyLecTBAALTCA MO KaHaNy AeTEeKLMMU ANA aHanornyHbiX dayopodopos HEX,
JOE, Yellow.
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3. KOHTPO/1b KAHECTBA

B cootBetctBumM ¢ ISO 13485-ceptudunumpoBaHHoin Cuctemolir MeHegxmeHTa KayectBa KomnaHwuu
000 «Hekctbro» Kaxpaaa cepua Habopa peareHToB «Amnaulpaiim® BTV» npoBepAeTcs Ha COOTBETCTBUE
3apaHee onpegeneHHbIM TpeboBaHUAM A/1A obecrneyeHns NOCTOAHHOTO KayecTBa NpPoayKLMK.

4. OrTPAHUYEHUA METOAUKU UCCNIEAOBAHUA

4.1. Habop npumeHSeTCcs TO/IbKO 419 BETEPUHAPHbBIX U APYTUX HEMEAULMHCKUX Lienen.

4.2. Habop npeaHasHayeH gaa paboTbl TOAbKO C UCCIEAYEMbIM MaTePMaioM, YKa3aHHbIM B pasgene
«HasHaueHue». MccnegoBaHve ApyrMx BUAOB MaTepnasioB MOMKET MPUBECTU K NONYYEHNIO HEAOCTOBEPHbIX
pe3ynbTaToB.

4.3. MonyyeHne  OOCTOBEPHbIX  pe3ynbTaToB  obecneuymBaeTcs  BbiNoJHeHWEM  TpeboBaHWiA,
nNpeabABAAEMbIX K B3ATMIO, TPAHCMNOPTUPOBAHMIO, MOArOTOBKE W XpaHeHMto 06pasuoB McCaedyemoro
maTtepuana (cm. pasgen «Mccnesyemblii matepman).

4.4. C nomolubto Habopa «Amnaulpanm® BTV» BoamorkHo OT-MNLP-uccnegosaHue tonbko npob PHK,
3KCTPArMpoBaHHbIX U3 UCCAEAYEMOro mMaTepuasia COBMECTHO C BHYTPEHHMM KOHTPOJIbHbIM 06pasuom —
«BKO B», Bxogswum B cocTaB Habopa ana nposeaeHus 3KcTpakumm HK. Bes wmcnonbsoBaHus BKO
HEBO3MOXHO NPOBECTU OLUEHKY BAaJIMAHOCTM MOCTAHOBKMU.

4.5. MpmeHeHne Habopa BO3MOXKHO TO/MbKO MNEPCOHaNoOM, OBYyYEHHbIM MeToAam MOEKYyAAPHOM
AVArHOCTMKM U NpaBuaam paboTbl B KIMHUKO-AMArHOCTUYECKOM nabopaTopun.

4.6. MNpwn pabote ¢ Habopom cneayeT UCMO/b30BATb TObKO amMMNIMOUKATOPbI C CUCTEMOW AETeKLMUM
bNYOpPEecLEeHTHOrO CUrHaNa B PEXUME «PEeaNbHOro BPeMEHM», XapaKTepUCTUKMU KOTOPbIX YA0BAETBOPAIOT
TpeboBaHuWA, yKasaHHble B pasgene «JonosHuTenbHoe 06opyLoBaHME U MaTepuanbi».

5. MEPbI NPEAOCTOPOXHOCTU U NPEAYNPEXAEHUA

5.1. PaboTa Ao/MKHA NPoOBOAMTBCA B NabOPaTOpUAX, BbINOJHAIOLWMX MOSEKYNAPHO-BMonoruyeckune
nccneposanua. MUP-nccnenosaHma foaXHbI NPOBOAUTLCA C cobntogeHnem TpeboBaHMI MeToaMYECKNX
yKasaHuii MY 1.3.2569-09 «OpraHunsauma paboTbl abopaTopuii, UCNONBL3YIOWMX METOAbl aMmnandUKaLmnm
HYKNEWHOBbLIX KUCNOT npu paboTe ¢ MmaTepuanom, cCoaeprKawym MUKpoopraHmambl I-IV  rpynn
naToreHHoCTU» 1 npasua «Mpasuaa NnposeseHUsa PaboT B 4MArHOCTUYECKUX 1abopaTOPMAX, UCMO/b3YHOLNX
METO/, NOSIMMEPaA3HON LEMHOM peaKkumMn (OCHOBHbIE NMOJIOKEHUA)» (YTBEPKAEHDLI MPMKA30M PYKOBOAUTENSA
JenaptameHTa BeTepuHapmn MuHcenbxosnpoaa PP 27.01.1997).

5.2. Mpu paboTe Heob6X0AMMO BCeraa BbINONHATL ceaytouime TpeboBaHuA:

- TpuMmeHATb Habop CTPOro MO Ha3HAYeHWUI0 B COOTBETCTBUM C AAHHOW UHCTPYKUMen. OTKAOHEHMe OT
MPONMUCaHHbIX NPOLEeAYP U NopAaKa AEUCTBUI MOXKET NPUBECTU K NOJTYYEHUIO HELOCTOBEPHbBIX Pe3y/IbTaToB
aHanusa.

- JlabopaTopHbIA MpoLecc A0NXeH 6biTb OAHOHAMNpPaBAeHHbIM. AHanM3 cnedyeTr NpoBoAUTL B
OTAeNbHbIX MNoMmelleHMax (3o0Hax) B cooteBetcTBMM ¢ MY 1.3.2569-09. He BoO3BpawaTb 06pasLbl,
obopyaoBaHMe 1 peareHTbl B 30HY, B KOTOPOI Bblna NpoBeAeHa Npeaplaylian cTaama npouecca.

- Y6upatb 1M gesnHoMUMpoBaTb pasnnTble obpasubl AW peareHTbl, UCMOb3YA Ae3nHPULMpYoLWme
cpepctBa B cooTBeTcTBunM ¢ CaHlMuH 3.3686-21.
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- Ypanatb HeUcnonb3oBaHHble peareHTbl, peareHTbl C WUCTEKLWMM CPOKOM TOAHOCTM, a TaKXKe
MCMNO/Ib30BaHHblE peareHTbl, yNakoBKY, BUONOrMYecKMn MmaTepuan, BKAKOYaA MmaTepuasnbl, UHCTPYMEHTbI U
npegmeTbl, 3arpAsHeHHble OMONOrMYECKMM  MaTepuanom, B COOTBETCTBMM C  TpeboBaHMAMM
CaHlunH 2.1.3684-21.

BHMUMAHMUE! Mpu yaaneHMn otxoA0B nocne amnandukaumm (Npobupok, coaepKatmx npoayktsl OT-MLIP)
HeAoMyCTUMO OTKPbIBaHWE NPOBUPOK M pa3bpbi3rMBaHMe COAEPHKMMOr0, MOCKOJbKY STO MOXKET NPUBECTU K
KOHTaMMHauuu npoayktamu MLUP nabopatopHoit 30HbI, 060pyA0BaHMA U peareHToB.

- Mcnonb3oBaTb M MEHATb MPU KaxK4oM onepauny o4HOPa3oBble HAKOHEYHUKN ANA aBTOMATUYECKMX
[,03aTOPOB C GUIBLTPOM.

- TMocypa (CTYNKM 1 NeCTUKM) U MeTaNNMYeCKMe MHCTPYMEHTbI (CKanbnen, HOXKHULbI, MUHLETbI U T.M.),
MCMNO/Ib30BaHHbIe A5 NPeANnoAroTOBKM NPo6, BbIAEPKMBAKOTCSA B pacTBOpE Ae3MHOMLMPYIOLWEro cpeacTsa
(Hanpumep, 0,2% pacTBOpP HATPUEBOWM CONMU AUXNOPU3OLMAHYPOBOWM KUCAOTbI) B TEYEHWE OAHOro 4aca,
MOIOTCS BOAOMNPOBOAHOM BOAOW C MOBEPXHOCTHO-aKTMBHbBIMW MOIOLWMMK CPeaCTBaMM M NOCAE OTMbIBAHUA
B MPOTOYHOM U AEMOHU30BAHHOM BOAE BbICYLUMBAOTCA B CyXOXKapoBOM LKady B TeyeHMe 4 yacos npu
Temnepatype 180 °C.

- TOBEpPXHOCTM CTO/IOB, @ TaKKe MOMeLLEeHMsA, B KOTOPbIX NPOBOAUTCA nocTaHoBKa MLUP, o Havana u
nocse 3aBepLlueHnsa paboT HeobxoaMmo NnoasepraTb yabTpadproneToBomy 06/1yyeHuto B TedeHme 30 MUH.

- Habop peareHTOB npegHasHayeH A4Aa OAHOPA30OBOrO0 MPUMEHEHMA MNpu  NpoBeaeHUn
OT-NLUP-nccneaoBaHus ykasaHHOro Koandyectsa npob (cm. pasaen «CoctaB M KOMMIEKTHOCTbY).

- Habop peareHTOB roToB K MPUMEHEHMIO COMIACHO AaHHOM MHCTPYKLMU. NprmeHATb Habop CTporo no
Ha3Ha4YeHuIo.

- He wucnonbsosatb Ha6op peareHToB, €C/1M HapyweHa BHYTPEHHAA YNaKOoBKa, UK BHELUHWUN BUnL4
peareHTa He COOTBETCTBYET OMUCaHUIO.

- Hewuncnonb3oBaTtb Habop peareHToB, ecnu He cob61104aNUCh YCNO0BUA TPAHCNOPTUPOBAHMNA U XpPaHEHNA
COTIAaCHO MHCTPYKLUMN.

- He ncnonb3oBaTb Habop peareHToB MO UCTEYEHWUM CPOKa rOAHOCTMH.

- Wcnonb3oBaTbh 04HOPA30BbIE HEONYAPEHHbIE NepyaTky, NabopaTopHble XanaTbl, 3alMLLATbL F1a3a BO
Bpema paboTbl ¢ 06pasLammn u peareHTamu. TWATeIbHO BbIMbITb PYKM N0 OKOHYaHWUM paboTbl. Bce onepaunmn
NPOBOAATCA TONbKO B NepyYaTKax A1A UCKIOUYEHNA KOHTaKTa C OpraHM3MOM YesioBeKa.

- He ecTb, He NUTb M He KypuTb B NpOLIECCE MCMO/b30BaHWA Habopa. M3beraTb BAbIXaHMA Mapos,
KOHTaKTa C KOXKel, rnasamu u camsuctoit obosioukoi. He rnotats.

- Mpwn KOHTaKTe Hemea/IeHHO MPOMbITb MOPa*KeHHOe MEecTO BOAOW M MPU MAOXOM CaMOYyBCTBUM
06paTMTbCA 33 MeAUUMHCKOM nomMolubto. Npu NonagaHMmM BHYTPb, PBOTY He BbI3biBaTb, NPOMOAOCKATh POT
BOZOM, 06paTUTLCA K Bpayy Npwm NJ0XOM CaMoYyBCTBUMU.

5.3.Tpy  UCNONb30BaHMM NO  Ha3HAYeHUO M cobNOAEHMM  BbilIENEepPeYUCIEHHbIX  Mep
npeaocTopoXKHOCTM Habop 6e3onaceH. PeareHTbl Habopa coaep KaT HaTPUA a3una, B KOHLEHTpauuKn He 6onee
0,1% ¥ COOTBETCTBEHHO He KNaccMdUUMPYIOTCA KaK omnacHble U He TpebytoT cobaogeHusa cneunanbHbix Mep
NpPeaoCcTOPOKHOCTH.

5.4. Cneupdmnyeckne Bo3aencTeMA Habopa Ha opraHM3mM YenoBeKa:
- KaHueporeHHbI 3¢ deKT oTcyTCcTBYET.
- MyTareHHoe gencTeume oTCyTCTBYET.

- PerlpO,CI,YKTMBHaﬂ TOKCUYHOCTb OTCYTCTBYET.
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6. AONO/IHUTE/IbHOE ObOPYJOBAHUE U MATEPUADI

6.1. B3ATue uccnegyemoro matepuana

6.1.1. BakyymHble npobupkun ana sabopa Kposu ¢ SATA naun umtpata HaTpusABYXCTOPOHHUE UTbl ANA
3abopa KpoBK B BaKyyMHble NPOBGUPKM.

6.1.2. MeTannnyeckme MHCTPYMEHTbI (CKaibnen, HOXHULbI 1 T.M.).
6.1.3. AHAaTOMMYECKUI NUHLET.

6.1.4. TpaHCcNOpTHaA cpena aaa B3ATUA, TPAHCNOPTMPOBAHMA U XpaHeHUs Buonormyeckoro matepmana,
coAepKallas KOHCEePBAHT AN CTEPUJIbHbINA GU3NONOTMYECKMA pacTBOP.

6.1.5. KoHTeliHep NiacTMKOBbLIM AN B3ATUA, XPaHEHMA U TPAaHCNOPTUPOBKK BUonormyeckmx obpasuos
ob6bemom 50-60 ma.

6.1.6.HOXHULbI, CKanbnenun, NUHLETbI.

6.1.7.MnacTMKOBBIM NAKeT ¢ 3acTexkKom Zip-lock.

6.1.8. OgHOpa30Bble NOANNPONUIEHOBbIE NIOTHO 3aKpblBatowmMeca NPobmpkm obbemom 1,5 - 2,0 ma.
6.1.9. Anatnnosbiin adpup.

6.1.10.BaTHO-mapneBas npobKa.

6.2. NMoparoTtoBka uccneayemoro marepuana K akctpakuum PHK

6.2.1. OaHOpa30Bble NOAUMPONMAEHOBbIE MNIOTHO 3aKpbiBalollMeca NPobUpKM Tuna «InneHaopd»
obvemom 1,51 2,0 mn.

6.2.2. ®apdoposble CTYNKU 1 NECTbI UM ABTOMATUYECKUIA TOMOTEHN3aTOP.
6.2.3. docdaTHO-coneBon bydep nnm GUMoNOrnMYecKnin pactTeop.

6.2.4. OaHOpa30Bble HAKOHEYHUKM, cBoboaHble oT [JHKa3/PHKas, ans 4o3aTopos nepemeHHoOro obbema
¢ ¢puabTpom ot 10 ao 1000 mK.

6.2.5. MukpougeHTpudyra gna npobupok tuna «dnneHaopd» obbemom 1,5-2,0 Ma € YyCKOPEHUEM He
meHee 10 000 g.

6.2.6. BopTtekc

6.2.7. ABTOMaTMYeCKMe A03aTopbl NepemMeHHOro obbema.
6.2.8. HoXHuupl.

6.2.9. Ckanbnens.

6.2.10. AHaTOMMYECKUIM NMUHLET.

6.3. 3Kcrpakuua PHK u3 uccnegyembix obpasuyos

6.3.1. Habop peareHToB Ans 3sKcTpakumm PHK/OHK «MarHoMpaim® BET» («dopmat 96») wam
«Amnaulpaiim® PUBO-npen BET» npoussoactea OO0 «Hekctbuo», Poccua, unu noboi apyroi Habop,
pPEKOMEHA0BAHHbIV NPOU3BOAUTENIEM, COOTBETCTBYHOLLMIA CAeAyOWMM TPeboBaHUAM:
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- Habop nossonAeT BblaenatTb HK 13 Npob LesbHOM KPOBK U CepMbl OT IATEHTHO MHOULMPOBAHHbIX U
60/1bHbIX XMBOTHbIX, NPO6 NaTONOrMYECKOro Matepmana (neyeHnb, ceneseHKka, cepaue, nerkne, AMmeoysnbl)
OT MaBLUMX N BbIHYKAEHHO YOUTLIX }KUBOTHbIX, U3 KPOBOCOCYLLIMX HACEKOMbIX, U3 MHOULMPOBAHHbIX KYNbTYP
KNETOK M KYPWHbIX 3MBPMOHOB ANA MOC/AeAyHOWEero UCCNeAoBaHUA MeTOAOM MOAMMEPas3HOW LenHoM
peakumu c geTekumein NpoayKToB aMNANPUKaLNN B PEXKNME «PeaslbHOro BPEMEHWNY;

- coctaB Habopa BKAtoyaeT peareHT OKO (oTpuuaTeNbHbIN KOHTPOJIbHBLIM 0bpaseu) u BKO B
(BHYTpEHHWI KOHTPOBbHbLIN 0bpaseL);

- Habop no3BonAeT uccieaoBaTtb 06pasLbl 06beMom He meHee 100 mKn;
- Habop no3BoAAET NPOBOANUTb 3/1OLMI0 oumLeHHOoM PHK B o6beme He meHee 50 MK.

BHMUMAHMUE! MNpu ncnonb3oBaHMM HabopoB Ana aKkcTpakumm PHK apyrux npoussoautenei, Heob6xoamMmo
[ONONHUTENBHO npuobpectn Habop  peareHToB  «MarHolpaim® BET»  dopmbl BbINyCKa
«®opmaT KoHTponu». PeareHT BKO B cneayetr no06aBnAaTb Bo Bce uccneayemblie ob6paslbl, a TaKxXe B
OTpULATENbHbIN KOHTPOJIbHbLIM 06pasel, (OKO).

6.3.2. lononHUTeNbHbIE MaTepunasbl n 0bopyaoBaHMe, Heobxoanmble s sKcTpakumm PHK, — cornacHo

WHCTPYKUMU K Habopy peareHToB Ans aKcTpakumm PHK.

6.4. AmnaunduKauma, AeTeKkuma NPOAYKTOB amnanduKauum, aHanms u UHTepnpeTaums
pe3ynbraTos

6.4.1. OaHoOpa30Bble NOANNPONUAEeHOBbIe NMPObUpPKK, cBoboaHble oT IHKa3/PHKas3, cheaytoumx BUAOB:

- 3aBMHYMBaIOWMECA NPOBUPKU U KPbIWKU K HUM MAK NNOTHO 3aKpbiBatolmecs Npobupkn obbemom
1,5 mn — ANA NPUroToBAEHNA peakUUOHHON cmecuy;

- TOHKOCTEHHble npobupkn ana MUP obbemom 0,2 Mn C BbINYKAOW WMAW MNJOCKOM ONTUYECKU
NPO3PaYHON KPbIWKOM UM Npobupkn obbemom 0,2 ma B cTpunax no 8 WT. C NPO3PaAYHbIMU KPbILLIKaMK —
ana nposegenus MNUP npu ncnonb3oBaHUM amnanduKaTopa NAAHWETHOTO TUNA;

- TOHKOCTEeHHble npobupku ana NMUP o6bemom 0,2 Ma ¢ NNOCKOM KPbIWKOW nan npobupkn ans MLUP
obbemom 0,1 mn B cTpunax Mo 4 WT. C KpblWKamu — pnsa nposegeHusa MUP npu mMcnonb3oBaHUM
amnaMduKaTopa pOTOPHOro TMna.

6.4.2. OaHOpa30Bble HaKoOHeYHMKK, cBoboaHble oT JHKa3/PHKas, ana no3aTopos nepemeHHOro obbema
¢ dunbtpom go 100 mKn.

6.4.3. lUtatnuebl ana npobupok obbemom 0,2 mn uam 0,1 mn (B COOTBETCTBMU C UCNONAb3YEMbIMM
npobupkamu ana NLP).

6.4.4. Bokc abakTepunanbHOM BO3ayLwHOM cpeabl (MLP-60Kc).
6.4.5. LleHTpudyra-sopTeKc.
6.4.6. ABTOMaTU4YECKME A,03aTOPbI NePeEMEHHOro obbema.

6.4.7. CTaHUMA aBTOMATMYECKaA C moaynem gna npurotosaeHMA U o03npoBaHUA peaKUNOHHbIX cmecei
M KOMMNNEKT pPacCXo4HbIX MaTepmanoB K Hel cornacHo MHCTPYKuMKn [poussoautena, - B CAy4dae
NpUroTosaeHNA peakuynoHHbIX CcMmecei ¢ UCNOo/Ib30BaHNUEM aBTOMATUYECKOM CTaHUWu;

6.4.8. Mporpammunpyemblii amnandruKaTop POTOPHOrO MAM MAAHLIETHOrO TUMNa C CUCTEMOWN AEeTeKuuu
$NyopecueHTHOro CUrHasna B  PeXUMe «pPeanbHOro BPEMEHU», COOTBETCTBYIOWMNIM Caeayowmnm
TpeboBaHUAM:

- Ha/nuyMe He3aBUCUMbIX KaHanoB d¢syopecueHTHoOM agetekuuun ana dayopodopos FAM n R6G c
XapaKTePUCTUKAMM, YKa3aHHbIMK B Tabanue 4:
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Tabnnua 4
Tpebyemble xapaKTepUCTUKM KaHaNoB ¢pyopecL,eHTHOWN geTeKuum

ANVHbI BOMH, HM

KaHan gna pnyopodopa Bo36yxaeHus JeTteKkuun
MuHumym Makcumym MuHumym Makcumym
FAM 450 470 510 530
R6G 515 532 545 580

- AnAa npnbopoB NAaHLLIETHOro TMNa Haandyne noaorpeBaemMon KpbllKK ¢ TemnepaTtypon 6onee 100°C;
- TOYHOCTb NoAfepxKaHua Temnepatypsbl £ £0,4°C;

- CKopocTb Harpesa He meHee 2°C/cek;

- CKOpOCTb OxnaxaeHune He meHee 1°C/cex.

6.4.9.X0N04UNbHUK C MOPO3WJIbHOM KamepoW, NoaaepKUBatoLLLEN TEMNEPATYPHbLIN PeXUM OT MUHYC 24
°C po mmHyc 16 °C.

6.4.10.0TAenbHbIN XanaT, Wano4kun, obyBb N 04HOPa30Bble NepyaTkM B cooTBeTcTBMM ¢ MY 1.3.2569-09.

6.4.11.EmKocTb gns cbpoca HAaKOHEYHMKOB.

7. UCCNEAYEMbIA MATEPUAN

MaTepuanom gaa nccnefoBaHuUA CyKar:
- Npobbl LEeNbHON KPOBM M CNepMbl OT 1aTEHTHO MHOULMPOBAHHbIX U 6O/IbHbIX }KUBOTHbIX;
- KpOBOCOCYLLME HACEKOMbIE;

- NaTONOrMYECKUN MaTepuman oT MaBLIMX UAWN BbIHYKAEHHO YOUTbIX KMBOTHbIX: MEYEHb, CENE3EHKa,
Anmaooysnbl, Nerkne, cepaue;

- MHPUUMPOBAHHbIE KYpPUHblE SMOPUOHbI;

- MHOUUMPOBAHHbIE KYAbTYPbl KJETOK.

7.1. B3aTtve u TPaHCNOPTUPOBKA Uccaegyemoro matepuana

3abop KPOBM NPOBOAAT NOC/E A/IMTENIbHOMO ro104aHNA (He MeHee 6 Y) U3 APeMHOM UM NOAXBOCTOBOM
BEHbl B MPOBWPKY C aHTUKoarynaHTom (pactBopom SATA uau uutpaTa Hatpua). A8 TwaTenbHOro
nepemeLlMBaHNA KPOBM C aHTUKOAryIAHTOM HEOBXOAMMO HECKONLKO Pa3 nepeBepHyTb NPOBUPKY.

Cnepmy oTtbupator B obbeme 1,5 — 2,0 mn B NAACTUKOBbIE KOHTEMHEPbLI ANA B3ATUA, XPAHEHMA U
TPAHCNOPTMPOBKM BrUonormyecknx obpasyos o6bemom 50-60 ma.

Mpo6bl opraHos/TKaHel maccoli He 6onee 1 r oT6MpaloT B 0AHOPA30BYIO NIACTUKOBYIO Mocyay Wau
naacTUKoBble NakeTbl, NMMOY3/bl BEPYT LENNKOM.

KpoBococywmx HaceKombix nocse cbopa M AOCTaBKM B nabopatopuio 0b6pabaTbiBaloT AMITUAOBLIM
adunpom Ao o0be3asuKeHUa, HaHOCA Kano adupa Ha BaTHO-mapaesyto NpobKy. MNocne onpegenexHna snaa
M nosa matepuan MoxKeT 6biTb 06beanHEH B Ny/bl B 3aBUCMMOCTU OT BUAA, NOMa, MecTa U AaTbl cbopa u

NOMELLEH B CyXMe YNcTble Npobupkn obvemom 1,5 mi.

Mpu unccnefoBaHUM UHOUUMPOBAHHBLIX KYPWUHbIX 3MOPUOHOB OTHMpatloT npobbl nedyeHu, cepaua,
cenes’eHKu, Nerknx 1 Novex.
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O6pa3sLbl LEeNbHON KPOoBM XPaHAT npu TemnepaType oT 2 Ao 8 °C B TedeHMe 7 cyToK. He gonyckaetca
3aMoparkMBaHMe 06pasLLOB Le/IbHOM KPOoBMU.

O6pasubl Mccieayemoro matepuana (3a MCKAOYEHWEM LLeIbHOW KPOBM) XPaHAT MpU CAeaytoLmx
yCnoBuAXx:

- npu Temnepatype 2 — 8 °C — B TeyeHue 1 cyToK;
- Npu TemnepaTtype He Bbiwe MUHyC 16 °C — B TeueHune 1 Hegenu;
- npuv TemnepaType He Bbilwe MUHYC 68 °C — AnMTeNbHO.

BHUMAHMUE! HecobnoaeHune TpeboBaHUI MOXKET NPMUBECTU K MOJTYYEHNIO HEKOPPEKTHbIX PE3Y/1bTaTOB.

7.2. TMoproTtoBKa matepuana K nuccnegoBaHuio
LienbHyI0 KPOBb M Ky/bTYpbl KNETOK UCMO/b3yoT 6e3 npeasapuTenbHOM NoAroTOBKM.

MNpo6bl TKaHel U OpPraHoB rOMOTEHU3UPYIOT C UCMONb30BAHNEM CTEPU/IbHBIX GapPopoBbIX CTYMOK U
NecTMKoOB WAM aBTOMATMYECKOro FOMOreHM3aTopa, 3atem roToBaT 10% cycneH3suio Ha CTepubHOM
¢dusmonornyeckom pactsope nnun ¢ocpatHo-conesom bydepe. CycneHsuno nepeHocAT B NpobupKy o6bemom
1,5 mn n ueHtpuoyrmpytor npn 400 g B TeyeHMe 2 MUH. HagocafouHYH KUMAKOCTb WMCNONb3YHOT AR
9KCTpaKuum PHK.

Hacekombix nomelatoT B cTepu/bHy0 $apdopoBYyIO YLLKy MM aBTOMATUYECKUI FTOMOreHM3aTop,
no6asnsot 0,7 — 1,0 mn 0,15 M pacTtBopa x/10p1aa HaTpMa U roMOreHU3npyroT Npoby. HakoHeYHUKom ¢
dUABTPOM NepeHocAT NPoby B MUKPOLLEHTPUDYKHYIO NPOBMpPKY 06bemom 1,5 mn 1 ueHTprudyrnpytoT npu
1200 g B TeueHue 2 MuH ana oceetneHns npobbl. PHK 1 AHK sbiaensatoT ns 0,1 ma Hag0Ccag0uHOM }KUAKOCTU.

Cnepma: HenocpeacTBEHHO neped, BblAENEHMEM HYKNEUHOBbIX KUCNOT, UCMO/b3yA HAKOHEYHMK C
dunbTpom, nepeHocAT 50 MKA Cnepmbl B CTEPUIbHYIO OZLHOPa3oBY MPOBWMPKY obbemom 1,5 mn u
Aob6asnaoT 150 MKA TPaHCNOPTHOM cpeapl, TWaTebHO NepemMellnBaloT Npoby Ha BopTeKce.

8. NPOBEAEHUE UCCNTEQOBAHUA

MccneposaHme A0MKHO NPOBOAMTLCA NPM HOPMa/IbHbIX MOKa3aTeNax MUKPOKIMMaTa nabopaTtopun:
- TemnepaTypa oKpy:Katollero sosayxa ot 20 go 28 °C;

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

8.1. 3Kctpakuyua PHK us ucchegyemoro matepuana

Ona akctpakumm PHK wmcnonb3osatb Habopbl peareHTOB, pekomeHAoBaHHble [lpousBoauTenem B
pasgene «JononHuTenbHoe obopyaoBaHMe U maTepuasnbi». Mopaaok paboTbl ¢ HABOPaMM A1s FKCTPaAKLUUN
PHK cmoTpuTe B MHCTPYKLUMKM MO UX NPUMEHEHUIO.

Karkaaa rpynna sKkcTparMpyembix o6pasuos O0MXKHA CONPOBOXKAATHCA MOCTAHOBKOW OTPULATENbHOTO
KOHTpOIbHOro o6pasua (OKO)* B ogHom nosTope. Mpu nposeaeHnn skcTpakumm PHK, Bo Bce npobbl cieayet
BHOCMTb BHYTPEHHMI KOHTPOAbHbIN 06pasel, (BKO B)?.

3YKasaHbl A0ONyCTMMble HOPMbI Temnepatypbl M OTHOCUTENbHOM BAAXXHOCTM BO3ayxa B pabouyeit 30He
NPOM3BOACTBEHHbIX MOMELLEHUN B COOTBETCTBMM C TpebosaHmamm [OCT 12.1.005-88 «Cuctema CTaHOAPTOB
6e3onacHocTh Tpyaa. ObLwme caHUTapHO-TUrMEHNYECKNe TPpeboBaHMA K BO34yXy pabouyelt 30HbI»

4 BxoauT B cocTaB Habopa, pekomeH4oBaHHOro MponssoanTenem Ana NPOBeAEHUsA SKCTPAKLMM HYKNEUHOBbIX KUCIOT
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B npouecce aKkcTpakummn PHK ncnonb3osath cieaytolme o6bembl peareHToB U uccieayembix 06pasLos:

- obbem nccneayemoro obpasua® — 100 mKa B NpobUpPKKM Ana uccneayemblx 06pasLos;

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

06bem peareHta OKO — 100 mkn B npobupky ana OKO;

obbem peareHTa, ucnonbsyemoro ansa snwounn PHK, — 50 mKa (npu Mcnonb3oBaHuMM Habopa gns
aKcTpakuum HK  «Amnaulpaiim® PUBO-npen BET») wam 100 mKa (npu wmcnonb3oBaHUM Habopa
«MarHolpaiim® BET» nam 50 — 100 mKn (npu ncnonb3oBaHUM Apyroro Habopa ana skcTpakuuu HK cornacHo
WMHCTPYKLMU K HEMY).

8.2. MopgrotosKa peareHtos gna OT-MLUP

BHUMAHUE! KoMMOHEHTbI pPeaKLMOHHON CMecu c/edyeT CMmellMBaTb HEMOCPeACTBEHHO nepeja
nposegeHnem OT-TMLP.

BHUMAHMUE! B cnyyae nNpuUroTtoBaeHUs PeakUMOHHOM CMECU C MOMOLLBbI0 aBTOMATMUYECKOWM CTaHLUM
cnepyuTe yKasaHUAM MHCTPYKLUKU MO ee UCMONb30BAHMUIO.

8.2.1.Paccuntate o0b6bembl MMUP-cmecu BTV, Peseptasbl R u bydepa B, Tpebyiowmeca pgna
NPUroTOBAEHNA PeaKkUMOHHON cmecn (cm. Tabaumuy 5). Cmecb roToBUTbL Ha 0bLLEee YNCNO Uccnesyemblx U
KOHTPOIbHbIX 06pa3L 0B NAOC 3aNac He MeHEe YeM Ha OAHY peaKLuio.

Tabnnua 5
PacueT 06beMOB KOMNOHEHTOB A1 O4HOWN peakKLUOHHOW CMecU Npu NpoBegeHUN aHaNIN3a
PeareHT 06bem, MKn O603HaueHus
MUP-cmeck BTV 10,0%(N+1)
N — KosinyecTBo 06pasyoB PHK, nosy4yeHHbIX Ha 3Tane
Bydep B 5,0%(N+1)

3KCTPaKLUMM, BK/IKOYAA KOHTPON
PesepTasa R 0,5*(N+1)

8.2.2.Pazmoposutb coaeprkmmoe npobupok c MLUP-cmecbio BTV 1 bydpepom B.

8.2.3.MepemelwaTtb cogeprknumoe npobupok c MLP-cmecbio BTV 1 bydepom B, Ha BopTeKce, Npobupky
¢ PeBepTasoit R akKypaTHO nepemellaTb NMneTMpoBaHnem. CHpPoCUTb Kanan co CTEHOK NPOBMPOK KPaTKMM
LeHTpndyrmpoBaHMem Ha BOpPTEKCE.

8.2.4.MpUroToBMTb PEAKLMOHHYI0O CMECb B OTAEe/IbHOM NpobupKe, A06aBMB KOMMNOHEHTbI B 06bemax,
paccuMTaHHbIX B M. 8.2.1. MepemeluaTb CMeCb M 0CaZUTb Kanu Ha BOpPTEKCe.

8.2.5.0106paTb HeobxoaMmoe KOAMYEeCTBO MPOO6UMPOK uAM cTpunoB ana nposegeHua OT-TLP
nccnenyembix U KOHTPOJIbHbIX 06pa3LoB. Boibop npobupok ana amnandukaLmm 3aBUCUT OT UCNOb3YEMOTO
amnamMduKaTopa ¢ CUCTEMOM AETEKLMMU B pEXUME «PeasibHOrO BPEMEHU».

8.2.6.BHecTu B NpobuMpKM Nno 15 MKA NpUroTosieHHON peakLMOHHOI cmecH.
BHUMAHMUE! Hencnonb3oBaHHbIE OCTAaTKU PEAKLMOHHON CMECU XPaHEHUIO HE NOAJIexKaT.

8.3. BHeceHue npob PHK, npoBeaeHne amnanpukaumm n getekumm

BHUMAHMUE! Mpu pobasneHun npob PHK, aKcTparMpoBaHHbIX C MOMOLLbIO HAabopoB peareHToB A4
NpoBeAEHNA IKCTPAKLUM METOAOM COpOLMM Ha CUAMKarene WA MarHUTHOM cenapauuu, Heobxogumo
nsberatb NonagaHuA copbeHTa B PeaKLMOHHYIO CMECh.

8.3.1.BHecTu B noAroToB/ieHHble NPOBUPKKN C peakUuMoHHON cmecbto no 10 mka npo6 PHK.

5 [lna HekoTopbix BMAOB 06pa3LoB TpebyeTca npeasapuTenbHaa NOArOTOBKa CornacHo pasgeny «Mccneayemblii
maTtepuan».
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8.3.2.BHecTV KOHTPObHble 06pa3sLbl:

a) NonoxutenbHblt KoHTponb MUP (MK) — B nNpobupKy C pPeakuMOHHOW CMecbld BHeCTU
10 mkn NKO BTV.

6) OTpuuaTenbHblit KOHTPONb SKCTpaKuum (OK) — B NpobupKy € peakuMoHHOW CMEeCbio BHECTU
10 mkAn npobbl, aKcTparnpoBaHHoii us OKO.

B) OTpuuatenbHbli KoHTponb MUP (K-) — B npobupKy C peaKkuMOHHOM CMecCblo BHeCTU
10 mKn peareHTa K-.

8.3.3.3anporpammmnpoBaTtb amnanpUKaTop C CUCTEMON AETEKLUNM B PEXKUME KPEASIbHOTO BpeMeHU» Ans
BbINOMIHEHUA «EAMHOM» nporpammbl  amnanduKkaumm w  AeTekumn  GAyopecueHTHOro  CMrHana
(cm. Tabnnuy 6).

Tabnnua 6
EanHaa nporpamma amnanduKauum m getekumm GayopecueHTHOro curHana
o [eTteKkuus no KaHanam ans KonunuectBo
Linkn Temnepartypa, °C Bpemsa e e

50 15 muH - 1
2 95 15 muH - 1

95 10c -
3 45

60 20c FAM, R6G®

MpumeyaHue: ¢ MCNONb30BaHMEM €AMHOW MPOrpamMMbl MOXKHO OAHOBPEMEHHO MPOBOAWUTL B OLHOM
npubope Noboe coyeTaHMe TECTOB, BK/OUYAA TECTbl C 06paTHOM TpaHCKpunumnen n amnamduraumnen. Mpm
OZHOBPEMEHHOM MPOBEAEHUM HECKO/IbKMX TECTOB AeTeKumA GNyopecLLeHTHOro CUrHana Ha3Ha4vaeTcs M no
OPYTMM UCMOJIb3yeMbIM KaHanam, NOMMMO YKasaHHbIX B Tabauue. B cnyvae ecam B ogHom npubope
OZHOBPEMEHHO MPOBOAATCA TECTbl TONIbKO A/1A BbifiBAeHUA [AHK, MOXHO yaanutb U3 AaHHOW Nporpammsl
nepBbIi Wwar 06paTtHoM TpaHcKpunuun (50 °C — 15 MUHYT) 419 S3KOHOMUM BPEMEHU.

8.3.4.YCTaHOBUTbL NPOBUPKU UAK CTPUMbI B AYENKN peakLMOHHOIo Moayns npubopa.

MpumeyaHue: Heo6X0AMMO nepen NOCTAHOBKOM B aMNAMGUKATOP MAAHLIETHOrO TMNAa 0CaauTb Kanau co
CTEHOK NPOBUPOK HA BOPTEKCE.

8.3.5.3anycTnTb BbINOAHEHME NPOrpammbl amnanduKaumm c getekumein GayopecueHTHOro curHana.

8.3.6.Mpubop npoBoanT pernctTpaumio GAYOPECUEHTHONO CUrHasa aBTOMATUUYECKM B pexume
«peanbHOro BpemeHm».

8.4. AHanus n 06paboTKa pesynbTaTtoB

AHanuns 1 06paboTKy pe3ynbTaToB MOXKHO NPOBOAMUTD:

- B aBTOMaTMYECKOM peXKMMe C MCMOJib30BaHMEM nporpammHoro obecneveHma FRT-Manager (OO0
«MNHTepMlabCepBuc», Poccus) cornacHo pyKoBOACTBY MOAb30BaATeNA, BbIOpaB METOAMKY, YKa3aHHYHO BO
BKAablle, Npuaaraemom K Habopy. PykoBoACTBO NONb30BaTeNA pa3mMeLLEHO HA odmumanbHom calite 000
«MHTeplabCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B PYYHOM pexume C MNOMOLLbIO nporpammHoro obecneveHuAa npubopa, MCNONb3YyeMOro Ans
nposeaeHns OT-MLUP c geTekumMen B peuMme «pPeasbHOro BPEMEHW», COMaCHO WHCTPYKUMM NO €ero
NPUMEHEHMIO U MHCTPYKLMM K Habopy.

6 leTekuma curHana ana payopodopa R6G ocyLlecTsAAETCA NO KaHaNy AeTeKLMMU AN aHaNornyHbIx dayopodopos HEX
1 JOE, Yellow.
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BHMUMAHMUE! O6paboTKy AaHHbIX (hayopecueHTHbIX KPUBbIX), MONYYEHHbIX B NMPOrpammHOM obecneyeHun
npubopa, ncnonbzyemoro ana nposegeHua OT-MLUP c aeTekuuel B pexkMme «peanbHOro BPEMEHU»,
NpPoBOAMTbL COINACHO WMHCTPYKLMWM MO €ro npumeHeHuto. PekomeHayemble mapameTpbl Ana ob6paboTku
[AHHbIX YKa3aHbl BO BKAaAblLWe, Mpuaaraemom K Habopy.

O6paboTKa 1 pacyeT pesynbTaToB NPOUCXOAMUT HA OCHOBAHUM HAaAUUYMA (MAK OTCYTCTBMSA) NepeceyeHunn
KpuBoi dnyopecueHumm S-ob6pasHon (curmoobpasHoi) dopmbl C YCTAaHOBEHHOMW Ha COOTBETCTBYIOLLEM
YPOBHE NOPOroBoW IMHUEN, YTO ONpeaenaeT Haan4dne (MM oTCyTCTBME) ANA AaHHOMN NPobbl KOHK 3HayeHun
noporosoro umkna (Ct) B cooteetcTBylowei rpade Tabauubl pesynbtatoB. [lapameTpbl 06paboOTKM
bnyopecLeHTHbIX KpMBbIX (CM. M. 8.5.) 3aBMCAT OT UCNOIb3yeMon MoAenn amnandukaTopa.

KpuBble HakonneHus ¢AyopecueHTHOro CUrHana aHaAusUpyloTca Mo 2-M  KaHanam  JeTekuuu
(cm. Tabnnuy 7).

Tabnvua 7
JeTtekuma pnyopecueHTHOro curHana
Kanan ans ¢payopodopa FAM R6G®
MpoayKT amnamdukaumm kOHK Bupyca BTV BKO B
8.5. Ucnonb3yemble HACTPOIKM amNAMPUKATOPOB
PekomeHayemble HaCTPOMKM Ans npnbopoB yKasaHbl B Tabaunuax 8 - 10.
Tabnuvua 8
PeKomeHgyemble HaCTpOiKK gna npnbopos poTOpHOro TMNa
OnT.ypoBHA YcrpaHeHue MHAMUYECKUit Uckniountb
Kanan P Mopor P KoppeKrt.yknoHa A
curHana Bbi6pocos doH LMKAbI
FAM/Green ot 5 Fl go 15 Fl 0,03 <15% BK/OYEHA BK/IOYEH -
R6G/Yellow | ot5Flgo15FI 0,05 <15% BK/IlOUEHA BK/IOUYEH -

Mpu 3anycke npubopa POTOPHOrO TMMA B OKHE «ABTOOMTUMM3ALMA YPOBHA CMUIHaNa» aKTMBMPOBATb
bYHKLUMIO «BbINOAHWUTDL ONTUMM3ALMIO MPU NEPBOM LIAre AeTeKUUnY.

Mpun ncnonbzoBaHum amnandukatopa «CFX96» cneayet NPUMEHATL HACTPOMKKM coriacHo Tabauue 9.

Tabnuvua 9
Hactpoiiku gna npnbopa «CFX96»
Mapametp Lar aTana yuMKAMpPoBaHUA CKopoCTb HarpesaHusa/oxnaxaeHus
95 °C 2,5 °C/cek
Step Options
60 °C 2,5 °C/cek

AHanus pe3ynbTaToB Ana npubopa «CFX96».

MpoBecTn aHanu3 pesynbTaToB Mo KaHanam FAM u R6G (4na KaxKAOro KaHasia no oTAenbHOCTH),
aKTUBMPYA KHOMKY C Ha3BaHMeM cooTBeTcTBytowero gpayopodopa.

Ona Hactpolikn 6a3oBoit AnHUKM BbibepuTe meHo Settings (HacTpoliku), 3aTem nocnenoBaTesibHO
Ha*KmuTe KHonku Base Line Subtracted Curve Fit (Mog6op KpMBoOM No TOYKaM ¢ Bbl4eTOM 6a30BOM AMHUN) U
Apply Fluorescence Drift Correction (MpuvmeHUTb Koppekuuio cmelieHus dayopecueHuun). B meHto
Threshold Cycle Calculation (Moporosbiit ypoBeHb 6a30B0OM IMHWMM) BbIOGPATb PEXKMM PYYHOMN YCTAaHOBKM
noporoson MHMK. na storo B noameHto Baseline Cycles (Llnknbl 6a3oBoit nvHMK) Bbi6paTh Auto Calculated
(PaccunTaH aBTOMaTUuecku), a B noameHto Single Threshold (EanHbii noporoBsbiii ypoBeHb) BbibpaTb User
Defined (OnpeaeneH nonb3oBaTenem) U NPUMEHUTb HACTPOMKM, yKa3aHHble B Tabanue 10.
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Tabanua 10

PEKOMEHAyeMbIe HaCTpOVIKM AanAa I1pM60pOB NAQHWETHOro TMna

KaHan Threshold / Nopor

Ucknountb
LUKAbI

MNoporoBas AWHMA YyCTaHaBAMBaeTCA Ha YypoBHe, cooTsetcTeylowem 10-20% ot
FAM MaKCMMaNbHOTO YpOBHA ¢yopecueHumm, nojaydyeHHoro pns obpasua MKO BTV B -

nocaeAHem UMKAe aMnanduKaunm.

MNoporoBas AnWHMA YyCTaHaBAMBaEeTCA Ha YypoBHe, cooTsetcTeylowem 10-20% ot
R6G MaKCMManbHOro ypoBHA ¢yopecueHumMn, nonydyeHHoro ana obpasua OKO B nocneaHem -

UMKAEe aMNAnPUKaLLMK.

8.6. WUHTepnpeTtaumsa pesynbtatos

MHTepnpeTaumto pesyanbTaToB NPOBOAAT B ABYX BapuaHTax:

- BPYYHYIO B COOTBETCTBMM C Tabnuuein 12. PesynbTaT McCAeaoBaHUA CYMTAKOT AOCTOBEPHbLIM, €Cau

pe3ynbTaTbl, NONYy4YEHHbIE 0174 KOHTPOJIbHbIX O6pa3LI,OB, COOTBETCTBYHOT KPUTEPUAM BaZIMAHOCTU, YKA3aHHbIM

B Tabsnue 11;

- B aBTOMaTMUYECKOM pPeXKMMe C MCMOoJib30BaHMEeM nporpammHoro obecneveHma FRT-Manager (OO0

«MNHTepMabCepsuc», Poccua) cornacHo pyKOBOACTBY MO/Ab30BaTesA, BbIBpaB METOAMKY, YKa3aHHYH BO

BKJagblwe, NpuaaraeMom K Habopy. PyKoBOACTBO N0/b30BaTe/Is Pa3melLeHo Ha oduumanbHom carite 000

«MNHTepMabCepeuc» no agpecy: https://www.interlabservice.ru/service/frt/. Kputepun BanmaHoctu

pe3ynbtatoB, NOJAYYEHHbLIX ONA KOHTpOﬂeﬁ, N aaropuTm MHTEpPpNpEeTauun pesynbrtatoB A4 UCCieayemblix

06pasLoB, UCMO/Ib3yeMble B MPOrpamMmMHOM obecrneyeHnm, NpeactasaeHbl B Tabavuax 11 - 12.

Tabanua 11

KpuTepuun BaAngHOCTU ANA KOHTPOAbHbIX 06pasuoB

3HaueHue noporoeoro uukna (Ct) gna amnandpukatopos

KoHTponb POTOPHOro / NNaHWETHOro TUNOB NO KaHany ana ¢ayopodopa
FAM R6G
OKO (oTpuuaTebHbIA KOHTPOb 3KCTPAKLUK) OTcyTcTBYET OnpegeneHo Ct<28,0/<33,0
K- (oTpuuatenbHbii KoHTPob MLP) OTcyTcTBYET OTcyTcTBYeT
MKO BTV (NONOXUTENbHbIN KOHTPOAb) Onpepenero Ct <£30,0/<33,0 OtcyTcTByeT
Tabnanua 12

MHTepnpeTauua pe3ynbTaToB ANa ucciegyembix o6pasuyos

Pe3ynbTatbl (3HauYeHue noporosoro uukna (Ct) ana npubopos
POTOpPHOro / NAaHLWeTHOro TMNOB)

3HaueHne Ct no kaHany pna dnyopodopa FAM orcyTcrByer,
npu aTom 3HayeHue Ct no kaHany ana ¢nyopodopa R6G onpeaeneHo <
35,0 /<40,0

3HaueHne Ct no kaHany pna énayopodopa FAM onpeaeneHo.
Mpu aTom KpuBasa ¢payopecueHUMn AaHHON npobbl MO AaHHOMY KaHany
nepecekaetr  MNOPOrOBYHD  JIMHUIO  HA  Yy4YaCTKe  XapaKTepHOro
3KCMOHEHLMaNbHOro noabema hayopecueHLnn

3HaueHne Ct no KaHany pns  o¢nyopodopa FAM otcyTcTByerT,
npu sTom 3HayeHue Ct no KaHany ansa ¢payopodopa R6G onpepeneHo
> 35,0 / > 40,0 unu orcyrcreyer
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8.7. Bo3MOXHble oWnbKun

8.7.1.MpuuynHamn nonyyeHns HesanmuaHoro pesynvTtata MLUP moryT 6biTb OWMOKM NpU 3KCTPaKUum
HYKNEWHOBbIX KMCAOT MW Hanuume MHrMbuTopos. TpebyeTca NOBTOPHO NPOBECTU UCCAEeA0BAHNE AAHHOTO
06pa3La, HauMHasA C 3Tana 3KCTPaAKLMU HYKNEMHOBbLIX KMCAOT. B cnydae BOCNpou3BOAMMOroO pesysibTaTa
peKoMeHAYeTCca NOBTOPHO NPOBECTM 3abop M UccnegoBaHMe BUOOrMYECKOro maTepurana.

8.7.2.015 oTpULATENBHOIO KOHTPOAA 3KcTpakumm (OKO) no kaHany gns dnyopodopa FAM onpegeneHo
3Ha4eHue noporosoro umkna (Ct). BepoAaTHa KOHTaMUHaLMA NabopaTopmm NPOAYKTaMM aMIANDUKALUKN UK
KOHTaMWHaUMs peareHToB WAM UcceayeMblx 06pasuLoB  ApyrMmMM  obpasuamu  WaM  NpoayKTamu
amMmnAndUKaLMM Ha KakoM-1nbo sTane uccnenoBaHua. HeobxoauMmo npeanpuUHATL Mepbl MO BbIABAEHWIO U
JNIMKBMAAUMUN UCTOUHMKA KOHTaMMWHALMK U NOBTOPUTL UCCea0BaHNe AnA Bcex 0OpasLLoB, HauMHas ¢ 3Tana
aKCTpakuum PHK.

8.7.3.na otpuuatenbHoro KoHTtpons MUP (K-) no kaHanam gna ¢nyopodopos FAM un/unu R6G
onpeaeneHo 3HavyeHue noporosoro uukna (Ct). BepoATHa KOHTamuHauma nabopatopum NpoAyKTamwu
amnaMduKaumm MM KOHTamMMHauuMA peareHToB Ha aTane [MLUP. Heobxoaumo npeanpuHATL Mepbl No
BbIABIEHUIO U NIMKBUAALUMN UCTOYHUKA KOHTAaMMUHALMKW M NOBTOPUTb UCCefoBaHWe ana Bcex 0b6pasLos,
HauuHaaA ¢ atana OT-MLUP.

8.7.4.[1na uccneayemoro obpasua onpegeneHo sHayeHne noporosoro umkna (Ct), npu atom Ha rpadmke
bnyopecLeHUnn OTCYTCTBYET Y4aCTOK XapaKTepPHOro SKCMOHEHLMaNbHOTO nogbema (rpadmk npeacrasnser
coboii NpubAnsnUTenbHO NPAMYIO ANHUIO). HeobxoaMmo NpoBepuTb MPaBUIbHOCTb BbIGPAHHOTO YPOBHA
NOPOroBON NIMHUN UAW NapameTPOB pacyeTa 6a30BOW AMHUWU. ECAn pe3ynbTaT NoAyYeH NpU NpPaBUAbHOM
YPOBHe NoporoBoi AnHuM (6asosoit iMHWMK), TpebyeTtca nosTopHO nposectn OT-MLP 1 geTekumto 4ns 3Toro
obpasua.

8.7.5.lna uccnepgyemoro obpasua OTCYTCTBYET 3HauyeHWe NoporoBoro uukna (Ct) no KaHanam ans
¢dnyopodopos FAM 1 R6G, 4To CBUAETENLCTBYET O HEKAYECTBEHHOM NPOBEAEHNN SKCTPAKLUMM HYKNENHOBBIX
KUCNOT WAM HanUumMm MHIMoutopos. TpebyeTca NOBTOPHO NPOBECTU WcCefoBaHMe AaHHOro obpasua,
HaYMHAA C 3Tana SKCTPaKUMM HYKJAEUMHOBbIX KMUCNOT. B cnyyae BOCNPOM3BOAMMOrO pesysbTaTa
peKkomeHAayeTcAa NOBTOPHO NpoBecTM 3abop, NpesaBapuTeNbHYO NOATOTOBKY M UcCneaoBaHne obpasua.
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9. ®YHKUMOHA/IbHbIE XAPAKTEPUCTUKU HABOPA

9.1. MNpepen obHapyxeHua’

Mpenen o6HapyxeHWa Habopa «Amnaulpainm® BTV» 6bln  onpeseneH €  UCNONb30BaHUEM
npobuTt-aHanmsa c 95%-0i 0BEPUTENbHON BEPOATHOCTbIO M cocTasnsaeT 1x103 konuit/mn ana PHK Bupyca
6nt0TaHra. 3HayeHWe XapaKTepPUCTUKWM [OCTMraeTca npu cobntofeHMM MpaBwuA, YKasaHHbIX B pasgene
«Nccnepgyemblint matepuan».

9.2. AHanuTtuuyeckas cneynduUHoOCTb
Habop peareHToB 06Hapy*KunsBaeT pparmeHTbl PHK BUpyca batoTaHra.

AHanuTnyeckasa  crneunduyHOCTb Habopa oueHuBanacb TectupoBaHumem HK  BupycoB U
MWKpoOopraHnamos (cm. Tabauuy 13). HK BMPYcOB M MUKPOOPraHM3MOB B KOHLIEHTPAUUM He MeHee
1x10° konuit/mn, a Takske o6pasupbl HK, BblaeneHHble M3 Npob KPoBM, CMbIBOB C HOCOBOW M POTOBOM
NosioCTel, OT KAMHUYECKM 300POBbIX KBAUHbIX M Bepb/OLOBbIX KMBOTHLIX, BHOCMAW B 06pasubl
61010rMYECKoro MmaTepmana, He coaep alime onpeaenaemblin C NOMOLLbIO Habopa Bupyc 6atoTaHra.

Tabnuua 13

MMKpOOpraHM3MbI U BUPYCbl, UCNOJib3yemble ANnAa OUueHKHN aHaIUTUUYECKOoM cneu,ud)uqucm

MuKpoopraHMambl U BUPYCbI

Bupyc KOHTAarMo3HOM SKTUMbI Bupyc ann3ooTmnyeckoi remopparmyeckoi 601e3Hu oneHen
Bupyc awypa Brucella melitensis
Bupyc Be3MKyAsSpHOro cTomaTuTa Brucella abortus
Bupyc 3n10KauyecTtBeHHOM Anxopaaku KPC Mycobacterium bovis
Bupyc BupycHoit gnapeun KPC Mycobacterium paratuberculosis
Bupyc nHpeKuMoHHoro pnuHotpaxemta KPC Mycobacterium avium
Bupyc ocnbl oBeL, Pasterella multocida

BUPYC YyMbl MENTKMX KBAYHbIX }KUBOTHbIX -

Mpu TectnpoBaHmm obpasLos HK BbienepeyncieHHbIX MUKPOOPraHM3MOB M BUMPYCOB C UCMONb30BaHWEM
Habopa NepeKpPecTHbIX PeakLUMii BbIABIEHO He Oblo.

7 MNpepen obHapyxeHna — 95%-0e NONOXKMTE/bHOE MOPOroBOE 3HAueHWe KOHUeHTpauuu (koHueHTpaumsa AHK
BbIABAAEMbIX BO3byauTeNnen, npu Kotopoi 95% TecToB AalOT NONOKUTE/IbHbIN pe3ynbTaT).
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10. ycnosuAa XPAHEHUA, TPAHCMTOPTUPOBAHUA U NMPUMEHEHUA HABOPA

10.1. Cpok rogHoCTH

Cpok rogHocty Habopa cocTaBndeT 12 mecAueB OT AaTbl M3rotoBneHuA. ocne BCKPbITUA peareHTbl
MCNONb30BaTh A0 MCTEYEHNA CPOKa rogHocTu Habopa. Habop € UCTEKLIMM CPOKOM FrOAHOCTM NPUMEHEHMUIO He
NOANENKMT.

10.2. TpaHcnopTupoBaHue

Habop TpaHcnopT1posaTb Npu TemnepaTtype oT 2 Ao 8 °C BceMM BUAAMM KPbITbIX TPAHCMOPTHbIX CPeACTB B
TEPMOKOHTEMHEpaXx C X1aJ03/1IeMEeHTaMM1 U B aBTOpeppurKepaTopax.

JonyckaeTtca TpaHCnopTUpoBaHMe He bosiee 5 cyToK npu Temnepatype ot 2 Ao 8 °C.

Habop, TpaHCNOPTMPOBaHHbLIN C HapyLleHMEM YKa3aHHOTO TEMMEPATYPHOrO PEXMMA, MPUMEHEHUIO He
NOA/IEXKUT.

10.3. XpaHeHue

Habop xpaHuTb Npu TemnepaTtype oT -24 Ao -16 °C B 3alyLLIEHHOM OT CBETa MecTe B TeYeHME BCEero CPoKa
rofIHOCT Habopa.

PeareHTbl NOCNe BCKPbITUA XPaHUTb B TEX XKe YCIOBUAX, YTO U peareHTbl 40 BCKPbITUA. HEBCKPbITbIE 1 BCKPbITbIE
peareHTbl CTabubHbI B TEYEHME CPOKA FOAHOCTM, YKa3aHHOIO HA 3TUKETKE, NP COBNIOAEHMMN YKA3aHHbIX YCIOBUIA
XpaHeHun. PeaKUMOHHaA cmecb, npurotoeneHHas u3 MNUP-cmecn BTV, Peseprtasbl R 1 bydepa B, xpaHeHUo He
NOA/IEXMT.

Habop, XpaHUBLLUMICA C HapyLUEHNEM YKa3aHHOIO PeXMMa XPaHEHWS, MPUMEHEHWIO HE MOA/IENKUT.

11. TAPAHTUU NPOU3BOAUTENA

MpounsBoauTeNb rapaHTUPYeT COOTBETCTBME XapaKTEePUCTMK Habopa TpeboBaHWAM, yKasaHHbIM B
TEXHUYECKOM W 3KCMYaTaUMOHHOM [AOKYMEHTauuKW, B TeYeHMEe YKA3aHHOIO CPOKa TrogHOCTU Mpu
cobt04eHNM BCeX YCI0BUIM TPAHCNOPTUPOBAHNA, XPAaHEHUA U NPUMEHEHUSA.

Peknamaumm Ha KayectBo Habopa «Amnaulpaim® BTV» HanpaBaAaTb B agpec MNpousBoaUTENs
000 «Hekctbmo»: 111394, r. Mockea, ya. [MNonumepHas, 8 ctp. 2, Ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

KoHcynbTaymio no pa60Te C Ha60pOM, a TaKXe No Bonpocam, Kacalolwmnmca KavyectBa Ha6opa, MOXHO
NOZIYy4UTb NO KOHTAKTaM, YKa3aHHbIM Ha Od)MLI,MaJ'IbHOM caunte npOM3BO,£I,MTEI'IFII www.nextbio.ru.
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12. CMMBOJ1bl, UCNOJIb3YEMbBIE B JOKYMEHTALWU NPOU3BOAUTENA

REF Homep no kaTtanory

LOT Koa naptuu

He ponyckaTtb nonagaHusa
CO/IHEYHOrO CBeTa

CopepsKMmoro A0CTaTOYHO ANA
npoBeAeHMaA N-KonYecTsa
TectoB

O6paTnUTeCh K MHCTPYKLMK NO
NPUMEHEHMIO

2 <q %
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