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|. OBLLUIME CBEJOEHWA

1. Toprosoe HanMeHoBaHue TecT-cuctemsbl: «KMM MLP-PB».

MEH{D,YHapOJJ.HOG HEMNAaTEeHTOBAHHOE HaWMMEHOBaHWEe TeCT-CUCTEeMbl. TeCcT-CUCTema

Ang sbisenenust [IHK BosOyauTena KOHTarnosHoli nrneBponHEBMOHUN KPYMHOrO poraToro

CKOTa METOLOM MOSIMMEPasHON LeNHOW peakumy B PEXXUME PearnbHOro BpeMeHM.

Z. B cocTtaB TecT-cuctemsl BXOOAT cneaywLlime KOMMNOHEHTDbI:

Ne 1 rotosas MLIP- cmeck «KIMM», o6bem 0,800 cm®—1 npobupka;

Ne 2 cpepmeHT Tag AHK-nonumepasa, o6bem 0,030 cm® — 1 npobupka;

Ne 3 oTpuuaTensHbIii koHTpornb MNLP, o6bem 0,150 cm*— 1 npobupka;

Ne 4 nonoxuTensHelii koHTponb «KIMM», o6bem 0,150 cm® — 1 npobupka;

Ne 5 BHYTpeHHUI KOHTPONbHBbIN 06pasel «BKO», o6bem 0,500 cm3— 1 npobupka;

Ne 6 oTpuuaTenbHbIil KOHTponkHbI obpasel) «OKO», 1,000 em3— 1 npobupka.

Tect-cucrema «KIMM MLP-PB» paccunTtana Ha npoBeaeHne 50 aHannsos (Bkmoyas

KOHTponu peakuuu). KomnoHoBKa TeCT-CUCTEMbI [OMYyCKAeT BO3MOXHOCTb APOBHOro

MCMNONb30BaHUA KOMMOHEHTOB ANA MNPOBeOeHMsa UccrnenoBaHWW no Mepe nocTtynneHus

Buonoruveckoro Martcpuana.

TecT-cuctema He cogepXxuT peareHToB Ana seiaenenns JHK.



2
i Mo BHELHeMy BUAY KOMMOHEHTbI TECT-CUCTEMbI NPEACTABAAT GCOBON

Npo3payHyo BecUBETHYO XUAKOCTb.

4. KOMNOHeHTbI  TecT-cucTeMbl pactacoBaHbl B MAacTUKOBbLIE npodupkw,
COOTBETCTBYIOLLIEN BMECTUMOCTMU.

Ha npobupku ¢ KkomnoHeHTamu HakneeHa aTUKETKa C yKasaHuem: TOProBoro
HaUMEHOBaHUA OpraHu3auvmn-NnPOU3BOAUTENSA U €ro TOBAPHOrO 3Haka, HauMeHOoBaHUS
KOMMOHEHTa 1 ero Homepa, obbema KOMMOHeHTa, HoMepa cepuu, JaThl NPOU3BOACTBA
(MecsU, rod) v cpoka rogHocTM (Mecsil, rog).

K kaxgoil TecT-cucTeme npunaraeTcs MHCTPYKLMUS MO NPUMEHEHMUIO.

D, Cpok rogHocTM TecT-cucTembl 12 MecsiueB OT [OaThl WM3roTOBMEHWS.
3anpeLLeHo UCMoNb30BaTh TECT-CUCTEMY MO UCTEUEHUN CPOKA FOgHOCTHU.

XpaHeHue TecT-CUCTEMbl OCYLLUECTBIAETCS B 3alUMLUEHHOM OT CBETa MecTe npu
Temneparype ot MuHyc 24 °C go muHyc 16 °C.

6. [lpu HapyuleHun LenocTHOCTU M YKYMOPKW NPOBMPOK, M3MEHEeHUM LBeTa
KOMMNOHEHTOB, HanM41M NOCTOPOHHMX MPUMECEN, OTCYTCTBUM ITUKETOK, A TaKKe B Criyyae
UCTEYEHUA CpoKa FOAHOCTU,  KOMMOHEHTbl  TECT-CUCTEMbI  BbIOPaKoBLIBAIOT U

obessapaxuBatoT cornacHo TpebosaHuam MY 1.3.2569.

Il. MTPUHLAMN PEAKLIAA
7. O6HapyxeHve [HK Bo3Bynutens KOHTarMosHoi NNeBpoOnHEBMOHUM (KTIIT)
kpynHoro poratoro ckota (KPC) ocywiectensetcsa B opmare aynnekcHoro NLP-ananusa.
AHanus pesynbTtata amnnudukaumm OHK Bo3byautens KM KPC ocyliectsnseTca no
kaHany Green/FAM, a BHyTpeHHero koHTponbHoro obpasua (BKO) no kaHany Red/Cys.
MpeuMyliecTBO MCMONbL30BAHUA HEKOHKYPEHTHOro aksoreHHoro BKO sakniodaetcs B

KOHTPONMMPOBAHWW aTanos akcTpakumm 1n amnnudpukaunn JHK.

1. MOPALOK NPUMEHEHWUA
8. TecT-cuctema npegHasHadeHa ans eoiseneHns JHK sosbyautens KM KPC
B obpasuax Guonornyeckoro martepuana (HasarbHble, TpaxeanbHble CMbiBbl; GPOHXO-
anbBeonApHbIA NaBaX; OypcanbHas CycTaBHas >KWMOKOCTb, NYHKTAT M3 nnespasibHOM
MOsIoCTH; CTabUNU3NPOBaHHas KPOBb; NaTONOTMYECKU MaTepuan (pparMeHTbl OpraHoB ¥
TkaHeil);  cnepma, cbiBopoTtka kpoBu KPC (B ToM  uucne  HaTuBHas,
tbeTanbHas/aMBpuoHanbHas), nuTaTteNbHble cpedbl) METOAOM MOMUMMEPAa3HON LENHOI

peakumn B pexumMme pearnbHOro BpeMeHu.
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9. Heobxoanmoe o6opynoeaHue

NabopatopHoe o6opynosaHue ans opraHusaumum paboT OOMKHO COOTBETCTBOBATL
TpeboBaHusam MY 1.3.2569.

10.  XpaHeHue npo6 6uonornyeckoro matepuana B nabopaTopum

MocTtynuslume B naGopatopuio npobbl BUONOrMYecKoro MaTepuana pekoMeHayeTcs
XpaHuTb Npn Temnepatype ot 2 °C go 8 °C He Gonee 3 cyTok: npm TeMnepartype oT MUHYC
24 °C po munyc 16 °C He 6onee 30 cyTok: npu Temnepartype He Bbile MUHyc 70 °C
BeccpouHo. Mpy xpaHeHun npob GuonorMyeckoro MaTepuana B 3aMOPOXEHHOM Buae
AonyckaeTcs oAHOKpaTHOE 3amMopaXxuBaHne-oTTauBaHe Matepuana.

11. TlogroToeka npo6 ans skctpakuymn JHK Bos6yautens KM KPC.

lNpobbl BHYTPEHHUX OPraHOB M TKaHei NoAroTaBMMBaioT K UCCrefoBaHuo NyTEM
nonyverusa 5-10% cycneHaumn 6Guomatepuana. [Ans sToro NOCTYNUBLUWIN Ha UccnenoBaHue
obpaseL| TkaHW Uy opraHa (Maccoii He MeHee 1 r) TOMOTEHN3NPYIOT A0 KalumLeobpasHoro
COCTOsIHUA C uMcnonb3oBaHMeM dapdopoBoi CTYNKM U necTuka Nubo nabopaTtopHoro
romoreHusatopa. 3atem A00aBNAT CTEPUSbHLIA PacTBOP HaTpUs xnopuga 0,9%
(pusnonoruyecknin  pacteop) B obbeme, B 10 pas npesblllalOWeM 0OLEM
roMOreHusvposaHHoro obpasua, u nepemelwwBaloT. 1 cm3 NONyYeHHOI CyCneH3um
MEPEHOCAT B NpOOUPKY W LEHTPUDYTUPYIOT AN OCBETNEHUS MpU HUBKUX obopoTax
ueHTpnapyrn (ao 1000 ob/mMuH) B TeyeHne 1-2 muHyT. [ns akcTpakumm OHK ucnonesyioT
0,1 cm® (100 MKM) HagoCaA0UHON XUAKOCTMY.

[ns nogrotoBku npobbl cnepmbl B MUKponpobupky otbupatot 0,05 cm® (50 mkn)
uccnepyemoro  matepuana  u - pobasnAint 0,05 cm® (50 wMKn)  cTepunbHOro
(hM3NONOrNYECKOro pacTBopa, NOCe 4Yero nepemMelluBalT B TeyeHue 1-2 MUHYT npw
NOMOLLIN LLIerKepa ANA NonyYeHus cycnensun. [ns sketpakumm JHK ncrnonesyoT 0,1 cm?
(100 mkn) cycneHsun. XpaHeHne NpuroToBIEHHON CYCMEH3NM CNepMbl HE PpEKOMEHAYETCA.

Mpyu noarotoeke Npo6 HasanbHLIX MK TpaxeanbHbIX CMBLIBOB K UCCNEN0BAHMIO
BaTHYIO YacTb 30HA-TammnoHa (Tyngepa) HeobXoANMO OTPE3aTb CTEPUNLHLIMUA HOKHULIAMM
W nomecTute B NPobupky cooTBeTCTBylollero obbema, B KOTOpY 3aTeM 406aBuThb
0,5-1,0 cm® (50-100 Mkn) CTEpUNBHOTO U3NOMOTUYECKOro pactBopa. [Mpobupky
nomeLlaoT B Lielikep Ha 1-2 MUHYTbI ANs nosiyyeHus cycnedsuu. 1 cmd Nnosy4eHHon
CYCMEH3MN NepeHoCAT B MPOOMPKY M LEHTPUdYrMpyloT Al OCBETNEHUS MPU HU3KUX
obopoTax UeHTpudyrn (oo 1000 06/MUH) B TeueHue 1-2 MUHYT. [Ina sketpakuun OHK
ucnonesyerca 0,1 cm® (100 MK) NonyyYeHHo cycneHaun.

[pobbl GpoHxo-anbBeonsipHOro nasaxa, 6ypcanbHOW CYCTaBHOMW XWUAOKOCTH,

NyHKTaTa M3 nnespanbHOM MONOCTH, CTAGUNUIUPOBAHHOW KPOBU, a Takke Apyrue
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Kuakue Ouonoruveckue obpasubl He TpebyloT npeaBapUTensHOW MOAroTORKM. ns

skcTpakumn IHK ncnonbayior 0,1 cm?® (100 mkn) uccnenyemoro BuomaTtepuana.

OkcTpakumio OHK 13 noproToBMNEHHbIX npob OGuomaTtepuana pekoMeHayeTcs
MPOBOAUTL kOMMEpUeckumn Habopamu «Habop peareHToB ans BbigeneHuss PHK/OHK u3
Buonoruyeckoro matepuana «Mpo100cop6» (GIBY «BHUN3XK», Poccua) unu ananoramu,

Mepen nposeaenuem akctpakuuv AHK B kaxkayio nccnedyemyro npoby BHOCAT Mo
0,01 cm® (10 MKn) BHYTPEHHErO KOHTPOSBHOrO obpasua «BKO» (Mpobupka Ne 5).

Okctpakumio  [HK u3  aHanusupyembix o6pasuos NPOBOASAAT B NPUCYTCTBUK
OTPULIATENBHOTO  KOHTPONA  SKCTpakuuu. [ns nony4YeHus ykasaHHOrO KOHTpOns B
oTAenbHyto Npobupky BHocAT 0,1 cm® (100 MKN) oTpULATENLHOTO KOHTposibHOro obpasua
«OKO» (npobupka Ne 6).

12. [ocTaHoOBKa NONMMeEpasHOA LenHoik peakuun

Ans npoeeaeHns nccnegoBaHus Ha TpebyeMoe KonuyecTeo obpasuos (B TOM Yncne
Ha oOpasLpbl MOMOXUTENBHOTO W OTPULATEMBHBIX KOHTpOnen) B OTAENbHOM npobupke
obbeauHsioT rotosyto MLIP-cmeck (npobupka Ne1) n dpepment Taq [HK-nonumepasy
(Npobupka Ne 2). PeakTuBbl BHOCAT B KOMWYECTBE M MOCNEAOBATENbHOCTW, COFMACHO
Tabnuue 1. Bo Bpems coctaBneHuns cmecn bepMenThbl cnegyeT Aepxarb Ha nbay unu Ha

oxnaxkgarllen noacTaBke.

Tabnuua 1
CoctaBs 1 nopsifok cGopa peakLuoHHOW cMecH
KonuuectBo
Homep KonuyectBo
Jtan Peaktue NpoGpKy Ha 1MnK[;)106y, WA TeR. S
1 [oToBas lNMLIP-cmech Ne1 15 15 x (n+1)
2 depmeHT Tag OHK-nonumepasa No2 0,5 0,5 x (n+1)

CMmecb nepemewwvBaoT B Lueiikepe B TedyeHWe 5-7 CeKyHA, MOche Yero
UEHTpUYrvpyioT B TedeHue 3-5 cekyHn npu 1000 o6/MUH 1 packanbiatoT no 0,015 cm?
(15 MKkn) B cTepunbHble Npobripknu. 3aTeM, B 3TV NOAFOTOBMEHHbIE npobupkn fobasnsawT
no 0,01 cm® (10 mkn) npo6 AHK, BblaeneHHon w3 nccrnegyembixX WM KOHTPOSbHBIX
06pasuoB. Mpobupku 3akpbIBAIOT 1 NOMELLAOT B amnnudukaTop Ans nposegerus MNMLP-PB
C BO3MOXHOCTbLIO AieTeKUMM curHanos kpacutenein FAM n Cy5.

lNporpammupoBaHvie amnnudukaTopa OCYLUECTBMASETCA COMMAcHO WUHCTPYKLUK
npoussoauTens npubopa. Pexum TepmMuyeckoro npoduns [OMKEH COOTBETCTBOBAThL

nokasatensam, onucaHHbIM B Tabnuue 2.
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Tabnuua 2
Pexum Tepmmyeckoro npouns aMnangrkaLum
Sran Temnepatypa, °C | Bpewms, cek. U3mepenue KonuuectBo uuknos
dnyopecueHUmuK amMnnudpuKaumm
YaepxaHue
TeMMNepaTyphl - B ) )
95 10 -
Amnnupukayus co
Green / FAM 40

b

CYUTBIBAHUEM 60 60 Cy5 / Red

Ecnu peakuyun nposogsT Ha npubope Rotor-Gene, To Nocne oKoHYaHUs] peakuuu:

a. Haxkmute B MeHio kHonky «Analysis»/«AHanus», BblIOEpUTE pexum aHanusa
«Quantitation»/«Konuyectsenteiiny, 3atem Bbibpas «Cycling A. FAM/Cycling A. Green»
Ans [IHK Bosbyautena KM KPC u «Cycling A. Cy5/Cycling A. Red» ans BHYTPEHHero
KOHTPOJIbHOrO 0bpasLa, HaxxMuTe KHormky «Shows/«MokasaTsy.

6. OTmeHunTe aBTOMaTu4eckuii BoiGop «Threshold/Mopor.

B. B meHto ocHoBHoro okHa «Quantitation analysis/KonuyecTeeHHbIA aHanUay
aKkTuBuUpyiiTe KHonku «Dynamic tubexs/«duHamuy.dooH» 1 «Slope Correct»/«Koppek.
yKnoHa.

r. [Mocne BbIGOpa NMHERHOI LLKanbl rpaduUyeckoro nsobpakeHus pesynbTaTos,
BbibepuTe kHonky «Linear scale/lTuHeitHas wkana» (B HUKHER YacT OkHa crnpaea).

a. B meHio okHa «More settings»/«Outlier Removal»/«YcTpaHeHue BbIOpOCOB»
yctaHoBuTe sHadeHue «NTC threshold/Mopor ®ona» — Md (NTC) - 10%.

e. [na pesynbtaTtos, nonyyYeHHbIX no kaHanam Green / FAM u Red / Cy5 B MeHIo
«CT Calculation»/«Bbldncnenme CT» BbicTaBUTE «Threshold/lTopor» = 0,1 (B npasoi 4yacTu
aKpaHa).

€. B Tabnuue pesynbtatoB (okHo «Quant. Results»/«KonuiyecTBeHHble
Pesynbrathl») nosieatcs sHaveHus Ct.

B cnyyae ucnonbsosaHua npubopoB Apyrx Mapok, creayiTe WHCTPYKLUMU Mo ux
3KCMyaTaunn, npefocTaBneHHon NpoussoauTenem.

13. YueT n uHTepnpeTauusa pesynbTaTos

PesynbTaTbl MHTEPNPETUPYIOT HA OCHOBAHWM  HAMWUUA UMM OTCYTCTBUS
nepeceyeHns KpUBoW IyopecLieHLMN € NOPOroBoi NUHUER, YTO COOTBETCTBYET HANMMYMIO
unum OoTCYTCTBUIO Ha kaHanax Green/FAM un Red/Cy5 3HauyeHMii noporoBbIX LMKIOB
amnnudpukaumn  (Ct), B cooTeeTcTBylowmMx rpacdax B Tabnuuax pesynLTaTos,
oTobpaXaeMbIX aMNIMUKATOPOM.

PesynbTar cuntaloT BEpHbIM MpW MOMYYEHUM NPABUILHLIX Pe3ynbTaToB AMS
oTpuuaTensHoro koHTpons MNLUP (npobupka Ne 3), oTpuuatensHoro KOHTponbHoro obpasua
«OKO» (npobupka Ne 6) n nonoxutensHoro koHTpons «KMM» (npoBupka Ne 4).

TpeboBaHWsA K KOHTPONAM OnNucaHsl B Tabnuue 3.
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Tabnuua 3
TpeboBaHua K pesynbTatam KOHTpOnen nocne amnnngpukaymm
Koutponb 3HavYeHue NoporoBoro uukna (Ct)
kaHan Green /| FAM kaHan Red / Cy5
OTpULaTeNbHbIA KOHTPOMb OTCYTCTBYET OTCYTCTBYET
nupP
oTpuLartenbHblil KOHTPONbHBINA OTCYTCTBYET =35

obpasel, «OKO»

NONOXUTENbHbLIA KOHTPOSb <35 <356
«KMM»

WHTepnpeTaumio pesynbTaToB Ansi  uccnedyemblx o6pasuoB  HeoBXomumo

NPOBOAUTL COrnacHoO TpeboBaHMAM, ONUCaHHLIX B Tabnuue 4.

Tabnuua 4
WHTepnpeTauus pesynstaToB Ans MccnegyeMbix o6pasuos
3HavyeHue noporoeoro uukna (Ct) PesynbTar
kaHan Green / FAM kaHan Red / Cyb
(OHK Bo36yauTens KNM KPC) (BKO)
OTCYTCTBYET =35 HHK Bo3byauTtens koHTarnosHoi

NIEBPONHEBMOHUI KPYMHOro
poraToro ckoTa He BbiABEHa
=35 onpeaeneHo Unu oTCyTCTBYET OHK Bo3ByauTtens KoHTarnosHoii
NNeBpPONHEBMOHMK KPYNHOro
poraToro ckoTa BhIABMEHa

> 35 <35 COMHUTENbHLIA'
OTCYTCTBYET MNK > 35 OTCYTCTBYET Unu > 35 He focToBepeH?

1- NPOBECTH MOBTOPHOE MCCNEL0BAHUE ANA COOTRETCTRYIOLMX 06Pa3LIOB, HAUMHAS ¢ 3Tana akcTpakyumn [JHK. Mpu noeTopeHun
pesyneTarta cyutats, yro JHK KINM KPC B o6pasue euissnexa

2-NpoBECTM NOBTOPHOE UCCNEAOBaHNE ANA cooTBeTCTBYOWMX 0Bpasuos ¢ aTana akcTpakyuu JHK.

IV. MEPbI TMYHOW NMPOGUNAKTUKIA

14. Bce paboTbl no c6opy, TPaHCNOPTUPOBAHMIO M NOArOTOBKE npob Guonorvyeckoro
MaTtepuana OT KMBOTHbIX OCYLUECTBNISTb B CTPOrOM COOTBETCTBUM C AENCTBYIOLLMMM
CaHuTapHbIMK npaeunamu CanluH3.3686.

WccnegosaHue npoBoguTcs B TpW aTana B Tpex OTAEMbHbIX MOMELLEHWSIX (30Hax),
cornacHo MY 1.3.2569 «OpraHusaums paboTsi nabopaTopuii, UCMONb3YOLUX MeToAbl
aMNNNVKaLUU - HYKMEUHOBBIX KUCIOT npu paboTe ¢  maTepuarnom, cogepaLlum
MUKpoopraHuamel |-V rpynn naToreHHocTU».

15. Bce naGopatopHoe ofopynoBaHMe, B TOM 4YMCNE [03aTOpbl, LUTATUBSI,
nabopartopHasa nocyaa, a Takke pabodve peareHTbl U PacXOAHbIE mMaTepuansl OOMKHbI
ObITb CTPOro craumoHapHbIMW. 3anpellaeTcs UX NepeHoC M3 OOHON 30HLI B Apyryto.

I'Ipou,ecc nccnenoBaHus ABNAETCS CTPOro ofgHOHaNPaBNEHHbIM, pa60Ty cnegyet Ha4YMHaTb
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B 30He MoAaroToBKW MaTtepuana, npooofkatb B 30He SKCTPaKUMn HYKNEeWHOBbLIX KWCMOT,

3aTeém B 30He amnnudukauun. 3anpellaeTcs BO3BpallaTe 0bpasiisl B 30HY, B KOTOpOIA
Obina nposeaeHa npefpiAyLIas cTagus npovecca.

16. PaboTaTb TOnbko B 04HOPA3OBbIX nepyatkax. McnonbsoeaTb U MeHATb Npw
KaKOOW onepauny OAHOPa30Bble HAKOHEYHUKUN C a3PO30SibHbIM bapbepom. OgHopasosyto
NNacTUkoBytO Nocyny (MPobupKM, HaKOHEYHVKM) cOpackiBaTb B CheumanbHbIii KOHTEnHep,
cofiepxalluit aesnHduumpytowmii pacteop. PaGoune nosepxHocTtu B lNLIP nomeleHusx
obnyyaTb ynbTpauoNeToBLIM CBETOM B TeuyeHue 30 MWHYT A0 Ha4ana W nocne
npoBefeHua paboT. Tawke nocrne OKoH4YaHWs paboT peKkoMeHOyeTcs obpabaTbiBaTh
pabo4ne NOBEPXHOCTU AE3NHMULMPYOLLMM PACTBOPOM.

HonyckaTe k paboTe ¢ TeCT-CUCTEMOIi TOMNLKO CrieumanbHo 0BOy4eHHbIn nepcoHan,
Brnagetowuii metogom MLP.

17. imeTb B MecTax npoeeaeHus paboTsl anTeyky nepeoi gospadyebHoON NOMOLLX.

18. TecT-cucTemy xpaHuTb B HEAOCTYNHOM ANA AETEN MECTE.

OpraHusauus-npoussoanTens:  tegepanbHoe  rocyAapCTBEHHOE — GlogkeTHoe
yupexneHue «defepanbHblii LEHTP OXpaHbl 340POBbS KUBOTHBIX» (PrbY «BHUUIMK»),

600901, Bnagnmupckas obnacTs, ropog Bnagumup, MukpopariioH OpbeBeu.

WHCTpyKUMA no BeTepuHapHOMy NpUMEHEHUO TecT-cucTemsl «KIM MuP-PB»
paspabotaHa B  penepanbHOM — rocydapCTBEHHOM  BIOMKETHOM yypexxgeHum
«deneparnbHbll LEHTP OXpaHbl 300POBbS KWBOTHLIX» (®rBY «BHUKN3XK»), 600901,

Bnagumupckas obnacts, ropog Bnagumup, MukpopaiioH KOpbesed,



