


B ocHoBe Hcnonb3yeMoro MeToia perucTpaluy JeKUT U3MepeHue ypoBHs (IyopecleHIud B
kaxaom mukiie [P, YBenuuenue ypoBHs (IyopecleHIIUU MPOUCXOIUT OJarogaps UCIOJIb30Ba-
Huto crieruuaroro A ganaod kJAHK rudpunnzanmonnoro [JHK-30H1a, KOTOPEIA B X0/ peak-
1K CBsI3bIBaeTcs ¢ ogHo u3 1eneit k/JIHK, obecrieunBas Taxke TOMOJHUTEIBHYIO CIICIH(PUIHOCTD
merona. JIHK-30u1 cogepxut Ha 5'-KoHIlE (DITyOpECIIEHTHBIN KpacHuTelb, a Ha 3'-KOHIIE — FaCUTENh
(dIyopecieHINH, 3HAYUTEITFHO CHIDKAIOIINN HHTEHCUBHOCTD (UIyopecIeHITNN. B xo1e monmmumepas-
HOTO CHHTE3a KOMIUIEMEHTapHON Iemy 30HJA pacuierissercs ¢ 5'-koHma, Omaromaps 5'-3'-
HykieasHou aktuBHoctu Taq JJHK-monmmepassl v mpoucxoauT pa3zoOiieHne KpacuTels U racute-
7151, MPUBOJSIIIEe IO Mepe HAKOIJICHHS MPOAYKTa PEaKIMK K BO3PACTAHUIO YPOBHS (IIyOpPECIICHIINH.
[Tpu >TOM M3MepsieMas HHTEHCUBHOCTH (DITyOPECHCHIINN 3aBUCUT OT KOJMYECTBA 00Pa30BaABIINUXCS
CHeM(PUICCKIX aAMILTIKOHOB M JUHAMHKA HApPACTaHUsI YPOBHS (IIYOPECIICHIIUH OMPEICIISICTCS UC-
xoaubIM KonuecTBoM kJ[HK B o6pasiie.

Yuér sddexkruBnoctu BoimeneHus PHK u3 oOpasnor obecneunBaercs BoiaenenrneM PHK
BKD u3 kimHUYeCKUX TPOO COBMECTHO ¢ BHYTPEHHUM KOHTPOJIbHBIM 00pasinom (BKO).

2.2. CocraB Habopa:

— MOJIOKUTENbHBIN KOHTpoabHBINA 00pa3er (IIKO) — 1 mpobupka (1 mn);

— roroBas peakunonHas cmech s OT-ITHP (I'PC), nunodunusuposannas — 48 npobupox (6
CTPHIIOB IO 8 IPOOUPOK);

— pactBop aJisg noarotoBku oopasuos (PI1O) — 4 ¢pnaxona (o 4 mn).

[IpunagnexxHocTu:

— onTuyeckas TiéHka — 1 iucr.

3. AHAVINTUYECKHUE U ITUATHOCTUYECKUE XAPAKTEPUCTHUKH

3.1. YyscrBurtensHocTh BoisBiIeHUs: PHK BKD onpenensercs nmo nsatu obpasuamM, IpUuroTos-
JICHHBIM M3 cTaHAapTHOro obpasna npeanpusatis, COIT PHK BKD (COII 05-2-352), ¢ coaepkanu-
em PHK BK3 100 xonuii B mpobe — 100%.

3.2. Cneuuduunocts BeisiBienus PHK BKD omnpenensercss mo yersipem oOpasiiam, mpuro-
TOBJICHHBIM M3 OTPULIATENBHBIX CHIBOPOTOK cTaHaapTHOM manenu npennpustus, CIIIT OKC (CIII
05-2-214) — 100%.

3.3. JInarnoctuyeckas 4yBCTBUTEIbHOCTH BhIsiBIeHUs: PHK BKD: knunudeckue ucneitanus,
MPOBEACHHBIE 63 TMONOXKUTEIBHBIX oOpasmax, mokazanu 100 % dYyBCTBUTENHHOCTH (MHTEpBAI
95,4 %-100 %, ¢ noBepuUTEILHOM BEPOATHOCTEIO 90 %);

3.4. lnarnoctuyeckas crenuduyHocts BhisiBieHUss PHK BKD: kinHWYeckue uCHBITaHUSA,
npoBesieHHble Ha 127 oTpuuartenbHbIX oOpasnax, mokasamu 100 % cnenuduuHOCTh (MHTEpBAI

97,7 %-100 %, ¢ noBepuTenbHOI BepossTHOCTHIO 90 %).
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4. MEPBI IPEJOCTOPOXHOCTH

Buumanue! HecoOmio1eHue NpuBeJEHHBIX HHMKe TpeOOBaHUIl MOMKeT NPHUBECTH K
HucKaxkeHnio pesyabtaros OT-IILP.

4.1. IToTeHManbHBIA PUCK TTpUMeHeHus Habopa — kiacc 20 (IIpukaz M3 PO ot 06.06.2012
No 4H).

4.2. Tlpu pabote ¢ Habopom cneayet cobmoaars CII 1.3.2322-08 «bezonacHocTh paboTHI €
mukpoopranuzMamu |1-1V rpynn maroreHHOCTH (OMacHOCTH) M BO3OYAMUTENSMHU IMApa3HTaPHBIX
0ose3Hen.

4.3. Jlng npenoTBpalieHuss KOHTaMHHAIIMA HEOOXOAUMO TEPPUTOPUATBHO PaA3JENsTh ATAIlbI
BetenieHus JJHK/PHK u nmocranoBku ITHP/OT-IILP cormacao MY 1.3. 2569-09 «Opranuzamnus
paboThI 1abopaTopuii, UCIOIB3YIOUINX METOJIbI aMILTH(HUKAIIMKA HYKICHHOBBIX KUCIOT Ipu padoTte
C MaTepHualioM, coiepKaiuM Mukpoopranusmsl |-1V rpymnmn natoreHHOCTHY.

4.4. Ilpu pabdote ¢ HabOpOM clielyeT HaIeBaTh OJHOPA30BbIC MEAUIIMHCKHE MTEPUATKH.

4.5. Kaxxnoe paboyee MECTO JOJKHO ObITh CHa0KEHO COOCTBEHHBIM HAaOOPOM J03aTOPOB Iie-
peMeHHOro o0beMa, HeOOXOAMMBIMH BCIIOMOTAaTEIbHBIMM MaTepuajiaMu M 00OpyHOBaHHEM. 3a-
MpeIaeTcs uX nepeMenieHrne MexX Iy pabouuMy MECTaMH.

4.6. lns mpoBeAeHus peakiuu amiuinpukanuu ¢ gerekuueit npoaykro OT-TILP B pexume
peasbHOr0 BPeMEHH HEOOXOIMMO HCIOJIB30BATh TOJIBKO OJHOPA30BbIE HAKOHEUYHHUKH C (HIBTPOM
JUIS 103aTOPOB.

4.7. He nomyckaeTcs MCHOJIb30BAHHUE OJJHUX M T€X e HAaKOHEYHHKOB IMpU J00aBIECHUM pa3-
HBIX 00pa3IIoB.

4.8. Tloce okoHUaHUS pabOT A AC3UHPEKIIUN U MPEAOTBPAIICHNS KOHTAMHHAIIMNA BCE pa-
0oure MOBEPXHOCTH U 000PYTOBAaHUE CIENYET MOJABEPTHYTh ACHCTBUIO OakTepUIMAHbIX YD jtam
B TeueHue | yaca. 3areM 00paboTaTh periaMeHTUPOBAHHBIMU CAaHUTAPHBIMU MpaBUIIaMU JAe3UH(U-
MUPYIOLUIUMH cpelncTBaMu (makumu, xkax: 0,2% pacmeop «I1-2T»; 1-3% pacmeop «{uabaxy,
0,5% pacmeop «Jluzaguny, 0,5-1% pacmeop «Mucmpanwy, 0,5-2% pacmeop «Benmoneny).

4.9. Bce ucnonb3oBaHHbIE OJIHOPA30BbIE MaTepUalbl MOABEpraTh 00paboTke ne3uHGUINpY-
IOIUMU CPEJCTBAMH C Tocheaytomeit yrumm3anueit (cM. MY 287-113 «Meroanueckue ykazaHUs
no JAe3uH(EeKInu, MPEeICTePHIN3AMOHHON OYHMCTKE M CTEPHIN3ALMHM H3ICTUH MEIUIIUHCKOrO
Ha3HAYCHHUS).

4.10. Ilpu ucnons3zoBaHuM Habopa oOpa3yroTcst 0TXoAbl kinaccoB A, b u I', koTopble kitaccu-
¢bunmpyroTcs 1 yHHuTOXKaroTcs (yruimsupytorces) B coorBerctBuu ¢ CanlluH 2.1.7.2790-10 «Ca-
HUTAPHO-3UJEMHUOJIOTHYECKHE TPeOOBaHU K OOPALICHUIO ¢ MEAMIMHCKUMH OTXOAaMu». Jle3nH-
(dexuio HabOpPOB peareHTOB cieayeT mpoBoAuTh Mo MY 287-113 «Meroauveckue yka3zaHUs IO

Ne3UH(PEKINH, MPEACTEPHIN3AIMOHHON OYUCTKE U CTEPUIIN3AINH H3CIUA MEIUIIMHCKOTO Ha3Ha-
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YECHUS.
5. ObOPYJIOBAHUE U MATEPHUAJIbBI
— aMmIu(uKaTop ¢ PIyopecreHTHON JeTeKIKel B peKUME pealbHOTO BPEMEHU:
«iQ5 iCycler», «CFX96» (pupma «Bio-Rad», CIIIA), «IT-96» (OO0 «HIIO JHK-
Texnonorus», Poccust) uinum ux anasnor;

— TIIIP-60Kc wiu OTAENBHBINA CTOJ, ocBemaeMbrii Y d-nammoii (Hanpumep, «{ukmoTemm» CIT

«PTCx», Poccus);

— XOJIOMIIHUK OBITOBOM, IO Iep;KUBAIOIIHiA Temiieparypy (2-8) °C;

— J103aTOpbl MEXaHUYECKUE, OJIHOKAHAJbHbIC C MEPEMEHHBIM O0OBEMOM, CO CMEHHBIMHM HaKo-
HeuHuKaMu (Hampumep, pupma «Biohity, Ounnsuans);

— MepYyaTKu MEIUIMHCKUE OJHOPA30Bbl€ HECTEPUIIbHBIE HEOIYIPEHHbIE JIATEKCHBIE WM
HeomnpeHosble (nepuyatku «NeoTouchy, bupma «Ansell HealthCarey», ['epmanus);

— OJTHOPa30Bble HAKOHEUHUKH JJIS1 J03aTOPOB C 3AILUTHBIM (HIBTPOM/a3p030JIbHBIM OapbepoM
(manpumep, pupma «FINNTipy», OuHITHIUN);

— MTATHBBI JUISI MUKPOTPOOUPOK BMecTUMOCThIO 2 Mut U 0,2 M (Hampumep, pupma «Xemu-
KoH», Poccus);

— KOHTelHep Juist copoca oTxo0B (Hampumep, «KoHTeltHep 1t cOpoca 0cTpOro HHCTPyMEH-
tapusi — EK-01», pupma « KM-ITPOEKT», nunu ananoru4ssiii);

— HOX KaHUESPCKUM.

6. HIOAI'OTOBKA AHAJIM3UPYEMbBIX OBPA3LIOB U PEAT'EHTOB

6.1. IToaroroBka aHaJM3HpPyeMbIX 00pa3LoB.

Jns ananusa ucnonb3yroTest npoOsl BbieneHHoW PHK, momydennbie u3 Ononornueckoro
MaTepuaia ¢ nomouipo Habopa «Peanbect skcrpakius 100» coriiacHO HHCTPYKIIMH MO IPUMEHE-
Huto. Ilpu mpuroroBnenun cycrnensuu kiuemeid ucnoib3yercss PITO. Ilocie BekpbITua (uiakoHa
cpok rogaoct PI1O cocraBnsier 3 Mecsna npu temmepaTtype xpanenus (2-8) °C.

Kaxnas rpynma oOpasmoB, mpoxosimias dyepe3 npouenypy Boeaenenus PHK, momxkna co-
nepxkatb [IKO u oTpunatensHbiii KOHTPOsbHBINA 00pa3zerr (OKO), KOTOpHIi SBISETCS KOMIIOHEHTOM
Habopa st Beigenenus PHK.

Brinenennas PHK xpanenuto He nognexut! Ilpouenypy Boeinenenuss PHK u3 6uonornyecko-
ro MaTepuaia cieayeT NPOBOJIUTh HEMOCPEACTBEHHO nepea nocraHoBko OT-TTL[P.

6.2. IloaroroBKa peareHTOB.

6.2.1. Ilepen HayamoM pabOTHI HU3BJICYb HAOOP U3 XOJMOAMIBHUKA, BBIAEpKaTh podupku ¢ I'PC
B ynakoBKe (He BckpbiBas!) npu temneparype (18-25) °C ne menee 30 MuHYT. 3aTEM BCKpBITH yIla-
KOBKY, aKKypaTHO C ITOMOIIBIO KaHIEISAPCKOro HOKa OTPe3aTh HEOOXOANMOE KOJIMYECTBO (110 YUCITY

MOJITOTOBJICHHBIX MPOO, BKJIF0Yast KOHTposbHbIe 00pasipi: 1 OKO u 1 ITKO) npodupok ¢ I'PC. Otpe-
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3aTh MMPOOUPKH CIIEAYET BMECTE C TTOKPHIBAIOIIEH MX TIJICHKOM.

Buumanue! OcraBinecs: Heucnosib30BaHHbIMU ITpooupku ¢ ['PC ymakoBaTh B akeT ¢ OCYyLIN-
TEJIEM, YAAIUTH U3 HETO JIUIIHUI BO3yX U IUIOTHO 3aKPbITh 3aXKHUM.

ITocne nepBoro BCKpbITHs ynakoBkH cpok rogHocty ['PC cocrasnser 3 mecsua npu Temnepa-
Type xpanenus (2-8) °C.

6.2.2. TIKO mocne BCKpbITHSA MPOOMPKU XpaHHUTh rpu Temneparype (2-8) °C ne Oonee 1 me-
csia Wiy aukBoTamu 1o 50 Mk ipu Temneparype Mmunyc (18-24) °C ue 6onee 3 mecsieB.

7. IPOBEJEHUE AHAJIN3A

7.1. Heobxoaumoe KOJIMYECTBO (IO YMCIY MOATOTOBJIEHHBIX MPOO, BKIIOYAs KOHTPOJIbHBIE
o0pa3irer) mpodupok ¢ 'PC mpoHyMepoBaTh U pacIioiOKHUTh B IITATHBE.

Buumanue! Hannucu cnenyer pacnosiarate Ha 00K0BO# yacTi mpooupok. Ontrdeckast INIEHKa
JI0JDKHA OCTaBaThCsl YUCTOM !

7.2. B kaxayro npoOUpKy J03aTOPOM, HCIOJIb3YysS HAKOHEYHHUK C (DUIBTPOM, BHECTH IIO
50 Mkt pactBopa BeienerHoit PHK. 3akients mpoOupKy onTHYECKON TUIEHKOM.

7.3. I[lomecTuTh IPOOUPKH B aMIUTA(DUKATOP.

7.4. 3anporpaMMupoBaTh pubop i nposeneHust oopartnoi Tpanckpuniuun PHK u nmocne-
nyromiedt ammmudukanun cnenuduueckux ¢parmento kJIHK BKD3, x/IHK BKO u perexunu
curHaios ¢ayopecueHuuu. [IporpaMmMupoBanue ammuindukaTopa MpOBOAUTH B COOTBETCTBUH C
MHCTPYKLUEH K Tpudopy.

7.5. 3arrporpaMMHpOBaTh MPOTOKON nposeaeHus peakunn OT-ITLIP:

1 cramus: 45 °C — 30 munyrT;
2 cragus: 94 °C — 1 MuHyTa;
3 cranus: 50 ukoB (94 °C — 10 cexynn, 60 °C — 20 cexyHn).

Nsmepenue ¢uyopecnenmnuu npoBoauth mnpu 60 °C.

7.6. BeiOpate kaHainsl Aetekuuu pesynsratoB ammudukanuu k/JHK BKO u xk/IHK BKD3:

«FAM» — st peructpanuu curaana k/JJHK BKO;

«ROX» — mnst peructparuu curaana k/JJHK BKD.

7.7. 3anporpaMMupoBaTh MOJOXKEHHE MPOOUPOK C HCCIeTyeMbIMUA 00pa3liaMu, OJI0KHUTETb-
HBIM ¥ OTPULATEIbHBIM KOHTPOJISIMU COTJIACHO MHCTPYKIMH K HCIIOJIb3YyEMOMY TIpUOopy.

7.8. 3anmycTHTh TpOrpaMMy M MPOBECTH PEAKIINIO aMIUTH(PHUKAIINN C peTUcTpanuen gryopec-
[EHIINN B PEXKMME PEaTbHOTO BPEMEHH.

8. AHAJIU3 U YUET PE3YJIbTATOB

8.1. YcaoBus anau3a u yuéra pe3yJibTaToB.

8.1.1. B IIKO nporpamma nomxHa (pUKCHpOBaTh:

- Hapactanue curHana ammmdukanuu k/JJHK BKO (kanan «FAMy) u onpenensars 3HaueHue
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noporooro 1ukiaa Ct BKO;

- Hapactranue curnana ammndukanuu kK IHK BKD (kanan «ROX») u onpenensats 3HaueHHE
noporosoro mukia Ct [TKO.

8.1.2. B OKO nporpamma nomkHa GUKCUPOBATh HapacTaHue curHayia amrumrdukanun kJIHK
BKO (kanan «<FAMy) u onpenensars Ct BKO, npu 3TOM nporpamMmma He JOJKHA PErHCTPUPOBATH
HapacTaHUs CUTHaIa crienupuieckoro npoaykra amrudukanmm k/IHK no kanamy «ROX».

Ecmu nna OKO 3nadenne Ct mo xkanamy «ROX» menbiie win paBHO 40, TO 3TO CBHAETEIb-
CTBYET O HAJIMYUU KOHTaMMHaLuU (cMm. 1. 8.2.4.).

8.1.3. B kaxnmom mccneayeMoM obpasiie mporpaMmma JI0JDKHA GUKCHPOBATh HAPACTAHUE CHT-
Hana ammindukanuu kIHK BKO (kanan «FAM») u onpenenats Ct BKO.

8.2. Yuér pe3yabTaTos.

8.2.1 Beruuciuts (Ct BKO)., xak cpennee 3nauenne Ct BKO Bcex ananm3upyeMbix oOpas-
noB (Bximouas [IKO u OKO). Orb6pakoBke momiexar 3HadeHuss Ct BKO, otnuuarommecs: Gosee
gyem Ha 2 ot 3HaueHus (Ct BKO)cp. [Tocne otopakoBku nepecuntath (Ct BKO)cp, ans ocraBmmxcs
3HA4YCHUM.

8.2.2. AHanu3upyemslii 00pasel] cunuTaeTcs NoIokuTebHbIM (comepkamnum PHK BKD) eciu
1151 3TOro oopasua 3HayeHne Ct no kanany «ROX» mensie unu pasHo 40.

8.2.3. Ananuzupyemblii obpa3zer] cuuTaercsi oTpuuareiabHbM (He conepxkamum PHK BKD)
ecim ayist aToro obpasna 3uadeHue Ct mo kanany «ROX» 6omnbine 40 win He onpeaesnseTcs.

Ecnu nyst rakoro o6pasua 3HaueHue Ct BKO npessimaer 3nauenue (Ct BKO)., Gonee uem Ha
2, TO pe3yabTaT MO JaHHOMY 00pa3lly He MOAJIEKUT aHAIN3Y U Y4eTy Kak oTpHuuarenbHblii. Heoo-
XOZMMO MPOBECTH MOBTOPHBIM aHAIN3 JAHHOTO 00pa3la, HaUWHAas C Tara BbIJCIEHUS.

8.2.4. B ciiydae KOHTaMHHALIMU BCE TOJIOKHUTEIBHBIE PE3YIbTATHI MO JAHHON WHIMBHYalb-
Hoil moctanoBke OT-IILIP, cunrtatorcs HenocToBepHbIMU. TpedyeTcss mpeApUHITh MEPHI O BbISB-
JICHUIO M JIMKBUJAIIMK UCTOYHHKA KOHTAMUHAIIMU U MOBTOPUTH aHAJIM3 BCEX 0Opa3loB JAaHHOMU IO-
CTaHOBKH, JIJIs1 KOTOPBIX MOJyYEeH MOJIOXKUTENbHBINA pe3yabTaT. OOpa3iisl JaHHOH NOCTAaHOBKHU, aHa-
T3 KOTOPBIX Tl OTPUIIATENBHBIA PE3yIIbTaT, CICIyeT YIUTHIBATh KaK OTPUIATEIbHBIE.

9. YCJIOBUSA TPAHCIIOPTUPOBAHMUS, XPAHEHUSI U TIPUMEHEHUS HABOPA

9.1. TpancopTupoBaTh M3JENUS CIEAYET TPAHCIIOPTOM BCEX BUJIOB B KPBITBIX TPAHCIOPT-
HBIX CPEACTBaX B COOTBETCTBUU C MPaBHIIaMH IIEPEBO30K, JEHCTBYIOIIMMHI Ha TPAHCIIOPTE JAaHHOTO
BHJ1a, TIpu Temneparype (2-8) °C. JomyckaeTcsi TpaHCTIOpTUPOBaHUE TIpH Temmeparype 10 25 °C He
6omee 10 cyTok.

9.2. XpaneHue Habopa B YIIAKOBKE MPEANPHUITUS-U3TOTOBUTENS JOJDKHO OCYIIECTBIATHCS

pu temneparype (2-8) °C B TeueHHe BCEro cpoka rOJHOCTH B XOJOJWIBHBIX KaMepax WM XOJIo-
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IUJIBHUKAX, 00ECIEeUNBAIOIINX PErJIaMEHTUPOBAHHBIN TEMIIEPATYPHBI PEKUM C €XKETHEBHOH pe-
TUCTPALUEN TEMIIEPATYPBI.

9.3. Cpok romHoctu Habopa — 12 mecsaueB co AHs Beimycka. He momyckaercst mpuMeHeHHE
HaOOpPOB 110 UCTEUEHHH CPOKA MX T'OJHOCTH.

9.4. Tns nomyyeHUs HaAE&XHBIX pe3yabTaTOB HEOOXOAUMO CTPOroe coOIr0IeHUEe JAHHOW MH-
CTPYKIIMU IO IPUMEHEHHUIO Habopa.

10. TAPAHTHMHBIE OBSI3ATEJIBCTBA

10.1. IIpomsBoaurens rapaHTHUpPyeT COOTBETCTBHE BBIIYCKAEMBbIX M3/AEIMA TpeOOBaHUAM
HOPMAaTHBHOM U TEXHUYECKON JOKYMEHTAIIUH.

Bbe3onacHOCTh M Ka4eCTBO U3/EINUs TAPAHTHUPYIOTCS B TEUSHHE BCETO CPOKA TOJHOCTH.

10.2. IIpou3BoauTeNlb OTBEYAET 32 HEAOCTATKH W3JENUs, 32 MCKIIOUYEHUEM Ae(EeKTOB, BO3-
HUKIIMX BCJIEACTBUE HAPYLICHUs MPaBWJI [10JIb30BaHMsI, YCIOBUH TPAHCIOPTUPOBAHUS U XPaHEHUH,
1100 NeHCTBUS TPEThHX JIUL, TMOO0 HENPEO10JIUMON CHUIIBL.

10.3. IlpousBomuTens 00s3yeTCs 3a CBOM CUET 3aMEHUTH W3JIENINe, TEXHUYECKHE U (PYHKINO-
HAJIBHBIE XapaKTEPUCTUKHU (TIOTPEOUTEIHCKHE CBOMCTBA) KOTOPOTO HE COOTBETCTBYIOT HOPMATHB-
HOW M TeXHWYECKON TOKYMEHTAllUH, €ClIM YKa3aHHbIE HEJIOCTATKHU SIBUJIUCH CJIEJCTBUEM CKPBITOTO

L[e(beKTa MaTCpHraJIOB UK HEKAYCCTBCHHOI'O U3IOTOBJICHUSA U3ACIIUS IIPOU3BOJUTCIICM.

ITo Bompocam, kacatounumes kayectsa Habopa «Peanbect PHK BK9J», o6pamatscs B AO «Bek-

Top-becT» 1o agpecy:

630559, HoBocubupckast 061., p.i. KonbeioBo, Hayuno-npousBoacTBeHHast 30Ha, Kopi.36,
KOMH.211,
ten. (383) 227-67-64, Ten./dakc (383) 363-13-46.

E-mail: vbobtk@vector-best.ru
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IMPUJIOKEHUE
IloaroroBka cycneH3ui KJjeuieu.
Jns ounieHus Kiemend OT 3arpsi3HEHMM BELIECTBAMH, UCIIOIb30BAHHBIMU JUIS yJIaJICHUs
IIPUCOCABLIMXCS 0cOOel (Macio, KpeM H T.I1.), Iepe]] IPUTrOTOBJIEHUEM CYCIIEH3UM CIIEAYET IpOBe-
CTHU MX NPOMBIBKY (CM. IYHKT a). B cityuae ecnu kieny He 3arpsA3HEH, MOKHO cpa3y IPUCTYIUTh K

MIPUTOTOBJICHHUIO CYCIIEH3UU (CM. ITYHKTHI O WK B).

a) [IpenBapuTenbHas NpoMbIBKa Kiemiei: MccnenyeMbix Kieniei moMecTuTh B IPOHYMEPO-
BaHHBIE ITpoOupku tuma Eppendorf o6sémom 1,5 M. JIo6aBUTh B KaXKayr0 MPOOHPKY C KJIEHMIOM
300 Mk 96% »3TaHoJia, BCTPSIXHYTh MPOOUPKU Ha MIEHKEpe, KOPOTKUM LEHTPUYTHPOBAHUEM
COpPOCHUTBH KarlsId CO CTEHOK MPOOUPOK U yIATUTh CIIUPT C MTOMOIIBIO J103aTOpa MM BAKyyMHOT'O OT-
cachIBaTessl, HEe Kacasch KJICIIA, UCTIOIb3ys OTIEIbHbIC HAKOHEUYHUKH JJIsl KakJ0i mpoObl. [lanee
BHecTu B mpoOupku no 500 mka 0,15 M pacTBopa XJiopuaa HATPHs, BCTPAXHYTh NPOOUPKH HA
mieiikepe u cOPOCUTH Karlid O CTEHOK MPOOUPOK KOPOTKUM LEHTPUDYTUPOBAHUEM; YAATUTh KU I
KOCTh U3 MPOOUPOK C TIOMOIIBIO 103aTOPa MJIM BAKYyMHOTO OTCACBIBATEIIS, HCIIONB3Ys OTJCIbHBIC
HAKOHEYHHKH JUISI KQXKIOW MPOOHI.

Buumanue! J[ns uccnedosanus memooom I[P npucoonsvt HedasHo nozuduiue Kiewju, 8
MOM YucCe 8bICYULeHHbLE U NOBPENHCOCHHDBLE.

Knewa, nanumaswezoca kposu u umerowe2o pamep, conocmasumvlil ¢ OUaAMempom npo-
OUpKU, pexomenoyemcs nepeod 20Mo2eHu3ayuel NPoKoIoms 0OHOPA30801 U0 UTU HAKOHEYHUKOM
07151 0o3amopa O0Jist 8bIX00a KPOBU.

na npedomepawernus decpadayuu Hykieuroswvix kuciom (HK), cooepoicawuxcs 6 knewax,
cnedyem UCnONb308aMb NPEOBAPUMENLHO OXAANCOEHHLI 00 memnepamypsbl (2—8) °C pacmeop 0.
noozomosku oopazyos (PI1O).

6) IIpurotoBaeHNE CYCIIEH3UM KICIIEH BPYIHYIO:

Meton 1: 3aMopo3uTh NPOOUPKH C KJELAMH B )XKMIKOM a3ote (e menee 5 munym). Jlo-
CTaTh OJIHY 3aMOPOXKEHHYIO MPOOHPKY U Cpa3y TIIATEIbHO U3MENIbUYUTH KIIEIIa, C MOMOIIBIO OT-
JIENIbHOTO CTEPUIILHOTO MECTHKa, COBMEIAsl BpalllaTelbHble JABM)KEHUS ¢ HajaBiuBaHueM. He BbI-
HUMas TIECTUK, IOCTaBUTh MPOOUPKY C M3MENbUEHHBIM KJICIIOM B INTATUB, MOMEUIEHHBIN B JEN.
Jlo6aButh B nmpobupky 250 mkn oxnaxaéHHoro PIIO. AkkypaTHO ONOJOCHYB NECTHUK B COJACPHKH-
MOM NPOOUPKHU, BBIHYTh €70 U TOMECTUTH B A€3UHGUIUPYIOLIHUI pacTBoOp.

[TepememaTs comepkumoe mpobupku Ha meikepe (5-10 cexyno). IlpoBecTu mpoueaypy us3-
MEJIBYCHUSI C OCTAIbHBIMU OOpasuamu. KopoTkuMm HeHTpH(yrupoBaHUEM COPOCUTH COJEPKUMOE
CO CTEHOK Ha JTHO MPOOHMPKHU H, He 3ajieBas ocaaka, oro0pars 100 MKIJI CyClieH3UH sl BBIIEICHUS

HK u npoBenenus ananusa.
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Metoa 2: B npobupku ¢ kiemamu BHectd no 30 mka pactBopa PIIO (8 cayuae ananuza
Hanumaswuxcs Kieujetl, Kieweti o6orvuux pasmepos enecmu no 50 mxn PI1O). Tlomectuth mpo-
Ooupku B oxJNKAEHHBIA 10 MuHYC (20-30)°C mITaTUB-XOJOAWIBHUK WM IITATHB IUIABAIOIIUN (C
npeosapumenbHo COpMUpOSAHHbIMUY TYHKAMU), U BbIIEPKaTh B MOPO3WIBHONW Kamepe HEe MEHee
20 munyT npu munyc (20-30)°C. Jlasiee MOMECTUTH IITATUB C aHATU3UPYEMBIMU 00pasiamMu B EM-
KOCTbh CO JIbJIOM MJIM Ha XJanodjeMeHT. [loctaTh OJHY IPOOHMPKY C KIJIELIOM, 3aMOPOXEHHBIM B
PIIO, u MmakcuManbHO OBICTPO, HE TOKUASICH OTTAMBAHMS PACTBOPA, TIIATEIIEHO U3MEIBYHUTh Kile-
1a ¢ MOMOIIBI0 OTAEIBLHOIO0 CTEPHIIBHOTO NecTuka. He BhIHMMAas MECTHK, MOCTaBUTh MPOOUPKY C
M3MENBYEHHBIM KIICIIOM B IITaTUB, MOMEMEHHBIH B 1€n. [JoGaBuTh B mpoOupky 200 MKi oxia-
xnéHHoro PITO. AkkypaTHO ONOJIOCHYB MECTUK B COAEPHKUMOM MPOOUPKHU, BHIHYTH €0 U IOMeE-
CTHUTbH B JIC3UH(DHUIUPYIOMUN PACcTBOP.

[Tepemeriiath copepkuMoe nMpodbupku Ha mierikepe (5-10 cexyno). [lpoBectu mporenypy ms3-
MeJbUEHHUsl C OCTalbHBIMH OOpa3uamu. KopoTkum neHTpudyrupoBaHueM COPOCHUTH COAEPKHUMOE
CO CTEHOK Ha JIHO IPOOMPKH U, HE 3ajeBas ocajika, otoopath 100 MKII cycnieH3uu sl BbIACIICHUS
HK u nposenenns ananusa.

B) IIpuroToBIcHUE CYCIEH3UM KICIIEH ¢ TOMOIILIO JIEKTPOMEXaHMUECKOr0 TOMOIreHU3aTO-

pa MagNA Lyser («Roche Diagnostics», LlIeliniapus) 1u60 ero aHaJIoros:

Ilepen HauanoM paboOTHl YCTAaHOBUTHh NPOOMPKU C KEPaMUUYECKUMH IIapUKaMH
(«apuku kepamuueckue kanuOposanubsiey, 3A0 «BekTop-becT»), cornacHo yncimy ucciaeayeMbIx
npoO, B IITaTUB-OXJIAAUTENb. B kaxayto npodupky no6asuts no 300 mkn PIIO, BHecTH ananusu-
pYyeMoro KJela 1 3aKpbITh MPOOUPKY KPBIIIKOH. Y CTaHOBUTH PoOUpKH (10 16 1mIT.) B pOTOp roMo-
TeHU3aTopa U 3aKpenuTh POTOP COIMNIACHO MHCTPYKLMHU K npubdopy. [IpoBectn romMmorennsanuo oo-
pasuos npu 7000 06./MuH B Teuenue 90 cexkyHI.

Buumanue! /[na obecneuenus buonocuyeckou 6e30nacHocmu u npeoomepaujeHusi KOHma-
MUHAYUY neped OMKPbIMUeM 20MO2eHU3AmMopa ciedyem y6eoumucs yepes OKHO 6 KpbluiKe, Ymo He
npoU3oWNIA YmeuKa Mamepuana u3 npooupox. B ciyuae nosenenus kanenv uiu aspo3ons 6 pabovei
Kamepe ciedyem nepemecmumy 3aKpblmblil 20MO2EHU3AMOP 8 NAMUHAPHBILL OOKC, 8blocoamsb 30-40
MUHYm 0I5l 0Ce0anusi aspo3os, OMKpblmb U 06pabomams NPUOOP 6 COOMBEEMCMEUU C UHCMPYKYU-
AMU nO pabome ¢ NOMEHYUATbHO UHPEKYUOHHBIM MAMEPUATIOM U UHCIMPYKYUel no 0e3uHgekyuu,
npUeoeH ol 8 pyKoeoocmee onepamopa.

[Toce okoHUaHMs TIpoliecca, U3BJIeYh MPOOUPKH U3 MPUOOPA ¥ TTIOMECTHTH B OXJIAXK/ICHHBII
IITAaTUB.

B cnyyae neoocmamouno2o usmenviueHus omoenbHblx 00pasyos, NOGMopumsy OJis HUX npo-

yeoypy 20MO2eHU3AYUU.
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COpoCHTh KaIljli CYCIIEH3UH CO CTEHOK MPOOUPOK KPAaTKOBPEMEHHBIM IEHTPU(YTUPOBAHHU-
em. Jlnsa Beienennst HK ¢ momombro Habopa «Peanbect axctpakmus 100» ucnonszoBats 100 MK
CylepHaTaHTa.

Buumanue! Ilpu ananuze xpynuvix kiewei (pasmepom boiee 5 mm), Hanpumep, npeocma-
eumereti pooos Dermacentor u Hyalomma, a maxoice 6 ciyuae noocomoexu Kieujetl, Hanuguuxcs

KpO8U, Nocie 20MO2eHU3ayuU, ciedyem 0ONOIHUmMenbHo ghecmu 8 npooupku no 300 mxa PIIO.

XpaHeHue Kiene:
— npu memnepamype (2—8) °C — ¢ meuenue 3 cymox;
— npu memnepamype munyc (18—60) °C — 6 meuenue 2 neoenw,

— npu memnepamype munyc 70 °C u Hudxce — 6 meuenue 1 2ooa.
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KOMIUJIEMEHTapHbIE MOCJIEIOBATEILHOCTH, JOCTPOUKA MOJMHYKICOTUIHBIX MOCIIEI0BAaTEILHOCTEN C
9TUX NparMepoB Taq-noaumepasoi.

B ocHOBe HCII0NIB3yeMOro METOa PETUCTPALMH JISKUT U3MEpEHHe YPOBHS (IIyOpECHEHIINN B
kaxxaom nukiie [P, VBenuuenue ypoBHs (iiyopecueHIUU MPOUCXOIUT Ojarogapsi UCIOJIb30Ba-
Huto crneruduyunoro ma qanHoi k/IHK rubpumnzammonnoro JJHK-30H1a, KOTOpBIN B X01€e peak-
UM CBs3BIBaeTCs ¢ oqHou u3 nener kAHK, obecnieunBas Taxke JONOTHUTEIBHYIO CIEHU(UIHOCTD
metona. JIHK-30H1 cogeput Ha 5'-KoHIIe (IIyOpeCceHTHBIN KpacuTelb, a Ha 3'-KOHIIE — TacUTENb
(bayopecueHINH, 3HAYUTEIbHO CHIDKAIOIMN HHTEHCUBHOCTD (uiyopeciieHInu. B xone nonumepas-
HOTO CHHTE3a KOMIUIEMEHTapHOM 1emu 30HJA pacuieruigercs ¢ S5'-xoHma, Onaromapsa 5'-3-
HykieazHoi aktTuBHOcTH Taq JJHK-monumMepassl u mpoUCXOaUT pa3oOieHne KpacuTelNsl U TacuTe-
JIs1, IPUBOJISIIEE 10 MEPE HAKOTUICHHSI MTPOAYKTA PEaKIUH K BO3PACTAaHUIO YPOBHS (IIyOpECLECHITHH.
[Tpu sTOM M3MepsieMasi HHTEHCUBHOCTD (DITyOPECLIEHIIMU 3aBUCUT OT KOJIMYeCTBa 00pa30BaBIIMXCS
crenu(pUIEeCKNX aMILTHKOHOB M JUHAMMKA HApacTaHUsl YPOBHS (IIyOpPECICHIINH OMpEeAeNsieTcs hc-
xonHbIM KonndectBoM kJIHK B oOpasiie.

Yuér addexruBHoctu Boinenenus PHK u3 obOpasnoB obecrneunBaercst Boimenenunem PHK
BKD u3 knmHu4eckux mpod COBMECTHO ¢ BHYTPEHHUM KOHTPOJIbHBIM 00pasuom (BKO).

2.2. CocrtaB Habopa:

— MOJIOKUTENbHBIN KOHTpOJbHBIN 00pa3zern (IIKO) — 1 mpobupka (1 mi);

— peakuunonHas cmech st OT-TILP (PC), nuodunuzupoBannas — 5 mpodbupok, kaxmas Ha 10
ONPEACIICHUN;

— pactBop auisa BocctanoBneHus (PB) — 1 dmakon (2 mn);

— pactBop aJig noarotoBku oopasios (PI10) — 4 dbnakona (o 4 mu).

3. AHAJIMTUYECKHUE U IUATHOCTUYECKHUE XAPAKTEPUCTUKHA

3.1. YyscrBurtenbHocTh BoisiBieHuss PHK BKD onpenensercs mo nsatu oOpasiamM, IpUroToB-
JICHHBIM M3 cTaHAapTHOro obpasna npennpustus, COIT PHK BKD (COII 05-2-352), ¢ coaepkanu-
em PHK BKD 100 xormii B mpooe — 100%.

3.2. Cneuuduunocts BeisiBienus PHK BKD omnpenensercss mo yersipem obpasiiam, mpuro-
TOBJICHHBIM M3 OTPULIATENBHBIX CBIBOPOTOK cTaHaapTHoM manenu npeanpustus, CIIIT OKC (CIIIT
05-2-214) — 100%.

.3. JlnarHoctuyeckass 4yBCTBUTENIbHOCTh BbIsiBIeHUs PHK BKD: knuHnuueckue ucnbiTanus,
MPOBEACHHBIE 63 TONOXKUTEIBHBIX oOpasmax, mokazanu 100 % dYyBCTBUTENBHOCTh (MHTEPBAT
95,4 %-100 %, c moBepuTEILHOU BEpOSTHOCTBIO 90 %);

3.4. lnarnoctuyeckas crenuduaHocts BhisiBieHUss PHK BKD: knuHuveckue UCIBITAHUS,
npoBeJeHHble Ha 127 oTpumarenbHbIx oOpasmax, mokazanu 100 % cnenuduuHocTh (MHTEpBA

97,7 %-100 %, ¢ noBepuTenbHOI BepossTHOCTHIO 90 %).
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4. MEPBI IPEJOCTOPOXHOCTH

Buumanue! HecoO.01eHue npuBeIEéHHBIX HHM)Ke TpPeOOBAHWIl MOMKeT NPHUBECTH K
HucKaxkeHnio pesyabtaros OT-IILP.

4.1. IToTeHManbHBIA PUCK TTpUMeHeHus Habopa — kiacc 20 (IIpukaz M3 PO ot 06.06.2012
No 4H).

4.2. Tlpu pabote ¢ Habopom cneayeT cobmoaars CII 1.3.2322-08 «bezonacHocTh paboTHI €
mukpoopranuzMamu |1-1V rpynn maroreHHOCTH (OMAacHOCTH) M BO3OYAMTENISAMHU IMapa3sHTAPHBIX
0ose3Hen.

4.3. Jlng npenoTBpalieHuss KOHTaMHHAIIMA HEOOXOAUMO TEPPUTOPUATBHO PaA3JENsTh ATAIlbI
BetenieHus JJHK/PHK u mocranoBku ITLP/OT-IILP cormacao MY 1.3. 2569-09 «Opranuzamus
paboThI 1abopaTopuii, UCIOIB3YIOUINX METOJIbI aMILTH(HUKAIIMA HYKICHHOBBIX KHUCIOT IpU padoTte
C MaTepHualioM, coiepKaiuM Mukpoopranusmsl |-1V rpymnmn natoreHHOCTHY.

4.4. Ilpu pabdote ¢ HabOpOM clieflyeT HaIeBaTh OJIHOPA30BbIE MEIULIMHCKHUE IEPUATKH.

4.5. Kaxxnoe paboyee MECTO JOJKHO ObITh CHa0KEHO COOCTBEHHBIM HAaOOPOM J03aTOPOB Iie-
peMeHHOro o0beMa, HeOOXOAMMBIMH BCIIOMOTAaTEIbHBIMM MaTepuajiaMu M 00OpyHOBaHHEM. 3a-
MpeIaeTcs uX nepeMenieHrne MexX Iy pabouuMy MECTaMH.

4.6. lns nmpoBeAeHUs peakiuu amiuinpukanuu ¢ gerekuueit npoaykros OT-TILP B pexume
pearbHOr0 BPeMEHH HEOOXOIMMO HCIOJIB30BATh TOJIHKO OJHOPA30BbIE HAKOHEYHHKH C (PHIBTPOM
JUIS 103aTOPOB.

4.7. He nomyckaeTcs MCHOJIb30BAHHUE OJJHUX M T€X e HAaKOHEYHHKOB IMpU J00aBIECHUM pa3-
HBIX 00pas3IoB.

4.8. Tloce okoHUaHUS pabOT A AC3UHPEKIIUN U MPEAOTBPAIICHNS KOHTAMHHAIIMNA BCE pa-
0oure MOBEPXHOCTH U 000PYTOBAaHUE CIIENYET MOABEPTHYTh NEHCTBUIO OakTepUIHAHbIX YD jtami
B TeueHue | yaca. 3areM 00paboTaTh periaMeHTUPOBAHHBIMU CAaHUTAPHBIMU MpaBUIIaMU JAe3UH(U-
MUPYIOLUIUMH cpelncTBaMu (makumu, xkax: 0,2% pacmeop «I1-2T»; 1-3% pacmeop «{uabaxy,
0,5% pacmeop «Jluzaguny, 0,5-1% pacmeop «Mucmpanwy, 0,5-2% pacmeop «Benmoneny).

4.9. Bce ucnonb3oBaHHbIE OJIHOPA30BbIE MaTepUalbl MOABEpraTh 00paboTke ne3uHGUINpY-
IOIUMU CPEJCTBAMH C Tocienyromen yrunmmsamuein (cM. MY 287-113 «Meroanueckue ykazaHUs
no JAe3uH(eKUnu, MPeACTePUIN3AHMOHHON OYHUCTKE M CTEPUIIM3ALUN HU3JeNUil MEIULIUHCKOTO
Ha3HAYCHHUS).

4.10. Ilpu ucnons3zoBaHuM Habopa oOpa3yroTcst 0TXoAbl kinaccoB A, b u I', koTopble kitaccu-
¢bunmpyrorcs 1 yHHuTOXKaroTca (yruimsupytorces) B coorBerctBuu ¢ CanlluH 2.1.7.2790-10 «Ca-
HUTAPHO-3UJEMHUOJIOTHYECKHE TPeOOBaHU K OOPALICHUIO ¢ MEJUIIMHCKUMHU OTXOAaMu». Jle3uH-
(dexuio HabOpPOB peareHTOB cieayeT mpoBoAuTh Mo MY 287-113 «Meroauveckue yka3zaHUs IO

Ne3UH(PEKINH, MPEACTEPHIN3AIMOHHON OYUCTKE U CTEPUIIN3AlMNA U3ACIUNA MEIUIIMHCKOTO Ha3Ha-
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YEHUSI.
5. OBOPYJOBAHUE U MATEPHUAJIbI

— amMIun(uKaTop ¢ (HIYyOpPECHEHTHON NETeKIHEH B peKUME PEaJIbHOr0 BPEMEHHU POTOPHOTO
tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (pupma «Corbett Research», Ascrpanus), «Rotor-
Gene Q» (pupma Qiagen, ['epmanus) nnu mwianmernoro tuna: «iQ5 iCycler», «CFX96» (bupma
«Bio-Rady, CIIIA), «/IT-96» (OO0 «HITO JJHK-TexHomnorusy», Poccus) uiu ux aHaior;

— TII{P-60kc unu oTaenbHBIN cToll, ocBemaeMbii Y d-nammnoi (Hanpumep, «{ukmoTemm»
¢dbupmel CIT «PTCy», Poccus);

— XOJIOAWJIBHUK OBITOBOM, MOAACPKUBAIOIINI TemepaTypy (2-8) °C;

— J103aTOpbl MEXAHUYECKUE, OJHOKAHAJIbHBIE C MEPEMEHHBIM 00BEMOM, CO CMEHHBIMH HaKO-
HeuHHKaMu (Hanpumep, pupma «Biohity, Ounnsuans);

— MepYaTKu METUIMHCKUE OHOPA30Bble HECTEPUIIbHBIC HEOMYyIPEHHbIC IATEKCHBIE WIH
HeomnpeHosble (nepuatku «NeoTouchy, bupma «Ansell HealthCarey», ['epmanus);

— OJTHOPa30BbIe HAKOHEUYHUKH ISl JO3aTOPOB C 3AIIUTHBIM (DHUIIBTPOM/a’PO30IBHBIM OapbepoM
(manpumep, pupma «FINNTipy», OuHnTHIUN);

— WITaTUBBI JUISI MUKPOIPOoOUpok BMecTUMOCThiO 2 Miut U 0,2 mMn (Hampumep, pupma «Xenu-
KOH», Poccus);

— KOHTeHHep miia cOpoca oTxo10B (Hanpumep, «KonTtelinep ans cOpoca oCTpOro HHCTPYMEH-
tapusi — EK-01», pupma «KM-ITPOEKT», nunu ananoru4ssiii);

— npobupku aist [P BMectumoctsio 0,2 Mt (Hanpumep, pupma «Axygeny, CILIA).

6. HIOAI'OTOBKA AHAJIM3UPYEMbBIX OBPA3LIOB U PEAT'EHTOB
6.1. IToaroroBka aHaJAM3upPyeMbIX 00pa3LoB.

Jna ananusa ucnonb3yroTest npoOwl BbaeneHHo PHK, monydenHble n3 Guosornyeckoro
MaTepuaia ¢ noMmomisio Habopa «Peanbect skcrpakius 100» cormacHO MHCTPYKIMH MO TPUMEHE-
Huto. Ilpu mpuroroBnenun cycnensuu kiemed ucnoib3yercss PITO. Ilocie BekpbiTHa (uiakoHa
cpok roxuoctu PTTIO cocrasisier 3 mecsiia npu Temreparype xpanenus (2-8) °C.

Kaxnas rpynma oOpasmos, mpoxosiias yepe3 npouenypy Beinenenus PHK, nomkna conep-
xatp [IKO u orpunarensHbiii kKoHTponbHBIN oOpaszer; (OKO), koTopslil sBISETCS KOMIOHEHTOM
Habopa st Beiaenenus PHK.

Breinenennas PHK xpanenuto He momnexut! [Ipouenypy Beinenenus PHK u3 6monmornuecko-
ro MaTepuaia cieAayeT MPOBOJIUTh HEMOCPEACTBEHHO nepea nocraHoBkoil OT-TTL[P.

6.2. IloaroroBka peareHToB.

6.2.1. Ilepen nauyamom paO®OTHI H3BJIE€Yb HAOOP M3 XOJIOMWJIBHUKA, BCKPBHITH YIAaKOBKY,

0TOOpaTh HEOOXOAUMOE KOJUYECTBO (IO YMCITY MOATOTOBJICHHBIX MPOO, BKIIIOYAsl KOHTpoOJH: |

OKO u 1 TIKO) npobupok ¢ PC u Beimepxkarh ux npu temmeparype (18-25) °C B reuenne 30 mu-
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HYT.

Buumanue! 1 npobupka ¢ PC paccuntana Ha 10 onpezneneHuii.

OcraBurecss HEMCIIOIB30BaHHBIME MTPoOHpKU ¢ PC ymakoBaTe B MakeT ¢ OCYUIMTENEM, yia-
JUTH U3 HETO JIUIIHUMA BO3yX U IUIOTHO 3aKPBITh 3a)KUM.

[Tocne nmepBoro BCKpbITUS yHakoBKU cpok rogHoctd PC cocrasnser 3 mecsia npu temmepa-
type xpanenus (2-8) °C.

6.2.2. B mpobupky ¢ PC no6asuts 300 mxn PB, akkypaTHO mepemMerars, BeIAEpkarh 15 Mu-
HyT 1ipu Temriepatype (18-25) °C, mocine yero BHOBb TIIATENIBHO MepeMeniaTb. KopoTkum 1eHTpu-
¢GbyrupoBaHreM cOPOCHUTH KaIlId CO CTEHOK MPOOUPOK.

PB nocinie BckpbiTHs (iakoHa XpaHuTh Tipu Temieparype (2-8) °C ne 6osee 3 MecsIeB.

Boccranosnennyro PC ucnosnbs3oBaTh B 1€Hb IPOBEACHMS aHAIN3A.

6.2.3. ITIKO mociie BCKpbITHS MPOOUPKH XpaHUTh mpu Temreparype (2-8) °C ue 6osee 1 mecsia
win anukBoTamu 1o 50 Mk npu temmeparype munyc (18-24) °C ne 6onee 3 mecsiies.

7. MPOBEJIEHUE AHAJIU3A

7.1. OrobOpaTh U MmoAMKCaTh HEOOXOMUMOE IS PabOThI KOJIHYECTBO MPOOUPOK BMECTHMO-
cTbio 0,2 M1 (IO KOJIMYECTBY UCCIEYEMbIX 00pa3lloB, BKIOYask HEOOXOAUMBIE KOHTPOIIH).

Buumanue! Jlng aMmiamndukatopoB POTOPHOTO THIMA HAAMUCU CIEAyeT pacrmojaraTth Ha
KPBIIIKAaX TPOOUPOK.

Jlia amminduKaTopoB IJIAHIIETHOTO TUIIA HAMKUCH CIIEyeT pacrnojarate Ha O0KOBOM 4acTu
pOOUPOK.

7.2. Bo Bce mpoOMpKHU J03aTOPOM, HCIIOJIb3YS] HAKOHEUYHUK C (UIBTPOM, BHECTH MO 25 MKII
PC.

7.3. 3aTeM B KaXayr MPOOUPKY BHECTH 25 MKJ COOTBETCTBYIOIIETO PAcTBOPa BBIJICICHHON

PHK, ucnonb3ys as Kakaoro odpasiia MHAWBUIAYaAIbHBIH HAKOHEUHUK. [I0THO 3aKphITH TPOOUp-

KM KpBIIIKaMH.

7.4. IlomecTuth NPOOUPKHU B aMILTU(UKATOD.

7.5. 3anporpammupoBaTh puoOp Uit mpoBeaeHus: oopatHoi Tpanckpuniuu PHK u nmocne-
aytouierd ammumukanun cneruduueckux ¢parmenros kJIHK BK3, x/I[HK BKO u nerexkuun
curHasioB (uayopecueniuu. IlporpaMMmupoBanue amminguKaTopa MPOBOAUTH B COOTBETCTBUU C
MHCTpYKLUEHN K Tpubopy.

7.6. 3anporpamMmMupoBaTh IPOTOKOJ poBeaeHus peakiuu OT-TTLP:

— st ipubopoB «Rotor-Gene 3000», «Rotor-Gene 6000» u «Rotor-Gene Q»:

1 cramus: 45 °C — 30 munyr;
2 cramgus: 94 °C — 1 munyrTa,
3 cramus: 50 nukioB (94 °C — 10 cexyna, 60 °C — 40 cexyHx).
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— s mprbopoB «iQ5 iCycler», «CFX96» u «J[T-96x:

1 cramus: 45 °C — 30 munyr;
2 cranus: 94 °C — 1 Munyra;
3 cramud: 50 nukioB (94 °C — 10 cexynz, 60 °C — 20 cexyHx).

N3mepenue ¢uryopeceHIuu A BceX MpuoopoB mpoBoauTh mpu 60 °C.

7.7. BeiOpath kaHassl AeTekuuu pesynsratoB amrmudukanmu k/JHK BKO u xk/[HK BKD:

«FAM» (mst mpubopos «iQ5 iCycler», «CFX96x», «/IT-96» u «Rotor-Gene 3000»), «Greeny
(mns mpubopoB «Rotor-Gene 6000» u «Rotor-Gene Q») — nist peructpanuu curHana kJIHK BKO;

«ROX» (ms mpubopos «iQ5 iCycler», «CFX96», «IT-96» u «Rotor-Gene 3000»), «Orange»
(mns mpubopos «Rotor-Gene 6000» u «Rotor-Gene Q») — s peructpanuu curHana kJJHK BKD.

7.8. 3anporpaMMupoBaTh MOJOKEHHE MPOOUPOK C MCCIETyEMbIMUA 00pa3liaMu, OJIOKHUTEITb-
HBIM U OTPUIATENILHBIM KOHTPOJISIMU COTJIACHO MHCTPYKIIUU K UCTIONb3yeMOMY ITPHOOpY.

7.9. 3anycTUTh IPOrpaMMy U MPOBECTH PEAKLUI0 aMIUIM(UKALUU ¢ perucTpanueit guyopec-
[EHIINU B PEXKHME PEATBHOTO BPEMEHH.

8. AHAJIU3 U YUYET PE3YJIbTATOB

8.1. YcaoBus anaiu3a u yuéra pe3yJibTaToB.

8.1.1. B IIKO nporpamma nomxHa (pUKCHpPOBATH:

— Hapacranue curHana ammndukanun kIHK BKO (kanan «FAM»/«Green») n onpenensith
3Ha4yeHue noporosoro 1ukia Ct BKO.

— Hapactanue curraia ammmudukanuu kK IHK BKD (kanan «ROX»/«Orange») u onpenensiTh
3HaueHue moporosoro 1ukia CtITIKO;

8.1.2. B OKO nporpamma fomkHa GUKCUpOBaTh HapacTaHue curiaia ammiandukanun kJIHK
BKO (xanan «FAM»/«Green») u onpeaensats Ct BKO, npu sToM mporpamma He JOJKHa peru-
CTPUpPOBATh HapacTaHWs CUTHajJa creruduueckoro mpoaykra ammmudukanun kJJHK mo kxanamy
«ROX»/«Orange».

Ecmm nns OKO 3nauenne Ct mo xanany «ROX»/«Orange» mensire wim paBao 40, To 310
CBUJCTEIHCTBYET O HAJTMYMH KOHTAaMUHAIWH (CM. 1. 8.2.4).

8.1.3. B xaxoM uccieayemMom obpasiie nporpamma J0kHa (PUKCUPOBATh HApAaCTaHUE CHUT-
Hana ammmndukanuu kJIHK BKO (kanan «FAM»y/«Greeny) u onpenensts Ct BKO.

8.2. Yuér pe3yibTaTos.

8.2.1. Berunciuts (Ct BKO)p kak cpemnee 3nauenne Ct BKO Bcex aHanm3upyeMbix o0pas-
oB (Bkimouas [IKO u OKO). Or6pakoBke nomiexat 3Hadenus Ct BKO, ornuuaromuecs: 6osee
yeM Ha 2 ot 3HadyeHus (Ct BKO)p. ITocne oropakoBku nepecunrars (Ct BKO)c, anst octaBmmxcs
3HAYEHUM.

8.2.2. Ananmusupyemblii oOpa3ell cCuuTaeTcs MoJIOKUTENbHBIM, coaepkamuM PHK BKD, ecnu
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1u1st 3Toro 0oOpasna 3naueHue Ct mo kanaiy «ROX»/«Orange» mensie win pasHo 40.
8.2.3. Pe3ynpTar aHanusa oOpasia CUYMTaeTCs OTPHULIATENILHBIM, €CJIU JUI 3TOr0 00pasla 3Ha-
yenue Ct o kanay «ROX»/«Orange» 6onbiie 40 nnu He onpeaemseTcs.

Ecmu mist Takoro o6pasma 3Hauenue Ct BKO npessimaer 3nauenue (Ct BKO), Oonee uem Ha
2, TO pe3yabTaT MO JaHHOMY 00pa3ily He MOMJISKUT aHAIM3Yy U y4eTy KakK oTpuuareibHbii. Heoo-
XOIMMO TPOBECTH MOBTOPHBIN aHAJIN3 JAHHOTO 00pa3ila, HauMHasl C 3Tara BhIICICHHS.

8.2.4. B ciiyuae KOHTaMHHALIMU BCE MOJIOKHUTEIbHBIC PE3yIbTAThI N0 JAHHON WHAMBHyallb-
Hoii nocranoBke OT-IILIP, cuntarorcss HeTOCTOBEpHBIMU. TpedyeTcs NpeanpuHATh MEPHI 110 BBISB-
JICHUIO ¥ JIMKBHUJAIIMHA UCTOYHHKA KOHTAMUHAIIMU U TOBTOPHUTH aHAIN3 BCeX 00pas3IoB TaHHOH IO-
CTaHOBKH, JUISI KOTOPBIX MOJYYEH MOJOKHUTEIBHBIN pe3ybTar.

OOpa3upl JaHHOW IMMOCTAHOBKH, aHAIW3 KOTOPBIX Jajl OTPULATENIbHBIM pe3yibTar, CIeayeT
YUUTBIBATh KaK OTPHUILIATEIIbHBIC.

9. YCJIOBUSA TPAHCIIOPTUPOBAHMUS, XPAHEHUS U TIPUMEHEHUS HABOPA

9.1. TpancopTupoBaTh U3JENUs CIEAYET TPAHCIIOPTOM BCEX BUIOB B KPBITBIX TPAHCHOPT-
HBIX CPECTBaX B COOTBETCTBUHM C IPaBUJIaMH EPEBO30K, JEHCTBYIOIMMH HAa TPAHCIOPTE TaHHOIO
BUJA, Tpu Temnepatype (2-8) °C. [Jomyckaercs TpaHcopTupoBaHue mpu temmneparype 1o 25 °C He
6oxee 10 cyTok.

9.2. XpaneHue Habopa B YIAKOBKE MPEANPHUATHUS-U3TOTOBUTENS JOJKHO OCYIIECTBIATHCS
npu Temreparype (2-8) °C B TeueHHe BCEro cpoka roJHOCTU B XOJOJWIBHBIX KaMepax MM XOJIO-
IMITBHUKAX, 00ECTIeUNBAIOIINX PErJIAMEHTHPOBAHHBIN TEeMIIEpaTypHBIA PEKUM C €KETHEBHOH pe-
TUCTpAlUE TEMIIEPATYPHI.

9.3. Cpok romHOCTH Habopa — 12 mecsieB co qHS Bbimycka. He momyckaercs mpuMeHeHHe
HabOpOB IO UCTEYEHUH CPOKa UX TOAHOCTH.

9.4. [1yist mosrydeHusl HaIEKHBIX PE3yJIbTaTOB HEOOXOUMO CTPOToe COOIOACHHE JTAHHON WH-
CTPYKLIMU IO TPUMEHEHHIO Habopa.

10. TAPAHTUMHBIE OBS3ATEJIbCTBA

10.1. TIpomsBoamTenp TapaHTHPYET COOTBETCTBHE BBITYCKAEMBIX H3JACIHIA TPeOOBAHUSIM
HOPMAaTUBHOMN M TEXHUYECKON JOKYMEHTALINH.

be3onacHOCTh U KaueCTBO U3/1ETHUS TAPAHTUPYIOTCS B TEYEHHE BCETO CPOKa FOJTHOCTH.

10.2. TIpou3BoanTENF OTBEYAET 32 HEAOCTATKH W3JENUS, 32 UCKIIOUEHHEM Je(eKTOB, BO3-
HUKIIMX BCJIEACTBUE HAPYLIEHUsI PaBWJI MTOJIb30BaHMsI, YCIOBUHA TPAHCIOPTUPOBAHUS U XPaHEHNH,
1100 NeHCTBUSA TPEThUX JIUL, TMOO HEMPEOI0JIUMON CHUJIBL.

10.3. ITpousBoaUTENH OOSI3yEeTCS 32 CBOM CUET 3aMEHUTH M3JIEIHE, TEXHUYECKUE U (DYHKITHO-
HAJIbHBIE XapaKTEPUCTUKHU (TOTPEOUTEIHCKHE CBOMCTBA) KOTOPOTO HE COOTBETCTBYIOT HOPMATHB-
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HOM M TEXHHUYECKOM AOKYMCHTAIIUH, CCJIIM YKA3aHHBIC HCAOCTATKU ABHUIIUCH CJICACTBUCM CKPLITOI'O

;[eq)eKTa MaTCpHraJIOB UK HCKAYCCTBCHHOI'O U3IrOTOBJICHUA U3ACIIUS IPOU3BOJUTCIICM.

[To Bompocam, kacaroniumcst kauectsa Habopa «Peanbect PHK BKJ», oopamarscst B AO «Bek-

Top-becr» 1o angpecy:

630559, HoBocubupckas 061., p.i. KonbeioBo, HayuHno-npounsBoacTBeHHas 30Ha, KOp1.36,
KoMH.211,

tein. (383) 227-67-64, Ten./dakc (383) 363-13-46.

E-mail: vbobtk@vector-best.ru
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IMPUJIOKEHUE
IloaroroBka cycneH3ui KJjeuieu.
Jns ounineHus Kielend OT 3arpsi3HEHHMM BEIIECTBAMHU, MCIIOJIIB30BAHHBIMU JUIS yIAJICHUS
IIPUCOCABLIMXCS 0cOOel (Macio, KpeM H T.I1.), Iepe]] IPUTrOTOBJIEHUEM CYCIIEH3UH CIIEAyeT MpOoBe-
CTHU MX NPOMBIBKY (CM. IYHKT a). B cityuae ecnu kieny He 3arpsA3HEH, MOKHO cpa3y IPUCTYIUTh K

MIPUTOTOBJICHHUIO CYCIIEH3UU (CM. ITYHKTHI O WK B).

a) [IpenBapuTenbHas OpoMbIBKa Kiiemei: MccnenyeMbix Kieniei moMecTUuTh B IPOHYMEPO-
BaHHBIE ITpoOupku Tuma Eppendorf o6sémom 1,5 M. JIo6aBUTh B KaXKayr0 IMPOOHPKY C KJIEHIOM
300 Mk 96% »3TaHoJia, BCTPSIXHYTh MPOOUPKU Ha MIEHKEpe, KOPOTKUM LEHTPUYTHPOBAHUEM
COpPOCHUTBH KarlsId CO CTEHOK MPOOUPOK U yJAIUTH CIIUPT C MMOMOIIBIO 103aTOpa MIIM BaKYyMHOT'O OT-
cachIBaTessl, HEe Kacasch KJICIIA, UCTIONB3Ysl OTJENIbHbIC HAKOHEYHHUKH U KaKaou npoOsl. [lanee
BHecTu B mpoOupku no 500 mka 0,15 M pacTBopa XJiopuaa HATPHs, BCTPAXHYTh NPOOUPKH HA
mieiikepe u cOPOCUTH Karlid O CTEHOK MPOOMPOK KOPOTKUM IIEHTPU(DYTHPOBAHUEM; YIAIUTh KU /I-
KOCTh U3 MPOOUPOK C TIOMOUIBIO 103aTOpa MM BaKYyMHOTO OTCACHIBATENs, UCIOIb3ys OTACIbHBIC
HAKOHEYHHKH JUISI KQXKIOW MPOOHI.

Buumanue! J{na uccneoosanus memooom I[P npucoonvl nedasro nocuduiue Kiewju, 8 mom
yucie 8blCyUIeHHbIE U NOBPENHCOCHHDIE.

Knewa, nanumaswezoca kposu u umerowe2o pamep, conocmasumvlil ¢ OUAMempom npo-
OUpKU, pexomenoyemcs nepeod 20Mo2eHu3ayuel NPoKoIoms 0OHOPA30801 U0 UTU HAKOHEYHUKOM
07151 0o3amopa O0Jist 8bIX00a KPOBU.

s npedomepawernus decpadayuu Hykieuroswvix kuciom (HK), cooepocawuxcs 6 xiewax,
cnedyem UCnONb308amMb NPEOBAPUMENLHO OXAANCOEHHbIL 00 memnepamypsl (2—8) °C pacmeop 0/
noozomosku oopazyos (PI1O).

6) IIpurotoBaeHNE CYCIIEH3UM KICIIEH BPYIHYIO:

Meton 1: 3aMopo3uTh MPOOUPKH C KJELAMH B )XKMIKOM a3ote (e menee 5 munym). Jlo-
CTaTh OJIHY 3aMOPOXKEHHYIO MPOOHPKY U Cpa3y TIIATEIbHO U3MENIbUYUTh KIIEIla, C MOMOUIbIO OT-
JIENIbHOTO CTEPUIILHOTO MECTHKa, COBMEIAsl BpalllaTelbHble JABM)KEHUS ¢ HajaBiuBaHueM. He BbI-
HUMas TIECTUK, MOCTaBUTh MPOOHMPKY C M3MENbUEHHBIM KJICIIOM B IITATUB, MOMEUIEHHBIH B JEM.
Jlo6aButh B npobupky 250 mkin oxnaxaéHHoro PIIO. AkkypaTHO ONOJOCHYB NECTHUK B COJACPKH-
MOM NPOOUPKHU, BBIHYTh €70 U TOMECTUTH B A€3UHGUIUPYIOLIHUI pacTBoOp.

[TepememaTs comepkumoe mpobupku Ha meikepe (5-10 cexyno). IlpoBecTu mpoueaypy us3-
MEJIBYCHHS C OCTAIbHBIMU OOpa3znaMu. KopoTKuM HEHTpU(YrHpOBaHUEM COPOCUTH COAEPKUMOE
CO CTEHOK Ha JTHO MPOOHMPKHU M, HE 33/eBasi ocajka, oToopats 100 MKIJI CyCieH3UH sl BBIIEICHUS

HK u npoBenenus ananusa.
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Metoa 2: B npobupku ¢ kiemamu BHectd no 30 mka pactBopa PIIO (8 cayuae ananuza
Hanumaswuxcs Kieujel, Kieueti b6orvuux pasmepos enecmu no 50 mxn PI1O). [lomectuth mipo-
Ooupku B oxynaxaéHHbId 10 MUHYC (20-30)°C mTaTuB-XOJOAWIBHUK WIM INTATUB IUIABAIOMIMN (C
npeosapumenbHo COpMUpOSAHHbIMUY TYHKAMU), U BbIIEPKaTh B MOPO3WIBHONW Kamepe HEe MEHee
20 munyT npu munyc (20-30)°C. Jlasiee MOMECTUTH IITATUB C aHATU3UPYEMBIMU 00pasiamMu B EM-
KOCThb CO JIBJIOM WJIM Ha XJIaAO0dJIeMeHT. JlocTaTh OJHY MPOOHMPKY C KIEHIOM, 3aMOPO’KEHHBIM B
PIIO, 1 makcuManbHO OBICTPO, HE JTOKUAAACH OTTaWBAHUS PACTBOPA, TIIATEIHHO U3MEIBUUTH Kile-
1ja ¢ MOMOIIBI0 OTAEIBLHOTO CTEPUIIBHOTO NecThka. He BhIHMMAas MeCTUK, MOCTaBUTh MPOOUPKY C
M3MENBYEHHBIM KIICIOM B IITATUB, NOMEUEHHBINH B néA. JloGaBuTth B mpoOupky 200 Mxi oxia-
xnéHHoro PITO. AkkypaTHO ONOJIOCHYB MECTUK B COAEPHKUMOM MPOOUPKHU, BHIHYTH €0 U IOMeE-
CTHUTH B Ie3UH(UIMPYIONIUI pacTBOP.

[Tepemeriiath copepkuMoe nMpodupku Ha merikepe (5-10 cexyno). [lpoBectu mporenypy ms3-
MeJbUEHHUsl C OCTalbHBIMU OOpa3uamu. KopoTkum neHTpudyrupoBaHueM COpPOCHTH COAEPKUMOE
CO CTEHOK Ha JIHO IPOOMPKH U, HE 3ajeBas ocajika, otoopath 100 MKII cycnieH3uu sl BbIACIICHUS
HK u nposenenns ananusa.

B) IIpuroToBIcHNUE CYCIEH3UM KICIIEH ¢ TOMOIILIO JIEKTPOMEXaHMUECKOro TOMOT'€HH3aTO-

pa MagNA Lyser («Roche Diagnostics», LlIeliniapus) 1u60 ero aHaJIoros:

Ilepen HauanoM paboOTHl YCTAaHOBUTHh NPOOMPKU C KEPaMUUYECKUMH IIapUKaMH
(«apuku kepamuueckue kanuOpoaHubie», 3A0 «BekTop-bect»), corinacHo yncmy ucciaeayeMbIxX
npo0, B IITaTUB-OXJIAAUTENb. B kaxayto npodupky nodasuts no 300 mxa PIIO, BHecTn ananuzu-
pYyeMoro KJela 1 3aKpbITh MPOOUPKY KPBIIIKOH. Y CTaHOBUTH PoOUpKH (10 16 1mIT.) B pOTOp roMo-
TeHU3aTopa U 3aKpenuTh POTOP COTIACHO MHCTPYKIMHU K npubopy. IIpoBecTn romorenusanuo oo-
pasuos npu 7000 06./MuH B TeueHue 90 cexyH.

Buumanue! /[na obecneuenus buonocuyeckou 6e30nacHocmu u npeoomepaujeHusi KOHma-
MUHAYUY nepeo OMKPbIMUeM 20MO2EHU3AmMopa ciedyem y6eoumocs yepes OKHO 6 KpbluuKe, Ymo He
npoU3oWINA ymeuKa Mmamepuana u3 npooupok. B ciyuae nosienenus kanensb unu aspo3ons 6 pabouei
Kamepe ciedyem nepemecmumy 3aKpblmblil 20MO2EHU3AMOP 8 NAMUHAPHBILL OOKC, 8blocoamsb 30-40
MUHYm 0151 0Ce0anusi aspo3os, OMKpblmb U 06pabomams NPUOOP 6 COOMBEEMCMEUU C UHCMPYKYU-
AMU no pabome ¢ NOMEHYUATbHO UHPDEKYUOHHBIM MAMEPUATIOM U UHCMPYKYUel no 0e3uH@exyul,
npUeoeH ol 8 pyKoeoocmee onepamopa.

[Toce okoHUaHMs TIpoliecca, U3BJIeYh MPOOUPKH U3 MPUOOPA ¥ TTIOMECTHTH B OXJIAXK/ICHHBII
IITAaTUB.

B cnyyae neoocmamouno2o usmenviueHus omoenvbhblx 00pasyos, NOGMopums Oiisl HUX npo-

yeoypy 20MO2eHU3AYUU.

10

Perncrpanus MH B PocanpaBrangsope
www.nevacert.ru | info@nevacert.ru



COpoCHTh KaIljli CYCIIEH3UH CO CTEHOK MPOOHUPOK KPAaTKOBPEMEHHBIM IIEHTPHU(YTHPOBAHHU-
em. Jlnsa Beienennst HK ¢ momombro Habopa «Peanbect axctpakmus 100» ucnonszoBats 100 MK
CyIllepHATaHTa.

Buumanue! Ilpu ananuze xpynuwix kiewei (pasmepom boiee 5 mm), Hanpumep, npeocma-
sumenetl poooe Dermacentor u Hyalomma, a maxoice 6 ciyyae no02omoeku Kiewel, Hanusuiuxcs

KpO8U, Nocie 20MO2eHU3ayuU, ciedyem 0ONOIHUmMenbHo ghecmu 8 npooupku no 300 mxa PIIO.

XpaHeHue Kiene:
— npu memnepamype (2—8) °C — ¢ meuenue 3 cymox;
— npu memnepamype munyc (18—60) °C — 6 meuenue 2 neoenw,

— npu memnepamype munyc 70 °C u Hudxce — 6 meuenue 1 2ooa.
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