YTBEPXJIEHA «Y TBEPXTAIO»

Ilprxasom Poc3apasnaasopa F omﬂ ,“_alCI(TDp
or 20 1. Ne ¥%

HHCTPYKUHUA
no npuMeHeHUo Habopa pearcHros
ans eoiaBnenns JIHK miroMeranoeupyca u JJHK supyca npoctoro repneca | u 2 tunos
METOI0M NOIMMEPA3HOM LEMHOM PeakiHt B PEATIME peasibHOTO BpEMCHH
Peaabect THK IIMB / BIII'-1,2

(komnnekT 1)

1. HASHAYEHHE

HaGop peareutos «Peatbect JHK IIMB / BIIT'-1.2%» npeanasnaven s srissienus JIHK
unromerazopupyea (LIMB) u JIHK Bupyca npoctoro repneca 1 u 2 tunos (BL1I'-1.2). peuieniernoi
L3 KTMHHMECKHX upo, MctogoM nouauvepasHo# menunoit peakunu (I1LP) ¢ rudpu:insammonno-
ipsryopecuenTiioi aerexkuneit npoaykron [1LIP B pexnac peainHOro BpeMeHH.
bt Beiienenve JHK uz xnunadeckux mpod mporo;uTes ¢ moMolubio nadopos: «Peanbecer
JIHK-skcnipece», «Peanbect IHK-skcTpakuus 1», «Peanbect AHK-3kcTpakuma 3» 1 «Peanbect
axcrpakung 100».

Kommnext | npeanasiayeH as IPHMCHEHHS ¢ PETUCTPHPYIONIHMHU aMILTHGHKATOPAMH: «iQQ
iCyclers, «iQ5 iCycler» n «CFX96» (pupma Bio-Rad. CILA). «IT-96» (OO0 «HIIO JIHK-
Texnonorus», Poccus) MnW UX aHAIOTAMH.

KoMmiekt 1 paccuuTan Ha WpoBeeHHE anaiusa 96 oOpasloB. BKIOYAA KOHTPOJIhHBIE 00-

pazIibl.
2. XAPAKTEPHCTHKA HABOPA

2.1. IlpsHuun MeToaa.

[puHNKN aHanu3a OCHOBAI Md PECHCTPALUM Npollecca aMinuGUKaluK BLIOpaHHoro dpar-
smenta JHK, saxmouarouierocs s MOBTOPAIOIMXCA IMKJIAX: TEMNEPATYPHAA ASHATYpalHa, OTKUT
npafiMepos ¢ KOMICMEHTAPHBIMU NIOCTIE0BATENBHOCTAMH, JOCTPOiika IONUIYKNCOTH HEIX MOCIC-

J10BaTEIBNOCTER ¢ 3THX NMpaitvepos Tag-nonuMepasoi.

Hucmpysyust  cocagrena  compyonuxamu 340 «Bexmop-Becmy:  Jupekmopox
no npouseodemey Travessint B.K. u nau. omOeaenus npousaoocmea [ILP nabopos Tpnxunoi A.B.

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



B 0CHOBe HCIOIB3YEMOTO METOa PETHCTPALIRH JICKHT H3MCpeHHe (p1yopeciicHUNH B KaX-
JouM muk:e TIHP,

YBenvueHHe CHrHa10B (UIYOPSCUCHUMH IPOUCXOAMT Onarojaps HCNONB3OBAHHIO CIELIU-
¢uaroro s xaHroro ydactka JIIIK Bo3Gyaurens wnexknmm rubpuansaunconsoro JHK-3onaa,
KOTOpHIT B X0J¢ peaknuy cBazkBaerca ¢ onHoH w3 ueneit JIHK, oGecneuusas nononHuTenrHyio
cneupduydocts Metoma. JHK-30HA coaepxuT ma 5-koHUe (IyopeclleHTHBIA KpacHTENnb, a HA
3'KoHIle — racuTeNns QIyOpecUeHUUH, 3HAYUTENbHO CHHKAIOLUA HHTEHCHBHOCTE (yopecueHum. B

a  X0Jle ONMMEPA3HOTO CHHTE3a KOMILIEMEHTApHOH LeNH, O.1arogapa 5'-3 '3K30HYKIICa3HOH aKTHBHOCTH
Tag-monuMepassl, 30HA PaCIlSILAsAETCs € 5 KOHIA H MPOHCXONUT Pa3o0LIEHHE KPACHTENA H [acUTe-

ng, MPUBOIALECE MO MEpE HAKOTLIEHHS IIPOJAYKTAa pPeaklUH K BOIPACTAHHIO CHIHANA (yopeclen-
uHH. 1lpn 3ToM u3MepseMas HHTEHCUBHOCTb (IIyOpecHeHUMH 3aBUCHT OT KONH4ecTBa ofpa3oBas-
nuxes cneuupyyecKuX aMINHKOHOB M JMHAMHKA HApacTaHHS UIyOpPEeCUCHUMH OnpelenseTcs He-
xonueM koanuectBom JHK Bo3Gyautens nndexuuu B odpasue.

Yugt sdypextuBrocTH Beiaencuna JHK LIMB u JIHK BIII'-1.2 n3 o6pazuos oOecnesusaet-
ca Boizienendem JIHK M3 KNHHHYecKuX npod COBMECTHO C NpPEABAPUTENILHO BHECECHHBEIM HEKOHKY-
PCHTHBIM BHYTPEHHHMM KOHTPOJIBHBIM 00pasiiom (BKO).

2.2. Coctae Habopa:

— MONOXKHUTENBHBIN KOHTPONbHEI obpazen yaupepcansHbli (IIKO) — Ha ocHobe masMua-
noit THK co Betpoiikoit pparmentop AHK psaga repnec eupycos M BosOyautenei WIIIIIL B Tom
yycne JJHK [IMB u JTHK BIII-1,2 — 1 dnaxon (1,0 ma);

— roToBad peakimoHHaa cmech a1t HUP (I'PC), nuodunusuposanuas — 96 npodupok (12
CTPUIIOB 10 8 MpobHpoK).

Habop aononHUTEABHO KOMIIIEKTYETCA:

— CTPHIIHPOBAHHEIMY KpbHIKaMi 118 npobupok (12 cTpunos no § mTyk) Hay onTHUCCKOH

mdukoii — 3 IHCTA.
3. AHAJIMTHNYECKNE N AHATHOCTHNYECKUE XAPAKTEPUCTHKH

3.1. UysctBuTeaeHocTh — onpeacacHue 100 xommii JHK IMB u JHK BIIf-1,2 B cTau-
HapTHBIX oOpasiax npeanpuatus — 100 %.

3.2. Cneuuduynocte onpeneitenus JIHK [IMB v AHK BII'-1.2 (no cranaaprHoit naxesnm
npeanpusaTa oTpuuareakbix J1IK-3kcTpaxTos) — 100 %.

4. MEPBI IPEAOCTOPOXKHOCTH

Bunmanne! Hecodaroaenne npuBea€HHBIX Hike TpeGoBaHHI MOXKET NPUBeCTH K HC-
KaKeHHI0 pe3viabTaTos [1LIP.

4.1. TloTeHuManbHeli puck npuMeHenus HaGopa — kaace 26 (TOCT P 51609-2000).

-
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4.2. Tpu paGore ¢ HabGopoM cnegyet codmonars CII 1.3.2322-08 «besonacHocts paboThi ¢
mukpoopradusMamn I[I-1V rpynn matoreHHocTH (0DacHOCTH) H BO3OYAUTENAMH MapasHTapHLIX
Bonesnciin.

4.3. 1as npcaoTBpallicHHA KOHTAMUHALMH HEOOXO0IMMO TEPPHTOPUANTEHO Pa3fleNaATh 3Tarbl
shiieneus JIHK u noctanoeku TP cornaco MY 1.3. 2569-09 «Opranusanus paGorsl nabopa-
TOPHIA, HCTTONIB3YIOMINX METO bl AMINTH(UKALAH HYKTCHHOBBIX KHC.IOT NPH pabote ¢ MaTepnanom.
copepixauiuM Mukpoopradn3Mel I-1V rpynn natoreHHOCTH .

- 4.4. ITpu paGote ¢ HAGOPOM cneAyeT HAACBATh OIHOPA30BEIE MEIUITHHCKHE NIEPUATKH.

4.3, Kaxxnoe pabouee mMecto HomxHO ObITh cHaOMeHO COOCTBEHHBIM HA0OPOM NMIETOK Ne-
peMeHHOTo o0beMa, HEOOXOAMMBIMM BCIIOMOTATEIILHBIMH MaTepuaTaMH U 00OpyIOBaHHEM. 3a-
NpellacTCsd UX MepeMElleHHE MeX Ty pabouHMH MeCTaMH.

4.6. Jl1a npoeeaeHus peakudt aMITMuKanuy ¢ getekuueit nponykros [ILP B pexume pe-
ANIBHOTO BPEMEHH HEOOX01MMO MCTIONB30BATh TOIBKO 0,JHOPA30BbIE HAKOHEYHHKH ¢ QHALTPOM A4
ITHIETOK.

4.7. He momycKaeTcsl HCIIOB30BAHUC OJIHMX U T€X K€ HAKOHEYHMKOB NPH NoDaBNeHUH pas-
HBIX 0OpazloB.

- 4.8, Mocne oxoHuaHus palor 14 NPeIOTEpalieHUs KOHTAMHHALKMH padoyue NOBEPXHOCTH

TaMUHAPHLIX GOKCOR B Na0OpaTOPHLIX CTOAO0B CIEAYET NOABEPTHYTh JEHCTBHIO OaKTepHIMIHBIX

w YO namn B Tedenue 1 gaca. 3ateM oOpaboTaTh permaMeHTHPOBAHHBIMU CAHHTAPHBIMH [IpaBHIAMH

ne3uHGUUMpYIOIMMH cpelicTBaMH (Takumi, kak: 0,2% pactsop JI1-2T; 1-3% pacrsop «/dnabak»;
0,5% pactrop «Jluzaduuy; 0.5-1% pactsop «Mucrpans»).

4.9, Bce HCNONB30BaHHBIE OJHOPA30BLIE MATEPHASIBI MO/BEPTaTh 0OpaboTke Ae3HHPHIM-

PYIOLIMMH CPeACTBAMH C [OCTEAYIOWEH YTHIM3AUMEH.
5. OBOPYAOBAHHE H MATEPHAJIBI

— aMILTHGHUKATOD ¢ QryopeclenTHOM feTekluel B peKUME peaibHOTO BpeMeHH:

«1Q iCycler», «iQ5 iCycler», «CFX96» (dupma Bio-Rad, CHIA), «AT-96» (000 «HIIO
JHK-Texnoaorua», PoccHs) HIH ¥X aHATOr,

— TI11P-6o0xc umu oTAenbHBIA cTON. ocBemaembiii Y ®-jammoit (Hanpumep, «[lukioTeMmn»
tpupmet CIT «PTCy», Poccus);

— XOI0OQKILHKK OLITOROMH, NOIepRuBAIONMH TeMnepaTypy oT 2 ao 8 °C;

— IUIeTKY MONyaBTOMAaTHUECKHE (A03ATOPLI MeXaHWUeCKHE) OJHOKAHANbHLIC C TEpPEeMeH-
HBIM 00BEMOM, CO CMECHHBIMK HakOHeYHHKaMu (¢upma Jlennuner, Poccus; ¢upma Biohit, dun-

TNAHAKS);
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— NepUaTKH MSIHUMHCKHE OJHOPA30BbIC HECTCPHSIbHBIC HEOIIYAPCHMBIC JTATEKCHBIE WX He-
onpenopeie (nepdatkd «NeoTouchy, dupma Ansell HealthCare, ['epvanus);

— OIHOPA30BLIC HAKOHEYHHUKH 1% HHIICTOK € 3AUMTHLIM (PUIABTPOM /a3p030NIbHBIM Dapbe-
poM/ (pupma FinnTip, duunanmus);

— LOTAaTHBLl A4 MAKponpobupok BmecTAMocTbio 0.2 M (dpupma XeaukoH, Poccna);

— KOHTeHHep ang cOpoca oTxoa08 (Hanpumep, «Konreiinep ang copoca octporo HHCTpY-
menTtapus — EK-01», pupma KM-TIPOEKT. mim aHa TOrm4HbIH);

- ~ HOW KaHIETAPCKHH.
6. AHAJIN3NPYEMBIE OBPA3IBI

Jnsa anamsa acnoezyrotes npobel Beigeacunoit JIHK, nosydeHHble 13 KITHHHYECKOTO Ma-
TepHaa ¢ noMomeio Habopor: «Peanbect JJHK-axenpece», «Peanbect JHK-sxcTpakuus t», «Pe-
anbect JIHK-3kctpaxuus 3», «Peanbect sxctpakuns 100» COrTacHO HHCTPYKUHMAM NO OPHMCHE-
HHIO COOTBETCTBYIOUINX HaOOpOB.

Kaxnaas rpynna obpasnos, npoxoasmas 4yepe3 npoueaypy Bbigenenus JJHK. momksa co-
AepKaTh NOJIOKHTENBHEIH KOHTPOJIBHEIA obpasel] yHusepcanbHbli (IIKO) n oTpuuaTenbHplid KoH-
TponbHbIit 0dpazen (OKO), xoTopsiil sengercs koMnonenToM Habopa ang Boigenenus JJHK.

Ecnu 10 npoeeacHns aHanmia oOpasnel BeaeneHHoR JIHK xpaHWavuch B 3aMOpOXEHHOM
BHJEC, PAa3MOPO3MThL X U BbIIEPXKATHL He MeHee 30 MHHYT IIpH TeMmmepatype or 18 1o 25 °C.

Brltenennywo JJHK xpauuts npu teMneparype o1 2 a0 8 °C ue donee 2 ¢yToK.

MMonoxuTtenbublit KOHTPOLHKIE 0bpasen yuuBepcansubili ([1KO) nocne BekpuiTha dnakona

XPpaHATh NpyY Temnepartype oT 2 go 8 °C He Oonee 1 Mecsina.
7. IPOBEJEHHE AHAJIA3A

7.1. IloaroroBka xoMnoHeHTOB Habopa

[Tepea nayanom paboTh! W3BIICYb HADOP M3 XOMOAUIBHUKA, BbLIcpxaTh [ PC B ynakosxe (He
BckpbiBas!) npu Temneparype ot 18 g0 25 °C ne menee 30 Munyr. 3aTeM BCKPBITH YMAKOBKY, aKKY-
PATHO, ¢ TIOMOWIBK KAHUEIAPCKOTO NOKa OTpe3aTe HeOOX0IHMOE KONHYECTBO (10 YMCITY NOATOTOB-

'  nernbix npod, Bkmouas kouTponyu: 1 OKO u 1 MMKQ) npoGupok ¢ roToBoR peakiHOHHON CMECHIO.

Otpesartb npodupkH ciieyeT BMECTE ¢ NOKPBIBAIOIICH HX [UICHKOH.

Buuvanne! OcTaBimHecs HeHCNOTh3oBaHHbIME npobupku ¢ TPC ynaxosats B HedneHOBbIi
AKET ¢ OCYIIMTENEM, YIATUTh H3 HETrO JTHIIHHE BOYX W IUIOTHO 3aKPhiTh 3aXHM,

Ilocne nepBoro BCKphITHA YakoBKH ¢pok rogHocTi ['PC coctasaser 3 Mecaua upu temne-

parype xpaHenus ot 2 1o 8 °C.
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7.2. HeobxoauMoe KOJNHYECTBO (IO YHCHY MOAUOTOBIEHHBIX Npob, BKMOYAas KOHTPOMH)
apodupok ¢ roroBoit peakuuonHoil cMmecsio aaa [ILP (I'PC) nponyMepoBaTh H pacrno;oxMThE B
IITAaTHRE.

Bunmanue! Hamien cileayer pacnonarate na 6oxosoii yactu npoOupok. Kpeiky wim on-
TUYCCKAA [UIEHKA JO/DKHBI OCTABATLCS HHCTBIMH!

7.3. B kaxnayw npobupky muneTkol ¢ 0TAeNbHBIM HAKOHEYHUKOM ¢ (DUABTPOM BHECTH O

50 mxn cooTseTcTBYOWMETO pacTBopa BelIc.IcHHOH JHK. [110THO 3aKpBITh NIPOOHPKK KPLILIKAMH
KU 3aKNeuTh ONTUYeCKOH INEHKOH.

7.4. [loMecTnTh IPOOHPKH B aMILTHQHKATOP.

7.5. 3anporpaMMHpoRaThL MprOop Ans NpoBeAeHHs aMINHHKAUMH cnenuduvecknx dpar-
menTor JIHK LIMB, JIHK BIII'-1,2 u JHK BKO, » getexnuu curHatop ¢uyopecuenuan. Ipo-
rpaMMHpPOBaHHE aMITU(PHKATOPA MPOROIUTE B COOTRETCTBUH € MHCTPYKLHEH K mpUGopy.

7.6. 3anporpaMMHpPOBaTh MPOTOKOJ [TPOBEACHUA PeakUHH aMITHHKALHH:

I cragua: 50 °C — 2 Mun;

2 CTa;MA: 95 °C — 2 MuH;

3 craaus: 50 nuk:108 (94 °C - 10 cek, 60 °C - 20 cex).

- Hamepenne dyopecleHnMH IpoBoauThL npu 60 °C.
7.7. Beibpath kaHaJbl eTeKUHH pe3ynbratos amiringukanns JHK UMB, IHK BIIT-1,2 u
w HAHK BKO:
Hana perucrpannn npoiecca amagukaunu JHK BKO cnenyer BoiOpate kaHa AeTEKIHH
«FAM».
Hns peructpanvu npouccca ammingukanun JJHK IMB cnenyet Beibpars kanaa aeTekiuu
«HEX».
Ang peructpaunn npouecca ammnnduraunu JTHK BIIT-1,2 crenyeT BuGpars Kasnan aerek-
K «ROX».
7.8, 3anporpamMMpoBaThb NHOJNOXEHHE NPOOAPOK ¢ HCCNCIYCMBIMH 00paiuamMn, I0N0XH-
TENBHBIM M OTPULIATENLHEIM KOHTPOIAMH COMNAacHO HHCTPYKIUH K HCNOb3YeMoMy mpubopy.
- 7.9. 3anycTuTh [TPOrpaMMYy M NPOBECTH PEAKIHIO aMILIBQUKALUH ¢ perucTpamucit ¢gayo-

PECLEHIIHM B PEXXHME PEANLHOTO BPEMEHH.
8. PETUCTPAIINA PE3YJILTATOB

[lpu npumesennu Hadopa ¢ ammnuduxaropamn «iQS iCyclers, «CFX96» u nmporpammoit
«PeanbecT auarHocTHKa» nporpaMMa IPOBOIHT RCe OMepallH MO aHAAH3Y, OTOPAKOBKE H BBIYHC-
NIEHHIM pe3ynLTaToB.

l_lpl{ UCTONB30BAHHH OPYTHUX aMH.'IH(l)HKaTOPDB YUET pe3VJILTATOR MMPOBOIUTE B COOTBLTCT-
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BHA ¢ pasdenoM 9 naHHOM HHCTPYKITHH.
9. YYET PE3Y.1bTATOB

9.1. B nonoxuTe.IsHOM KOHTponbHOoM obpazue (IIKO) nporpamma [1o:mkHa GUKCHPOBATS:

- HapacTaHHe curnana ammmHpukaund JHK LIMB (kanan «<HEX») n onpene;ists 3HaucHue
noporosoro nurxna C; [1KO;

- Hapactanue curHana amnaudukauus JHK BHI-1.2 (xanan «ROX») # onpeiensts 3Ha-
yenne noporosoro npukiaa C HKO;

- Hapacranue curnasa amiuadukauun JHK BKO (xanan «FAM») u onpeaeaars 1HayeHune
noporosoro unkna C; BKO.

9.2. B oTpunarenpHoM KOHTpo:IbHOM obpasite (OKO) mporpamma aoskHa (HKCHPOBaTh
Hapacranne curaaia amicindukanuu JIHK BKO (kanan «<FAM») u enpeaensts Cy BKO, npu atoM
IporpaMMa He ACMKHA PErUCTPHPOBATL HAPACTAHMS CHTHANA cncMPUYECKOI0 NPOAyKTa aMILiu-
tuxanuun JIHK no kananam « HEX» u «ROX».

9.3. B kxaxzaoM Hccaleayemom obpasiie mporpaMMa JOmiKHa GHUKCHPOBATh HApacTaHHE CHT-
Hana amnmudrkanun JHK BKO (kanan «FAM») 1 onpeaensts C, BKO.

9.4. Berucmuts {Ct BKO),, kak cpegnee 3Hadenne Ct BKO Becex anammsupyemsix ofpas-
uos (Bxmoyag IIKO u OKO). Ot6pakorke noarexat sHayenuss Ct BKO, ornuuaiowvecs Gonee
qeM Ha 2 ot 3HavenHs (Ct BKO)g. [Nocne ot6pakopkn nepecuntars (Ct BKO)., 14 ocTaBmmnxcs
3HAYCHHH,

9.5. AHann3upyemblii obpazell cuMTaeTCs HOMOKHTCIbHEIM, cotepxattuM JTHK [IMB, ecnu
1A atoro ofpasna 3navenue C, no kaHaty «HEX» mensuie unu pagno 40.

9.6. Agamn3upyeMblid 06pasell CHUTAETCS MONOKKUTENbHBIM, coaepxarnuM JHK BII-1,2,
ecny gns atoro obpasua suadenne Cy no kanany «ROX» MeHsite win paexo 40.

9.7. PesynbTar aHanu3a obpasiia cUMTaeTCs OTPHLOATENRHBIM, €CIH ANMA T0ro ofpasina 3Ha-
yenne C, no kanatam « HEX» u «ROX» 60:1e1i1e 40 unu He onpeaensercy.

Ecnu a4 takoro obpazita sHauenne Ct BKO npepemiaer 3nadenue (Ct BKO)cp Gonee uem
Ha 2, To pe3y/kLTaT o JaHHOMY obpasny He MOANEKUT aHANU3Y B YUETY KaK OTpHUATenbHbId. He-
0OX0aMMO NPOBECTH MOBTOPHBIN aHATH3 AaHHOro ofpasia, HauuHAasd ¢ ITana BhUIC/ICHHS.

9.8. Ecnin ina OKO 3nauenne C; no kanany «ROX» unn «<HEX)» MenbLue uau parso 40, to
3TO CBHJETCIBCTBYST O HATHYWH KOHTaAMHMHAUUH B CHCTEME. B 3TOM cayuae monoxuTe/bHbIE pe-
3yNbTaThl, IONYYCHHBIC B JAHHOH MHAMBUAYAIbHOH nocTanoBKe [TLP, cuuTaloTes HeZoCTOBEPHEI-
MH. TpeGyeTca NPeANPUHATL MEPhi MO BRIABICHHIO H JIHKBUAANUH HCTOYHHKA KOHTAMHHALWMH H
TOBTOPUTE aHATH3 BCeX OOpasLoOB JAHHOR 11OCTAHOBKH. AT KOTOPBIX MONYYEH MOI0KHMTENLHAIN

pe3ynbTar. OOpasibl, aHWIH3 KOTOPBIX Jail OTPHUATETbHLIA PE3yNbTaT. CNelyeT YMUTHIBATH KAK
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OTPHUATENBHBIC,
10. YCJIOBUS TPAHCIIOPTUPOBAHHA, XPAHEHHA U IPHMEHEHUSI HABOPA

10.1. TpascnopTupoBanue Habopa J0MKHO MPOBOANThECA Npu Temnepatype oT 2 o 8 °C.
JlonyckaeTtcs TpaHcnopTipoBanue npH Temuneparype a0 25 °C ue 6o:1ee 10 cyTok. 3amopaxkuBanue
nabopa He nonycKaeTces.

10.2. Xpanenue HabGopa B YIAaKOBKE NPe/UIPHATUA-U3TOTOBUTENSA JODKHO TPOBOAUTLCA TIPH
Temnepatype or 2 a0 8 °C B TeueHHe BCErO CPOKa roJHOCTH. 3aMopaXKHBaHKe Habopa HE J0ITycKa-
eTcs.

10.3. O3 nosiyyeHus HaASKHBIX Pe3y/lbTaTOB HCOOXOAMMO cTporoe coOnmOACHHE NAaHHOH
HHCTPYKLHH 110 NPHMEHEHIKO Habopa.

10.4. 3anpemwaerca HCNoAb30BaTh KOMIIOHEHTRI H3 HAOOPOB pasHbIX CEpHIi.
11. TAPAHTHH H3I'OTOBHTEJIA

Ilpe AnpuATHE-U3rOTOBUTENbL IapaHTUPYeT COOTBETCTBHE Halopa TpeOoBaHHSM TeXHHYE-
CKMX YCIOBHI Opu cOOMOICHHH YCTOBMIl TPAaHCIOPTHPOBAaHHA, XPAHCHUA M NPUMEHEHHS, ycTa-
HOBNEHHEBIX TEXHHUYCCKHMHE YCIOBHAMH H HACTOANICH HHCTPYKUHEH MO NIPUMEHECHUIO.

—— Cpok roauocTi adopa — 12 MecAies co A4 BLITYCKA.

e Ilo BompocaM, kacalomuMmcesl KadecTBa Habopa, cnenyer obpamatsca B 3AQ «Bexrop-
Bec» no agpecy:
630559, HorocuGupckas obnacts, HoBocubupekwuit paiio, 1. Komsnoeo, a/s 121,
ten. (383) 336-73-46, 332-37-58, Ten./daxc (383), 336-60-30, 332-67-52.
E-mail: vbobtk@vector-best.ru.

Hauga bHBK oTaereHus

3A0 «Bextop-becT» C?}h{( A.B. Tpyxuna

- JiMpexTop 1o NpOH3BOACTBRY

3A0 «Bekrop-becT» (R%%ﬁ B.K. Txaues
A Rrecofe

«COTJIACOBAHO» -

3aB. kateApolt KIIMHHYECKOH o o / Cﬂé/;f /[%(Mt’tg;/

nabopaTopHOil AMATHOCTHKH . ) f
rQY Ao «PMATIO Poczapasa» <" p.m.H.. npodeccop oaros B.B.
«__» 20 T
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Y TBEPXKJIEHA «Y'TBEPXIAIO»
[Ipnkasom Poc3apaBHaa3opa
OT 20 r. Ne

HHCTPYKHHA
1o MPUMCHEHHIO Halopa pearenToB
ang eeisBrenua JIHK naromeraitosupyca u JIHK supyca npoctoro reprmeca 1 v 2 Tunon
METOJOM ITOTUMEPA3HOH LeMHOH PCAKITHM B PEXHME PEAILHOTO BPEMCHE
Peanbect JIHK IIMB / BIIT-1,2

(womitiiexT 2)

1. HAJHAYEHHE

lHaGop pcarentos «Peanbect IHK LIMB / BIII-1.2» npennasuayen ang Beiapaenus JHK

uutomeranorupyca (LIMB) n JIHK pupyca npocToro repricca 1 u 2 tunos (BII-1.2). Beizeentioit

‘we {3 KNTUHHYECKHX TIpoD, McTomoM uonumepasHoil nennoit peakuuu (I11IP) ¢ rudpuauzaumonio-
(yopecuentHoN aeTekuueit mpoaykTos [IL[P B pexuse peanbHoro BpcMeHH.

Briacnenue JHK w3 kauuuucckux npod npoBoauTes ¢ momolubky HaGopos: «Peanbect
JIHK-3kcnpece», «Peanbect JHK-oxkerpakumns 1», «Peanbect JHK-3kerpakims 3» u «Peanbeet
sKkeTpaxiins 100».

KomunekT 2 npennazHadeH 419 IPUMEHEHUS € PErHCTPUPYIOULIMH aMILTHPUKATOpaMH KAK
poropHoro thna: «Rotor-Gene 3000», «Rotor-Gene 6000» (¢upma Corbett Research. Asctpasiun).
TaK W NnanmetHoro THia: «iQ iCyclers, «iQS iCycler». «CFX96» (bupma Bio-Rad. CLUA). «[IT-96»
(000 «HITO AHK-Texnonorus», Poccus) HTH KX aHaJIOTaMH.

KomnnexT 2 paccunraH Ha nposecHue anann3a 100 obpaznos, BKMOYas KOHTPONEIBE 00-
pasikl.

- 2. XAPAKTEPHCTHKA HABOPA

2.1. Tlpurumn metona.

[lpuHuKn aHanu3a oCHOBAH Ha perucTpaliii nponecca aMInubuKaldn BHOpanuoro gpar-
veHTa JIHK, 3akiaoyatomicrocs B MOBTOPAIOLIUXCA UMKIAX: TeMOepaTypHas JCHATYpaLHs, OTKHI
[IpaiiMepOB ¢ KOMICMEHTAPHLIMU [IOC/IE0BATE(BHOCTAMH, JOCTPOHKA MOIHHYKICOTHIHAIX MOC/e-

JlOBaTeNbHOCTEH ¢ yTuX Apalimepos Tag-no.imMepasoit.

Huempysyus  cocmagitena  compyouuxkamu 340 «Bexmop-becm»:  Jupexmopon
no npouzgodcmey Traveevint B.K. u nay. omoesenus npousscdcmea IUP nabopos Tpyxunou A.B.
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B ocHOBe HCIONB3YEMOr0 METOAA PCTHCTPALMH JICKHT H3MEPEHNC QUIyOpecUeHUHH B KaX-
JoM nnkste ITHP.

VBenuueHue cUrHa1oB (uiyopecleHUNH MPONUCXOIHT Onarogaps HCMONL3OBAHHIO CIIEIlU-
¢u4Horo mig aagHoro ydactka JIIK eosOyaurens wmrpexkunn ruOpuansaunonnore JAHK-3oxna,
KOTOPBIH B X0J¢ peakluu cBsa3niBaeTcs ¢ oiHol w3 uenei JIHK, obecneunBas gomonmHHTENBHYIO
cnetdraHocTs Metona. JIHK-30rA costep#AT Ha 5° koHUE (pIyopecHeHTHEIH KpacHIcIb, @ HA 3
KOHIIE — TacHTENb (PIyOPeCLCHIIHY, 3HAYATEILHO CHUKAKOILUHM HHTEACHBHOCTE (umyopecucHuny. B
X0JIC NOMUMEPA3HOT0 CHHTE3a KOMIUIEMEHTAPHOH Leny, dnarojgapa 5°-3° SK30HYKNea3HOH aKTHBHOCTH
Tag-nonuMepa3bl, 30HA paclIeIVIIETCs ¢ S'KOHLA H POHCXOAHUT pa3zoblieHHe KPacHTeTd H racuTe-
-1, IPUBOAALIEE IO MEpe HAKOMEeHHS MPOAYKTA peakildu K Bo3pacTaHHio curHata duiyopecneH-
1md. TIpH 3T0M H3MEpsieMas MHTEHCHBHOCTE (ITyOPECLICHLMH 3aBHCHT OT KOJNMYECTBA O0pa3oBaB-
IIHXCA CNELIHMHYCCKHX aMIIJIMKOHOB Y AHHAMUKA HapacTanusa ¢uiyopecleHIHH onpeenseTcsa uc-
X0)HEIM Ko1uuecTBoM JJHK Bo3OyanTend nHdexnmu B odpaswe.

Vuét apextusnoct Boinenenns JIHK 1IMB u 1K BIIT-1,2 u3 o6pasuor oGecriequpaet-
ca seigeneHneM JIHK #3 xmuHR4ueckuX npol COBMECTHO ¢ NMPEABAPHTEIBHO BHECEHHBIM HEKOHKY-

PCHTHBIM BHYTPEHHHM KOHTpONbHBIM obpasiiom (BKO).
- 2.2, Coctan Habopa:

— MOI0KUTENbHBIN KOHTPONBHEIN obpazen yHuBepcaneHblid (IIKO) — ua ocHoBe muia3zmug-
uoi JJHK co BcTpoiikoii dparmentos JIHK psia repnec Bupycos u Bo36yauteneit UIIII, B Tom
yucne JIHK IMB w JIHK BIIT-1,2 — | uakon (1,0 mo1);

— peakuuonHaa cMmeck aAnd [ILP (PC), muodunuiuposannas — 10 npobupok, kaxaas Ha 10
onpeacneHuH;

— pacTeop A8 BocctaHoBneHua (PB) — 2 ¢naxona (o 2,0 mm).
3. AHAMUTRYECKUE H JHUATHOCTHYECKHUE XAPAKTEPUCTHKH

3.1. UvecTButenbHOCTs — onpeaenedue 100 konuit JJHK LIMB n JIHK BIII-1.2 B cran-
NapTHLIX obparnax npexnpustas — 100%.
3.2. Cneuunduunocts onpeaesenus JHK [IMB u JIHK BII['-1,2 (mo cranaapTHoit maHenu

npeanpuatig oTpularensiisix JIHK-3xctpaxkToB) — 100%.
4. MEPBI IPEAOCTOPOXHOCTH

Bunmanue! Hecobmionenne npiBeaEHHLIX HIBke TpeGoBaAHIIT MOXKET NPUBECTH K HC-
kaxkennw pesy.astaros IIIP.

4.1, TlorennuaneHblii puck npuMeHeHHa Habopa — kaace 26 (I'OCT P 51609-2000).

4.2, Tpu pabote ¢ HaGopoM cnexyeT cobmopaats CI1 1.3.2322-08 «be3onacHocTs paboTs! ©
MuKpoopranu3MamMi {II-IV rpyun HaTOreHHOCTH (OMACHOCTH) M BO3OYIMTCIIMH [apa3HTapHBIX

2
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Boneznei».

4.3, 111 mpenoTepauleHUs KOHTaMHHALMU HE00X01MMO TEPPHUTOPHATLHO Pa3fenaTh STamkl
eouaciicHHA JTHK v mocranosku TP corizacno MY 1.3, 2569-09 «Opranusauus pabotsl nabopa-
TOpHIi, UCTIO;IB3YIONIMX METONBL AMINH(HKALNK HYKICHHOBBIX KUCIOT npH paloTe ¢ MaTepHAIOM,
COAEPHAITHM MHKpoopranu3Met [-1V rpynn naToreHHoCTH».

4.4. [Ipn pabote ¢ Habopom cneayeT HaleBaTh OJHOPA3OBRIE MEIHLHHCKHE NEPYATKH.

4.5. Kaxaoe pabovee MecTO H0.DKHO ObiTh CHal#eHO cOOCTBEHHBIM HAbOPOM IMUIETOK IMe-
peMeHHOro ofhema, HeoOXONMMBIMH BCIOMOraTeldbHBIMH MaTepnanaMu H ofopyaoBaHueM. 3a-

o  pelaeTCA NX MepeMEmCHIe MEX LY PabounMH MeCTaMH.

4.6. JIna npoBeieHHs peakiiuy aMILIAGHUKALUH ¢ AcTeKuMcH npoaykTos [1LIP B pexume pe-
ANBHOIO BPEMCHH HEOOX0IHMO HCIIOIb30BATE TONBKO OJHOPA30BEIE HAKOHEUHHKY ¢ QDHUIIbTPOM 1
TINNETOK.

4.7. He nonyckaeTcs HCIONB3OBAHHC OJIMX H TCX K€ HAKOHCYHHKOB NpH J00aBICHHH pas-
HBIX 00pa3sLoB.

4.8. Nocne oxonuanus padoT s PefOTBpalleHHs KOHTAMHHALUNH pafoune NOBEPXHOCTH
JaMHHapEbix OOKCOB H JIaDOPaTOPHBIX CTONOB CICYET MOABEPTHYTH ACHCTBHKO OaKTEpHUMIHBIX

Y@ namn B Teuennc 1 yaca. 3arem o6padoTaTh periraMeHTHPOBAHHBIMH CAHHTAPHBEIMH TIPaBHIaMH

~ ne3nnQHUHPYIOIMMHE cpeacTBaMu (Takumu, Kak: 0,2% pactsop II1-2T: 1-3% pacrsop «[lunabax»;
0,5% pacTrop «Jlu3apun»; 0,5-1% pacteop «MucTpain»).
b 4.9, Bce Henonb30BaHABIE OJIHOPa3OBREIE MaTepHalkl Noapeprate 00paboTke Ae3HHPULM-
PYIOUIMMH CPeCTBAMH € MTOCHEAYIome# yTUIH3ainei.
5. ObBOPYAOBAHHE U MATEPHAJIBI
— amrid¢ukartop ¢ GryopecucHTHOI AeTeKUHeH B PeXUME PealbHOTO BPEMEHH POTOPHOrO
tana: «Rotor-Gene 3000», «Rotor-Gene 6000» (¢upma Corbett Research, ABcTpanus) win Rian-
weTHoro THna: «iQ iCycler», «iQS iCycler», «CFX96» (upma Bio-Rad, CIIA), «/IT-96» (OO0
«HITO JTHK-Texnonorusi», Poccus) unn ux aHanor;
- [NLP-00okc maM OTACTBHBIH CTON, OcBemacmMblil Y ®-namnoi {(nampumep, «LluxkmnoTemn»
- ¢npmet CI1 «PTCx», Poccus):

~ XO;IOAWIBHHK OBITOBOM, NOJaep:KUBAIOIIHN I TeMnepaTypy ot 2 10 § °C;

— MuxpoueHTprgyra Tuna «Eppendorf MiniSpin» (dupma Eppendorf, I'epmanus);

— IIHNETKH NONyaRTOMaTHYecKHe (J03aTOpbl MeXaHUuecKHe) OJHOKAHANBHbIE ¢ MepeMeH-
HBIM 00BEMOM, CO CMEHHBIMHM HakoHcuHukamy (pupma Jlcununer, Poccus; ¢pupma Biohit, Pur-
NAHAUA);

— NepyaTKH MEIUIMHCKHC OTHOPA30Bhle HECTEPU IbHBIC HEONYAPEHHBIC NATEKCHRIC WM He-

onpeHoBbk (nepyatk «NeoTouchy, dnpsa Ansell HealthCare, I'epMatus);
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— 0HOPA30BLIE HAKOHEYHHKH 715 MANCTOK C 33LIHTHLIM (PHUABTPOM /a3p030IbHBIM Oapbe-
pom/ (¢pupma FinnTip, Purnanans);

— WITATHBBI /U8 MHKPONIPOOMpoK BMecTUMOCTRIO 1.5 M1, 2,0 M1 1 0.2 Mn (dupma Xeankon,
Poccua);

- npo6upku and [P smectumoctsio 0,2 Ma (pupma Axygen. CIHIA) nnw ananoruuHsie;

— KoHTefiHep ana c¢Opoca oTxonoB (Hanpumep. «KoHTeifinep ana cOpoca ocTporo MHCTpy-

mMenTapnd — EK-01», dnpma KM-1TPOEKT, nnn anazoruunsiit).
6. AHAJIN3NPYEMBIE OGPA3LLI

Hna anannsa Henonb3yrotea npobel Beuenewson JHK, nonyueHHbe 3 xiMEHYeCKoro ma-
Tepuana ¢ moMomsio 1abopos: «Peanbeet JJHK-akcnpecc», «Peanbect JHK-axcTpakuus 1», «Pe-
anbect JHK-3kctpaknus 3», «Peanbect akcrpaxius 100» cornacHO WNCTPYKIHAM 10 TNpHMEHE-
HHIO COOTRETCTBYIOINUX HaBopoB.

Kaxaas rpynna oGpa3loB, Ipoxoadimas uepes nponeaypy Boeliemenusa JIHK, nomkua co-
AepXaTh MOI0KUTEbHBIA KoHTponpHslii o0pasell (ITKO) 1 oTpunare:LHEIi KOHTPONBHBIH 00pazen
(OKO), xoTopslii aBnsieTcs koMnoHeHToM Habopa juis Belaencuus JIHK.

Ecnu g0 mposeunenns aHanuiza obpasisl Belae1enHod JIHK xpanuiuce B 3aMOpOXEHHOM

"o BHAE, PA3MOPO3UTL WX U BBIACPKATH HE MEHEe 30 muryT npu TeMIIcpaType oT 18 10 25 °C.

Boiienennyto JIHK xpanuts npH TeMoeparype oT 2 1o 8 °C ne donee 2 cyToK.

MMonoxuTensHblit xoHTponbikit obpazen ([IKO) nocne BCkpeiTHA (nakoHa XpaHUTH NpH

temmepatype oT 2 10 8 °C ue Oonee 1 mec.
7. MPOBEJAEHHUE AHAJIN3A

7.1. IloaroroBka KOMIOHEHTOB Habopa
IMepea nayamoM paboTbhl H3RACUbL HADOP U3 XOTOAMNBHHKA. BCKPBITH YNaKoBKY, oToOpath
HEOOXOANMOE KOMHUYECTEO (TI0 YHMCNY MOArOTOBIACHHEIX Npob, BKIoYas koHTpoau: | OKO u 1
ITKO) npobupox ¢ peakunonroi cMecsro ang ITLP (PC) u ruaepxaTh ux npn remneparype ot 18
no 25 °C ue menee 30 MHHYT.
BunMmange! 1 npo6upka c PC paccuntana Ha 10 npo6.
hd OcTasiuzecs HENCIONB30BAHHBIMKI MPOOHPKH ¢ PC yraxkoBaTs B UeQUIEHOBRY T1aKkeT ¢ OCYIIH-
TENEM, YAATUTL U3 HEro MMIUHIH BO3AYX H [UTOTHO 3aKpPbITh 3aXKHM.
Iocne nepBOTO BCKPLITHA YIAKOBKHM cpoK roguocTy PC cocTarnser 3 Mecdua npu Temnepary-
pe xpaneHus o1 2 a0 8 °C.
B npobupky ¢ peakunonHeil cMeckio s [THP (PC) aobasnTe 300 Mkn pacTBopa s Boc-

ctaHoBneHns {PB), akkypaTHo nepeMerats. Bhlaepxars 15 MUH npu TeMmmepatype ot 18 no 25 °C,

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



NocTe Yero BHOBb TIIATEBHO NEpeMelliath, KopoTkHM HeHTpUyrupoBaHueM cOpoOCUTh Kalu ¢o
CTCHOK MpoGHPOK.

[Tocne BOCCTAHOBIIEHHS XPAaHHTh PEaKIHMOHHYIO cMECh MpH Temnepatype oT 2 g0 8§ °C He
Gonee 2 HeqeTD.

Pactsop a4 BoccTanoeneHus (PB) noce BekpeiTHs $rakoHa XpaHHTh NPH TEMREPATYPE OT
2 no 8 °C He Soaee 3 Mecsues.

7.2. Orobpare M moamncarbh He0OXOAMMOE ANA PabOTHL KOJIMUECTBO LIPOOUPOK BMECTHMO-
crbio 0,2 Ma (N0 KOMHYECTBY KccneyeMbIX oOpasioB. BKIO4uas HEOOX0auMbIe KOHTpoan). Heol-

e XOAHMO YYHTHIBATH, YTO KaXIasd HHAMBHAYATbHAA noctanoeka TP nomxrA coaepxare 1 OKO u

1 TIKO.

Bunvanne! [disg aMINnQHKaTOpOB POTOPHOIO THNA HAJAMUCH CIIEJYST PAcIonarate Ha
KpbIlIKax npoOHpOK.

Jing aMrAMQHKATOPOB NIAHIIETHOTO THIA HAANHCH CIIENyeT pacno;iaraTe Ha OoKkoBoif dac-
TH IPOOHPOK.

7.3. Bo Bce npobUpky NUNETKOH ¢ HAKOHEUHHKOM C (PUILTPOM BHCCTH IO 25 MKJ PCaKLH-

onuo# cmecu anx [P (PC).
7.4. 3areM B KaXKAYIO OpOOHPKY BHECTH 25 MK:T COOTBETCTBYIOLUErO pacTBOpA BBELAENEHHOW

JHK, ucnoap3va juig Kaxaoro obpasua UHIMBAAYaIbHbIH HakoHEYHUK. [INOTHO 3akpeITE NPoOHp-

KH KpBILIKAM M.

7.5, IlomMecTnTh NPOOHPKY B aMILTHPHKATOP.

7.6. 3anporpaMmuponath npubop nns npopefeHus ammnuduxanuy JHK cnenuduyuecknx
¢parmenTos JHK LIMB, AHK BIII-1,2 u JHK BKO. n jerekinu curaanoB ¢ayopecLCHIMH.
INporpaMMupoBaHie aMNNK$HKATOPa MPOBOIUTL B COOTBETCTBHA ¢ HHCTPYKIUEH K IpHOOpY.

7.7. 3amporpaMMHpOBaTh MPOTOKOM IIPOBE/ICHAA PEaKLKU aMILTHBUKALKH:

— nas npudopos «Rotor-Gene 3000» u «Rotor-Gene 6000»:

1 cTaaus: 50 °C = 2 mun;

2 cTagus: 95 °C — 2 muu;

3 craaus: 50 umknos (94 °C - 10 cex, 60 °C - 40 cex);

— ama npubopos «iQ iCyelern, «iQQ5 iCyclern, «CFX9%6» u «J1T-96x»:

1 craaus: 50 °C - 2 muH;

2 cragns: 95 °C — 2 MuH:

3 cTaaus: 50 unxnos (94 °C — 10 cex, 60 °C — 20 cek);

HamepenHe gnyopecucuuny ans Beex npubopos nposoants npu 60 °C.

7.8. Beibpath kaHans getekiuu peynsratos amnubnkamgn JHK 1IMB, JTHK BIIT-1,2 u
JHK BKO:
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Hna pernctpanun npouecca ammmbnkamua JHK BKO crneayer rpiOpath Kanan AcTeKunu
«FAM» (ans npubopos «Rotor-Gene 3000», «iQ iCycler», «iQ5 iCycler», «CFX%96» u «JIT-96»),
«Green» (ans npuGopa «Rotor-Gene 6000»).

Jas perretpauun npoyecca ammnnduxkamud JIHK [IMB citeqyet Bebpath KaHa! neTeKUuH
«JOE/Yellow» (mns npubopor «Rotor-Gene 3000/6000»), «HEX» (n1g npubopos «iQ iCycler»,
«1Q5 iCycler», «CFX96» u « AT-96»).

Jna perucrpauns nmpouccca ammnudukaunn JHK BII-1,2 ciexyer Beibpath xanan je-
texuun «ROX» (ans npubopor «Rotor-Gene 3000, «iQ iCycler», «iQ5 iCycler», «CFX96» n «IT-

“r  96y), «Orange» (s npuGopa «Rotor-Gene 6000»).

7.9. 3anporpaMMHpOBaTh NOIOKCHHE MPOOHPOK € HccneayeMLIMH oOpasuaMu, MONOKH-
TEMbHBIM B OTPHIATEITEHEIM KOHTPOJIAMH COTAACHO HHETPYKLMH K HCIIOABIYEMOMY mpubopy.

7.10. 3anycTHTh mpoOrpaMMy H ITPOBCCTH PEAKUHIO AMILTH(UKALKA ¢ perHcTpaured ¢iyo-

PCCLUCHIMH B PEXUME PEAILHOTO BPEMEHH.
8. PETHCTPALIUA PE3YJIBTATOB

ITpn npumenenun Habopa ¢ ammmdukaropamu «iQS iCycler», «CFX96» u nporpamMoii
«PeanbecT anarHOCTHKa» MporpaMMa NMPOBOAMT BCe OMCPALMK 110 aHANH3Y, OTOPaKOBKE H BBIMKC-

"o 'IEHHAM PE3YIbTATOB.
[pu KCno:p30BAHHH APYTHX aMnIUUKATOPOR VUET Pe3y.IbTATOB POBOANTH B COOTBETCT-

BHH C pa3fieTloM 9 TanHONA HHCTPYKIIHH.

= 9. YYET PE3VJIbTATOB
9.1. B nonoxuTtensioM KkouTpomsEOM obpasue (I1IKO) nporpamaya aomkHa pHKcHpoBaTh:
- HapacTande curHa1a aMmiugukannn JHK IIMB tana (kanat «JOE» «Yellow» /«HEX»)
M OnpeaensaIb 3HaueHue Noporosoro uxia C IIKO;
- HapactaHue curdana ammmobnkaunn JHK BII-1.2 (xanan «ROX» «Orange») w onpe-
AenaTh 3HaveHHe moporoporo unkna Cq [TKO;
- Hapactauue curiaia amintHgukamun JIHK BKO (kanan «FAM»/ «Green») w onpeaenars
3HaucHHe noporosoro Hukia C; BKO.
- 9.2. B orpunateabHoM koHTponpHOM oOpasue (OKO) mporpamMma gonkHa GHMKCHpOBATH

HapacTahue curHana amicingukanud JHK BKO (kanaa «FAM») 1 onpegeate Cq BKO, mpu sToM
TIpOrpaMMa He J0/KHA PETHCTPUPOBATh HAPACTAHHMA CHTHafa cHelH(bHYECKOro MpojyKTa aMILTH-
¢uxaunu JHK no xanatam «JOE»/ «Yellow» /«HEX» n «ROX»/ «Orange».

9.3. B xaxmoM ucceayemMoM olpaiile IporpaMmMa 10IDKHA HKCHPOBATL HAPACTAHHE CHI-

Hana ammudukanua JJHK BKO (xanan «FAM»/ «Green») 1 onpenensats €, BKO.
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9.4. Beriucauts (Ct BKO),, kax cpeanee snayenne Ct BKO Beex anamusupyeMbix obpas-
uor (pxkmouas [NKO w OKO). Orbpakoske noanexar 3HauyeHds Ct BKO, ornuuarinueca Sonee
yem Ha 2 o1 3raueHAA (Ct BKO),,. Ilocne ordpakosku nepecunrtats (Ct BKO),, ana octaBmmxca
3HaueHuil.

9.5. Anamu3npyeMblii 00pazell CYHTACTCA MOVIOXKNTENBHBIM, coaepatum JHK 1LIMB, ecoin
a4 atoro oOpazna 3Havenue C; no kaHaty «JOE» «Yellow» /«HEX» meHbme unn pasto 40,

9.6. Ananu3upyemelii o0pa3ell CUMTAeTCH MONOKUTEAbHBIM, coaepkamum JIHK BIIT-1.2,
ecnn And atoro obpasua 3nadense Cy no xanaty «ROX» «Orange» MeHbIIE UnH paHo 40.

hd 9.7. Pesynptar aHa1H3a obpasua cHHTAETCA OTpULATe/IbHBIM, €CIH And 3Toro obpasua 3xa-
yenue C, no kanaiam «JOE»/ «Yellow» /«HEX» u «ROX» Gonbire 40 unn He onpegeisercs.

Ecnn ama taxoro o6pasna 3naueane Ct BKO npesbnmact 3navenue (Ct BKO)cp 6onee uem
na 2, To pe3vabTar No JaHHOMY 0Opasiy He NMOMIECKUT aHallH3y H YUETY Kak oTpuuarencHbii. He-
00X0IMMO TIPOBECTH MOBTOPHBIN aHANH3 JTaHHOro 06pa3lla, HAYMHAS C 3Tala BLIIENESHUS.

9.8. Ecm jna OKO 3nauenne C, mo kamatam «JOE» «Yellows /«HEX», «ROX»
«QOrange» MeHbILE WK PaBHO 40, TO 3TO CBUAETENLCTBYCT O HAIHYMH KOHTAMHHALIWK B cucTeMe. B
3TOM CJIYYa¢ MONMKHUTENILHBIE Pe3YAbTATH, 110Ty4eHHble B JAHHOH MHIMBHIYANbHOH MOCTAIIOBKE
MIP, cunraoTcs HENOCTOBEPHBIMU. TpebyeTea npealpiHATE MEPBI 110 BHIABICHUIO ¥ IMKBUAANMY
HCTOYHHKA KOHTAMMHALIWH H NTOBTOPHTE aHAIM3 BCeX 00pa3loB AaHHON NOCTAHOBKH, 1A KOTOPBIX
NONYYCH MOOKHTETBHBIA pe3yabTaT, O6pazikl, aHATHI KOTOPLIX JIAT OTPULATENbHBIA Pe3yNbTAT,

clieyeT yYATBIBaTk KaK OTpUUATENbIILIE,
10. YCJIOBHA TPAHCITOPTHPOBAHMS, XPAHEHHUA H IPUMEHEHUSI HABOPA

10.1. TpancnopTupopanie Habopa JOMKHO NMPOBOMTECH NpH Temnepatype oT 2 o 8 °C.
JonyckaeTes TpaHCOpTUpOBaHKe NpH Temneparype 1o 25 °C He bosiee 10 cyTok. 3amopaxusaHue
Habopa He n0l1ycKaeTcs.

10.2. XpaHeHne Habopa B YIAKOBKE TIPE/TIPHATHAA-M3TOTOBHTE IS JOSIKHO MPOBOJUTECH NIPH
reMnepatype oT 2 10 8 °C B Te4EHUE BCETO CPOKA roAHOCTH. 3aMOpaXXHBaHHE Habopa He JonycKa-
eTCA.

10.3. Ang nony4eHHs HaaEKHbIX pe3y.JIbTATOB HEOOXOAHMO CTPOroe cobiOiacHHe AaHHOIM
HHCTPYKIMY 1O NMPHUMEHENHIo Habopa.

10.4. 3anpemaeTcs UCIONB30BAaTh KOMOOHCHTLI 13 HA0OOPOB pasHBIX CePHH.
11.TAPAHTHHU H3I'OTOBHTEJIA

[IpeanpHsATHE-U3IOTOBUTENL TAapaHTHPYET COOTBETCTBHE Habopa TpeboBaHMAM TeXHHYe-
CKMX YCTOBHIT MPH COONIOACHHH YCIOBHH TPAaHCIOPTHPOBAHUA, XPAHEHWSA M IIPHMEHEHHA, YCTa-

HOBMEHNBIX TCXHHYCCKHEMH YCTIOBHAMY U HactosueH HHCTp}'I(Ll,Heﬁ 10 IPHMEHCHAKD).
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Cpok rojiHocTH Habopa — 12 mecsues co AHA BHINYCKA.

[lo BompocaM, Kacalomumcs KadecTBa Habopa, cieayer obpawatsca B 3A0 «Bekrop-
BecT» 1o aapecy:

630559, Hosocubupckas obnacts, HoBocubupckmit paiion, 1. Koasuoso, a/q 121,

Ten. (383) 336-73-46, 332-37-58. ten./gaxc (383), 336-60-30, 332-67-52.

E-mail: vbobtk@vector-best.ru.

- HayanbHUAK OTACIICHUA

3A0 «Bektop-BecT» Ll A.B. Tpyxuna

JlupexTop no Npou3BOICTRY

3A0 «Bektop-bect» % 7?/7 B.K. Tkauen

«COI'TACOBAHO»
3aB. Kadenpol KIHHUYECKOH
~- naBopaTopHo# TMATHOCTHKH // .
I'oy OJHO «PMAIIO Pocanpasa» / ol A.M.H., npogeccop Joaros B.B.
20 r.
‘ s
AR R et
A frifinccte )]
o
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YTBEPXJIEHA «YTBEPXIAIO»

T
[Tpnkasom PocanpaBnamssopa .,-‘chepaJUs‘Hbl:rﬁ\Jmpel{‘rop
[ T TRE
oT 20 1. Ne P/ ,§-** ; peliecT»

B4 -~M.J1. Xycannos
S 2011

HHCTPYKILINA
. 110 IIpUMeHeHHIQ Habopa pearcHToB
nas eigsiienns JHK uutomeranoesupyca u JJHK supyca npocToro repneca | w 2 turon
METOROM MO IMMEpa’HoH [ENHOH peaKMK B PEXKHME PeajibHOI'0 BPpEMEHH
Peanbecr JHK IIMB / BIII'-1,2

{(RoMuLIeRT 1)

1. HASHAYEHHE

Habop pearentos «Peanbect JTHK LIMB / BITI'-1.2» npeanasnavuen ang suissienns JHK

uutomeranopupyca (LIMB) u JIHK Bupyca npocroro repnieca 1 u 2 thuos (BI1T-1.2). serienennoil

- Y3 KIMHHYECKHX Tpob, MeTodoM nommMepastoit uenxoft peaxunn (IILIP) ¢ rubpuunaunonto-
(hyopecueHTHOR ueTeKnHeH npoaykTos [ILIP B pexuMe pealbHOrO BPCMCIIH.

Buizieaenne IHK w3 kmubamueckux npod ImpoBOmUTCA ¢ Hosoublo Habopos: «Peanbect
JHK-3kenpece», «Peanbect JHK-okeTpakuus 1», «Peanbect JHK-3kcTpakuas 3» u «Pcanbeet
sxcTpakuds 100».

Komnuexr | Hipe;iHazHAUCH JUIA IPHMCHEHHA ¢ PErUCTPAPYIOMMMH aMILiMGukaropavu; «iQ
iCycler», «iQ3 iCycler» u «CFX96» (pupma Bio-Rad, CIIIA), «/IT-96» (OO0 «HIO JHK-
TexHonorus», PoccHs) HIH UX aHATIOTAMM.

Komunexr 1 paccunTaH Ha [poBedeHHe aHaNH3a 96 o0pa3uoB. BKIOYAR KOHTPOJILHEE 00-

pasithl.
2. XAPAKTEPHCTHKA HABOPA

2.1. Tlpunomi Meroja.

[IpuHnMn anaiti3a OCHOBAH Ha perHcTpalliM 1poltecca aMintHduKalyn Buibpannoro ¢par-
menta JHK. zaxmouwatomerocs B MOBTOPAIOLIMXCA UWKIaX: TEMIIEPATYPHAA ACHATYPAIUs, OTHKAL
1IPAHMEPOR ¢ KOMIEMEHTAPHBIMU TIOCACAOBATENBIOCTAMU, AOCTPOHKA MOIMHYKICOTHIHBIX ITOCIHIC-

JIOBaTEALHOCTEH ¢ 3THX ltpaiMepeB Tag-noaumepasoil.

Huempyxyust  cocmugiena  compyduuxamu 340 «Bexmop-becm»:  upekmaoport
no npousgodcm@y Traveeoirt B. K. u nav. omoenrenus npouseoocmea I1LUP nabopos Tpyxunoii 4.8,
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B 0CHOBe HCNOB3YEMOro METO1a PErHCTPALIHH JTCKHT H3MEPEHHE (UIYOPECUCHIIUH B KaX-
aom nukne [IP.

YBeHueHue CHIHAI0B (UIYOPECLECHIMH NponcxoauT Oinarofiaps MCNONL30BAHHIO CICHH-
duunoro 111 nawnoro ywactka JJHK Bo3byantens mHbpexunu rubpuansauronnero JHK-3ouma,
KOTOpHIi B X0J€ peakunH cBs3biBacTCA ¢ oaHolt m3 ueneit JJHK, obecmeunBas AONOTHATENBHYIO
cneiiduanocte Merona. JHK-30uA coaepuT Ha 5'koHne (piayopecleHTHBIH KpacuTenb, a Ha
3 KOHILIE — racUTele GIyOpecUeHIMH, 3HAYHTE,TbHO CHHXKAIOUIMI HHTEHCHBHOCTE (iyopeciieHimy. B
XO/Ie IONHMEPA3ZHOTe CHHTE3a KOMILICMEHTApHOH eny, 6:1aro1aps 57-3 ' 9K30HyKIIeasHOH aKTHMBHOCTH
Tag-nosmMepasbi, 30HA PaCUICIUIACTCA € 5'KOHIA H MPOUCXOUT PasobIICHHE KPACHTENA H 1acHTe-

A4, MPUBOISALIEE MO MEPe HAKOIUICHHsA [IPOLYKTAa peakUHH K BO3PacTAHHIO CHIHAIa (pryopeciieH-
unH, [IpH 3TOM H3MepseMas HHTEHCUBHOCTh (DIyOpPEeCUEHLHH 3aBHCHT OT KOMHUYecTBa oGpasosas-
WIHXCSH CTIEUH(HYECKUX aMIUIMKOHOB H JAWHaMHKA HapacTaHWs (IYOPEeCLEHNHA ONpeieaseTca ue-
xoaHkM KoandecTBoM JHK Bo3GyauTena ungekunn B odpasne.

Yuért sddpexturHocTH Beigenenna JHK IIMB w IHK BHI'-1,2 u3 ofpa3nos obecneunsaet-
¢a BoiaenendeM JHK U2 KTHHHYECKUX TIpOD COBMECTHO C NpeABApHTENLHO BHECEHHBIM HEKOHKY-
PEHTHBIM BHYTPEHHHM KOHTpoIbHBIM o0pasioM (BKO).

- 2.2. Coctap Halopa.
— HOJOXKUTENBHBIA KOHTPOIBHEIN ofpalel yauBepcansHelt ([IKO) — ua ocHoBe mIasMus-
we Holt JTHK co reTpoiikoit ¢parmentos THK paja repnec rupycos u Boz0yauteneii UIIIII, B Tom
gucae JHK IMB u JHK BIII'-1,2 — 1 ¢aaxor (1,0 ma);

- rotoBas peakiuoHHas cMeck Aad [IHP (TPC), avodunusnpoBanHas — 96 npobupok (12
CTPUNIOB 110 8 TPOOHPOK).

Habop AononHuTeNEHO KOMIINEKTYETCA:

— CTPUNMUPOBAHHBEIMHK KpblIDKaMM 11 mpolupok (12 eTpunop no 8 WTYK) HAH ONTHUCCKOI

nnénxkoi — 3 nucra.
3. AHAJIHTHYMECKHE U JUATHOCTHYECKHUE XAPAKTEPUCTHKHA
3.1. UyBcTtBHTE:ILHOCTE — onpeaciicHue 100 konuit JHK LIIMB »n JHK BIIl-1,2 8 cTak-

JapTHLIX obpasnax npeanpuatua — 100 %.
3.2. Cnenudmunocts onpenerenus JIHK UMB u IHK BIII'-1,2 (o cranzapTHoit manenu
npeanpusTaa orpuuatenbHex JIHK-skcTpakToB) — 100 %.
4. MEPhI NPEJOCTOPOXHOCTH

Buumanue! Hecodmonenne npupeafHHbIX HUKe TPeGOBAHHIT MOXKET NPHBECTH K HC-
KaxeHnio pelysbsTaTos HLP.

4.1, IloTeRuMaIbHEI pHCK MpUMEHEHHA Habopa — ki1ace 26 (TOCT P 51609-2000).

[
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4.2. Mpu pabote ¢ Habopom creayeT cobmonars CII 1.3.2322-08 «besonacHocTh paboTst ¢
mukpoopragusMamu 11I-1V rpynn naTorenHocTd (onacHOCTH) M BO3OYAMTENSAME NAPa3sHTAPHBIX
Gone3HeH».

4.3, JIns 1penoTBpaeHHa KOHTaMHHALYH HEODXOAHMO TEPPHTOPHAIBHO Pa3AEIATh ITAIIBE
euiaenesns JIHK w noctanoeku TP cornacuo MY 1.3, 2569-09 «Oprauniauua pabotsr nabopa-
TOPHiA, HCLONB3YIOLIHX METO.Ib aMINMU(HKAMHE HYKICHHOBBIX KHCIOT IIpH paboTe ¢ MAaTepUasiomM,
coziepAaliM Mukpoopranuamsl [-1V rpynn narorennoctu».

4.4. Tlpn pabote c Habopom clleyeT HAACBATE OAHOPA3OBEIE METHITMHCKHE TICPYaTKH.

4.5, Kawaoe pabodee MecTo JO-TKHO ObITh cHa0kello coOCTREHHEBIM HaDOpOM IIHIIETOK ITe-
peMeHHOr0 0fbeMa, HeoOXOIMMBIMH BCIIOMOTATENILHBIMHE MaTepHanaMu M ofopyloBaHuem. 3a-
NPEIACTCA UX TepeMellien e MeXIy paboyHMH MeCTaMH.

4.6. /115 nposedelins pcakiMi aMIzmMpHKaUuy ¢ getekuuer npoaykros [ILP B pexume pe-
anbioro BpeMend HeoOXoINMO HCONb30BAThH TONBKO OJHOPAa30BHIE HAKOHEYHHKH © QHILTPOM A.14
TTHICTOK.

4.7. He aonycKaeTcs MCIIOIb30BAHUE OJTHUX M TeX XK€ HaKOHEYHWKOB MpH Aobapienuu pas-
HbIX 00pa3LoB.

4.8. Ilocne oxonyanua paboT Ang HpeTOTBpALICHUA KORTAMHIIAIMH Pabovre MOBEPXHOCTH
JIAMHHAPHBIX O0OKCOB M 1aBOpaTOPHLIX CTOJOB CieAyeT NMOABEPrHYTh ACHCTBHIO OaKTepPUIMIHBIX
V& mamn B Tewende 1 gaca. 3ateM 00paboTaTh PETTAMEHTUPOBZHHLIMYM CAHHTAPHBIMH NTPaBUIAMU
Ae3uHHIIHPYIOLIMMH CpecTBaMu (TakaMu, kak: 0,2% pactrop AI1-2T; 1-3% pacteop «dnabak»;
0,5% pactBop «Jluzaduu»; 0.5-1% pacTBop «Mucrpanb»).

4.9, Bce dHemoip30BaHHBIE OJIHOPA30BLIE MaTepHansl noaeepraTh oOpaboTke Je3HHHLH-

PYIOLIMMH CPEACTBAMH € MOCITeAYIOMEeH yTUNKH3alueH,
5. OBOPYJAOBAHME H MATEPHA.IbI

— avILTHOHKATOP ¢ PIyOpectcHTHON AeTeKIUHE B peXUMe peasibHOTO BPEMEHM:

«1QQ iCycler», «iQ5 iCycler», «CFX96» (¢upma Bio-Rad, CILIA), «[AT-96» (000 «HIIO
JHK-Texnoaorua», Poccus) unu ux anaor;

- — TIIIP-Gokc unu 0TAEABHBIA cTO:1, OCBeIaeMblil Y M-naMmoit (Hanpumep, «{uxknoTemmn»

dbupmel CLI «<PTC», Poccua),

— XONOAUIEHHK OLITOBOH, OANEPKUBAIOUIHTT TeMnepaTypy ot 2 a0 8 °C;

— IHIETKH MOJyaBTOMATHUECKHE (003aTOPH MeXaNHHecKHe) CAHOKAHANbHBIE ¢ nmepeMeH-
HBIM 00bEMOM, €O CMEHHBLIMU HaxkOHeuHHKaMu (pupma Jlennuner, Poccns; ¢upma Biohit, Dun-

JSIHTHR);

L% ]
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— Tep4YaTKH MCAHITHHCKHE OM0OPA308ble HECTEPUARHEIS HEOTYIPCHUEIC TATEKCHBIC HITH He-
onperoseie (mepuaTkn «NeoTouch», ¢pupma Ansell [ealthCare, ['epvanns).

— OAHOPa30Bble HAKOHEYHHKH 15 UMIETOK ¢ 3aUMTHBM QH.ILTPOM /a3po30ibHBIM Daphbe-
poM/ (pupma FinmTip, Qunnanaus),

— INTATHBbI A1 MUKPOTIpOOHPOK BMecTUMOCTHIO 0.2 Mut (pupma Xenukou, Poccus);

— xouTelHep n1A cOpoca oTxonoB (Hanpumep, «KoHteiinep 11a cOpoca ocTporo WHCTpY-
mentapusa — EK-01», dupma KM-TIPOEKT, unn ana:ioruusbii);

— HOX KAaHLIEJIAPCKHH.
6. AHAJTM3UPYEMBIE OBPA3IIbI

Jlist ananu3a Ucmonb3yrTes mpodsl BelacncHuoA JHK, nonydeHHble H3 KTMHUYECKOTO Ma-
Tepuana ¢ noMouelo HaGopos: «Peanbect JIHK-akenpece», «Peanbect JHK-3xkcTpakuns 1», «Pe-
anbect HHK-»xcrpakuma 3», «Peanbect sxctpakuus 100» cornacHo HHCTPYKUMSAM 1O HNPHMEHE-
HHIK) COOTBETCTBYIOLUMX HA00POB.
Kaxaas rpynna obpasnos, npoxoasmias uepes npouexypy seinesienua JHK, nomkna co-
LEPXKaTh [10.I0KUTENbHbIH KOHTPOIbHEIH obpazen yHusepcansHeli ([IKO) u oTpHuaTeIbHbIH KOH-
TponbHbIH 06pasel (OKO), koTopsiii fB.14eTca KoMIIoHeHToM nabopa 1 Beiaenenns JHK.
haad Ecn o mposenennd aHanuza oOpasusl BeiaeneHuol JHK xpauunuck B 3aMopoeHHOM
BHJIE, PA3MOPO3HTD UX H BbLIEpKarh He McHee 30 MUHYT npu TeMuepaType ot 18 no 25 °C.
b Bolaeacunyto JJHK xpauuth npu Temneparype ot 2 10 8 °C He 6onee 2 cyTok.
IMoaoxuTeNbHBIH KOHTPOIBEBIH 06pazen yauBepcaibHblit (IIKO) nocne BekpoiTia ¢riakoHa

XpaHuThL IpH Temnepatype ot 2 Ao 8 °C ne Gonee 1 mMecana.
7. MPOBEJEHHE AHAJIN3A

7.1. lloaroToBka KOMIIOHEHTOB Habopa

[lepea wauanoM paboTsl n3Bneds Habop U3 XOI0AMNBLHUKA, BRUtepkaTh [ PC B yrmakoske (ne
BCcKphiBaa'} npu TeMmnepatype ot 18 mo 25 °C ne mence 30 MUHYT. 3aTeM BCKPBITh YIIAKOBKY, aKKY-
PaTHO, ¢ MOMOIUBKY KAHIEIAPCKOTO HOMA OTPE3aThE HEOOX0AMMOC KOMTHYECTBO (N0 YMCTY NOATOTOB-

o EHHBIX npob. skmovas kouTposd: 1 OKO u 1 IIKO) npobupok ¢ rotoBoil peakHOHHO#H CMEChIO.

OTpesaTs mpoGHPKY CeIyeT BMECTe ¢ MOKPhIBAIOIIEH MX 1UTeHKOM,

Busimanne! OcTaBmnecs HCHCIIONb30BaHHBIMU Tpobupiu ¢ 'PC ymakoBats B LedacHOBbI
NaKeT C OCYUIHTEICM, YAIUTh U3 HEro JIHIIHIHA BO3AYX H [UTOTHO 3aKPBITh 3aXKHM.

[Toc1e nepBoro BCKPEITAA ynakosku cpok roaHocTd 'PC cocTasnseT 3 Mecsiua npu reMne-

paType xpaeHus ot 2 a0 8 °C.
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7.2. HeoOxoaumoe KONHYECTRBO (IO YHCIY MO ITOTOBIEHHBIX fpod, BIUIIOYAsd KOHTPOMM)
npobHpOK ¢ roToBoi peakumoHHOH cMechro ana [ILP (I'PC) nponyuepoBaTs M pacnonoxuTb B
IITATHBE.

BuuManue! Haamycen caenyet pacnonararh Ha 60xoBoif yacTu npoSupok. Kppmimy UM on-
TUHECKas TUIEHKA ODKHB OCTABATHLCA YHCTEIMH!

7.3. B kaxayo 1pofupKy MWMETKOH ¢ OT/leNbHbiM HAKOHEYHHKOM ¢ IMIBTPOM BHECTH IO

50 Mk coorseTcTBYIOmEro pacteopa BuLaeacHHoH JIHK. T1noTHo 3akpeiTh NPOOHPKH KpbILIKAMH
WIH 3aKJIeUTh ONTHYECKOH TNEHKOMH.

7.4. ITomecTHTL NpOSUPKH B aMITH(MKATOD.

7.5. 3anporpaMMHpOBaTh TIpHOOp 418 NpoBeleHHs aMILIAGHUKALNK cuenuduIeckux dpar-
mentoB JJHK 1LIMB, JTHK BIITI'-1,2 u JHK BKO, u actexumu curHantos duyopecteniuu. [Npo-
rpaMMHUpoBaHKHe aMHITHGHKATOPa MPOBOANTEL B COOTBETCTBHH C HICTPYKUHER K npubopy.

7.6. 3anporpaMMHpOBATE [TPOTOKC:1 POBEIEHHA PEAKITHA aMIIIUPHKALHK:

1 crajausa: 50 °C - 2 Mun;

2 crauns: 95 °C — 2 Mun;

3 cTaaus: 50 muk:10B (94 °C — 10 cex, 60 °C — 20 cek).

W3mepenne gayopeciieHnny npoBo,MTh pH 60 °C.

7.7. BpibpaTh Kanaaw JeTeKUUHM pe3yabTaroB aMictHgukamsn JHK HMB, THK BII-1,2 u
JAHK BKO:

Ans pervctpanuu mponecca ammanuxamea JHK BKO cnenyer Bpibpath kanat aetekuuu
«FAM».

Hna peructpaunu nponecca amndukauun JIHK IIMB crneayer BriGpath kaHan AeTeKUHH
«HEX».

Jns perucrpanun npouccca amnnrudukanpu JHK BIIT-1,2 cneayer BeOpath Kanan ACTeK-
IHH «<ROX»,

7.8. 3amporpaMMHpOBaTE MONOXKECHHE MPOOHPOK ¢ MCCACAYeMBIMH 00pasuaMH, MOMOKH-
TENBHBIM K OTPULIATENEHBIM KOHTPORSMH COTTIACHO MHCTPYKLMH K HCIIO I63YeMOMY IpHOODY.

7.9. 3anycTUThH nporpaMMy M TIPOBCCTH PeaklMiO aMmnH(ukauuy ¢ perucTpaiueit nyo-

PECLIEHLMY B PEKHME PEATLHOTO BPEMEHH.
8. PETUCTPAIHA PE3YJILTATOB

ITpu npumenenuu nabopa ¢ amnundukaropamu «iQS iCycler», «CFX96» u uporpammoii
«PeanbecT nuarsocTikay nporpamMma MpOBOJUT BCE ONlepalHy TI0 aHAMHY, 0TOPAaKoBKe U BBITHC-
MEHUsAM pe3ynbTaToB.

HpH HCTIONMB30BAHHN JPYTHX aMl'l.'-IH(bHKaTOpOB Y4ET pe3yNeTaToB NPOBOAHTE B COOTBETCT-
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BHH ¢ pa3enoM 9 nauHo# HHCTPYKUUH.
9. VYET PE3YJIbTATOB

9.1. B 10:103MTEIHOM KOHTponbHOM obpazue (IIKO) nporpamya JomxHa GrKCHPOBaTh:

- HapacTtanue curHaia aMmmrduxaunu JIHK LIMB (kxanan «HEX») u onpeaensts 3navenne
noporoeroro nuxia C; [TIKO;

- HapacTaune curHanma ammingukanun JJHK BIIT-1,2 (kanan «ROX») 4 onpesenats 3Ha-
yenue noporosoro uuxna C,I[MNKO;

et - napactanHe curiata avnanukanun JJHK BKO (xanan «FAM») 1 onpeaenats 3nageHne
noporosoro itukna C; BKO.

9.2. B oTpunarensHOM KouTponsnoM obpasue (OKO) nporpaMma aomkHa (GUKCHpOBATh
Hapactanue curnata amonuduxauuu JHK BKO (kanat «FAM») u onpegenste C¢ BKO, npu atom
NpOrpaMMa He J0/DKHA PETHCTPHPOBATE HAPACTAHMA CHIHAla CMCUM(UYECKOro NpoIyKTa aMILIH-
¢uxaunu JJHK o xananaM « HEX» u «ROX».

9.3. B kaxaoM HCCneidyeMoM o0pasue mporpaMma ZOJKHA (PHKCHPOBATh HAPACTAHHE CHT-
Hana ammdukauud JITHK BKO (kana1 «FAM») u onpeaexats C BKO.

6.4. Boiuncauts (Ct BKO),, xak cpeanee 3nauenne Ct BKO Bcex aHannsupyemsrx obpas-

wr o (Bxmovas [IKO u OKO). Otopakosxe mosuiexat 3nadenus Ct BKO, otnuuarommecs 6onec
yeM Ha 2 ot 3Hauenus (Ct BKO),. [Nocae otOpaxosku nepecyntats (Ct BKO), 1150 ocTaBmuxcs

= 3HaueHHH.

9.5. AHaau3upyemelii obpasel] cuuTaeTCA HONOXKUTENbHBIM, codepxawmM JHK UMB, ecin
xiw aToro oGpasua snaucHue C¢ no xanany « HEX» mexbuie nnm pasto 40.

9.6, AuamuaupyeMeplii obpasel] cuuTaeTca MoIoKHTENbHEIM, coaepxamuM JHK BIIT-1,2,
eCIy 1N ITOro odpa3ua 3uadyeHue Cy mo kanany «ROX» Meuble unu pasHo 40.

9.7. Pesynprar aHanu3a 00pasila CUHTAETCH OTPULATENLHBIM, €C.IH LI 3TOro 0dpa3ua 3Ha-
yenne C; no kananaMm «HEX» u «ROX» 6o:bie 40 w1 He onpejienaeTcs.

Ecnu ana Takoro obpazua 3HayeHne Ct BKO npesbnuaer 3uauenue (Ct BKO)ep Gosnee 4em
Ha 2, TO pe3ynbTar 1o JaHHOMY 00pazlly He MOUIEKHMT aHAAH3Y M Y4YeTY Kak oTpHuarensHsiit. He-
06x0aUMO NPOBECTH NOBTOPHBIA analii3 JaHHOro 00pasLa, HAYMHAA C ITAlIA BRIACIICHHA.

9.8. Ecoiu ans OKO 3nauenne C, no kauany «ROX» unu «t HEX» senwume unu pasuo 40, To
ITO CBHAETENLCTBYET O HANMYHY KOHTAMHWHALIHK B ccTeMe. B 3ToM ciydae MonoKHTeTbHbIE pe-
3YNbTATBI, 1IC0:IVUEHHbIE B JaHHOH UHAUBHAYanbHOH noctaHoske TP, cunraiores HegocToBEpHLI-
Mu. TpebyeTca NpeINpHHATH MEpBI 110 BBIABJICHHIO H JIMKBMAALHH HCTOYHMKA KOHTAMHHAUMK W
MORTOPHTL AHANMU3 BceX 0Opa3UOR AAHHOH HOCTAHOBKH, JIA KOTOPBIX MONYYEH NOMOKUTENLHBIA

pe3ynbTaTr. O0pa3lbl, AHATH3 KOTOPbIX 14 OTPUUATCIBHBIN PE3YABTAT, CIEUYET YHUTBIBATH KaK
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OTpUIIATENbHBIE.
10. YCJIOBUSA TPAHCIIOPTHPOBAHHUA, XPAHEHM S H NPHMEHEHHUSA HABOPA

10.1. TpancnoprupoBanne Habopa J0MKHO NPOBOIMTECS NpH Temreparype ot 2 ao 8 °C.
JlonyckaeTcs TpaHCTIOPTHpOBaHKE NpH TeMnepatype Ao 25 °C "e 6onee 10 cyTok. JaMopakuBaHue
Habopa He JomycKaeTes.

10.2. Xpanenue Habopa B YNaKOBKe NpeNpUATHA-N3TOTOBUTEIS JOAHO MPOBORUTECH TIPH
temneparype oT 2 no 8 °C B TeueHHe Bcero cpokKa roIHocTH, 3aMOopaxKuBaHHe Habopa He JonycKa-

- ETCH.

10.3. Jing nonyuyeHHs HanEXHBIX Pe3yNbTaTOB HEOOXOAAMO CTPOroe coOmoaeHue AaHHOM

HHCTPYKIHH 110 MPUMEHEHHIO Habopa.

10.4. 3anpelaeTcs HCNONL30BATH KOMIIOHEHTHI U3 HADOPOB pasHBIX cepHit.
11. TAPAHTHUH U3TOTOBHUTEJIA

[IpeAnpHATHE-U3rOTOBUTENb TapaHTHPYET COOTBETCTBHE HaBopa TpeGOBaHHAM TeXHHYE-
CKHX YCJIOBHIT NpH cobnioeHnu ycnoRuH TpaHCHMOPTHPOBAHMS, XPAHEHUS H IPHMEHEHHS, YCTa-
HOBNEHHLIX TEXHHYECKHMH YCIIOBHAMH U HACTOSLICH HHCTPYKIHCH T10 TIPUMEHCHHAIO.

Cpok rogHocT HaGopa — 12 Mecames co AHA BbIIYCKA.

A4
- [Nlo Bompocam, KacaoLtuMcs kadecTBa Halopa, cieayeT obpamatsbes B 3A0 «Bexrop-
becr» 110 axpecy:

630559, Horocnoupckas obnacte, HoocnGupekuit paiton, n. Konsuoso, a/a 121,
tedn. (383) 336-73-46, 332-37-38. Ten./daxc (383). 336-60-30, 332-67-52.
E-mail: vbobtk{@vector-best.ru.
Havanbnuxk otaencnus -
3A0 «Bexrop-BecT» (Y AB.TpyxuHa

- JHpEKTOp N0 NPOY3BOACTRY (-7%
3AQ «Bextop-bectT» A5Gy B.K. Tkauen

3aM. aMpekTopa Mo Hay4yHoH paboTe
['Y3M HHUH CII um. H.B. CknudocoBckero

apodeccop, O.M.H.
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YTBEPXJEHA «YTBEPXJAIO»
INpyxaszom Poc3apasHaa3opa :
oT 20 r. Ne

HHCTPYKUHA
- N0 MPUMCHEHHIO Habopa peareHToB
s Beisnenud JJHK uuromeranosupyca u JJHK Bupyca npoctoro repiteca | # 2 Tunos
METO/IOM [TOTUMEpa3Hoil LEMHOM PEakiluy B PEKUMC PELTLHOIO BPEMEHH
Peanbect JHK IIMB / BIII'-1,2

{(xoMnJexT 2)

1. HASHAYEHHE

Hatop pearentor «Peanbecr JHK LIMB / BIII'-1,2» npeanasnaven anst peisnienna JHK
uuromeranorupyca (UMB) u JIHK Bupyca upoctoro repneca 1 u 2 tunos (BIIT-1.2). Buiaeneunoii
U3 KIHHHY9eCKHX npod. MeTogoM monumMepasHodt uemuoi peakunw (I1L{P) ¢ rudpuimsanvonHo-
¢yopecuenTHo AeTekuueil npoaykToB [ILP B pesxnse peanpioro BpeMeHH.

Brinenenne JIHK u3 knuHubeckux nmpo$d HpOROWTCA C© noMouwbio Hadopos: «Peambect
JHK-3kcnpece», «Peanbeet JJHK-3ketpaknus 1», «Peanbect JIHK-3xcTpakuus 3» u «Peanbect
sKeTpakiHa 100y,

KoMmmuiekT 2 mpeaHasHa4eH LIS IPHMEHEHHS ¢ PCrUCTPHPYIONHMH aMITHGUKATOpaMH KaK
poropHoro tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (¢upma Corbett Research. Apcrpanus).
TaKk ¥ manweTnoro tHia; «iQ iCycler», «iQS iCycler», «CFX96» (dupsa Bio-Rad. CLUA). «[[T-96»
(000 «HINO JHK-TexHonorusay», Poccusa) uax UX aHAROTAMU.

Kowmnnext 2 paccunTan na nposeileAHe arannza 100 obpasuos, BKIIOYa® KOHTPOALILIC 00-
paznsl.

2. XAPAKTEPHCTHKA HABOPA

2.1. TlpuHuui MeToAA.

Hpunuun aHamu3a ocHOBAH 1la PETUCTPAaUMH NIpouecca aMIUIHdUKauud BLdpanuoro dpar-
medTa JIHK, 3aknodaiomerocs B MOBTOPAIOWIHXCA LUMKIIAX: TEMTEPATYpHas jAeHaTyPaLHs, OTKHI
NpaiMEpPOB C KOMJEMEHTAPHBIMH TIOC:ICI0BATENLHOCTAME, JOCTPOAKA NONHHYKIISOTHAIBIX N0CIC-

AoBaTeNbLHOCTEH ¢ FTHX TpaiiMepoB Taq-10;1MMepasoi.

Hucmpyryust  cocmagitena  compyonuvavy 340 «Bexmop-beem»:  upekmopoy
no npouzeodcmey Trkaveaoint B.K. u nav. omoenrenun npoussodcmeaa I[P nabopoe Tpyxunoit A.B.
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B 0cHOBe HCOONB3YEMOro MeToa PErHCTPalUH JIEXHT H3MEpeHHe (RyOopecleHUHH B Kax-
nom umkne [TLP.

VBCTUYEHKE CHIHANOB (MTYOPCCUEHUMH NIPOMCXOIUT Daroiaps UCHOIL30BAHUEY CIEUH-
¢yanoro w15 Aawuoro yvactka JINK sosGyautens madekunu rudpuansaunonsoro JIHK-zonza,
KOTOPEIH B XOJE peaKuHH Ces3blBaeTcs ¢ oaHoll u3 uened JIHK, obecneunsan mononHutensuyio
cneunduunocts Merora. JIHK-30HR conepskuT Ha 5° koHle (IyopecteRTHBIN KpacuTeNkb, a Ha 3
KOHLE — racHTeIb (hIyOPECLCHLIMH, 3HAUHTENLHO CHHKAIOIMH MHTEHCHBHOCTE duIyopecuenumy. B

wr XOZ€ NONHMEPA3HOTD CHHTE3a KOMIUIEMEHTapHOil eny, dnaroaaps 5°-3° 3K30HYKIea3HOH aKTHBHOCTH
Tag-nonAMepasbi, 30HI, PACLICTIISETCA € 5'KOHUA H IIPOHCXOAUT pa3oOIeHHe KPACHTEIA ¥ racHTe-
18, TpHBOJALIEE MO MEPe HAKOMAEHHA IIPOAYKTA PeakUMM K BO3PACTAHMIO CHrHAaTa (yopecieH-
ung. IMpr 310M M3MepAeMan HHTCHCHBHOCTD (pAYOPeCUEHIHH 33aBHCHT OT KOAHYECTBA 00pasopas-
WMXCH crieNupHUecKUX aMINTHKOHOB H JTHHAMIKA HAapacTaHus (uIyopecileHIIMN ONpeleTseTca uc-
xoausM koTHaecTEoM JIHK Bo3GyunTe1s undexuunn g ofpasie.

Yuér »pdexturHocty BRyTeneHua JHK 1IMB u JIHK BIIT'-1.2 13 obpa3uos odecricunBaet-
¢a solnenenneM JIHK w3 kiuHuveckux npod COBMECTHO € NIPEABAPHTEILHO BHECEHHLIM HEKOHKY-

PEHTHBIM BHVTPEHHUM KOHTpONbHBIM 06pa3siiom (BKO).

et 2.2. Cocrae Halopa:
— MOJIOKUTENbHEH KOHTPONLHEIH o0paszen yauBepcaibHbld ([1KO) — Ha ocHoBe nuaiMua-
~ Hoit JTTK co BeTpoiikoii pparventos JHK pana repnec BupycoB u Bo3byautenedi UIIIIL B ToM
ypene JHK LIIMB »n JHK BHI™-1,2 — 1 dnaxon (1,0 Mn);
— peakuuondas cMech aaa [P (PC), nnoduinauporannas — 10 npobupox, kaxaas va 10
OMpeaeNeHHH;
— pacTBOp WA BoccTaHoBAeHUA (PB) — 2 ¢pnakona (mo 2,0 Mn).
3. AHAJTHTUMECKHE H JHATHOCTHYECKHUE XAPAKTEPHCTHKH
3.1, Uyscteutennnocts — onpeaenenue 100 xonuit JHK LIMB »n JHK BIIT-1,2 B crau-
AAPTHBIX obpasnax npeanpuatusa — 100%.
- 3.2. Cneunduudocts onpenencnus AHK IIMB u JTHK BIII-1,2 (o cranuapTHOoil nasciu

npeanpuaTia otpunatesHeix JHK-3kcrpakTor) — 100%.
4. MEPAI TPEJOCTOPOKXHOCTH

Buunmanune! Hecobaronenne npnpeaéHHBIX HIBKe TpeboBarnii MOKeY NPHBECTH K HE-
Kazenmo pesyanTaTos ITIIP.

4.1, IloTeHnranblblii puck npumeHeHKus Habopa — knace 26 (['OCT P 51609-2000).

4.2. Tlpn pabote ¢ HaGopoM cneayeT cobnroyuate CIT 1.3.2322-08 «BesonacHocth paboThi ¢
mukpoopranmsmamu [1I-1V rpynn naroreHHoCTH (omacHOCTH) H BO3OYAHTENAMH NAPA3HTApPHBIX

2
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Gonesneiy».

4.3. Jl:19 npeIoTBpalieHus KOHTAMHHAIMH HEOOX0INMO TEPPUTOPHANBHO Pa3IeTATh JTaflbl
soyiesienns JIHK u nocranosku TILP cornacio MY 1.3, 2569-09 «Oprann3auus pabotel nabopa-
TOPUH, HCTIONB3YIOWHUX METOAL! aMIUTM(HKalK HYKIEHHOBBIX KHCIIOT MpH paboTe ¢ MaTepHanoM,
coyepxKamuM MRKpoopraHu3Msl [-IV rpynm natoreHHoCTH®.

4.4. Tlpu paGoTe ¢ HaGopoM CJIe;lyeT HAICBAaTh OIHOPA3OBRIC MEIMIIHHCKHE NTEPYATKH.

4.5, Kaxnoe paboyee MecTo JOIKHO ObITH CHadkEHO cOOCTBEHHBIM HabOPOM MHUIIETOK Me-
PEMEHHOTO 00heMa, He0OXOAHMBIMH BCIIOMOTATENBHEIMH MaTepHalaMi H 000pyaoBaHHeM. 3a-
npeliaeTcs WX NcpeMEIlEeHHE MEXY pabOYHMH MECTaMH.

4.6. JIns npoBeAeHHA peaKIuK aMIITHHKamuK ¢ aeTekiued npoaykroe [P B pexnme pe-
ANLHOTO BPEMEHH HEOOXOAHMO HCTIONb30BaTh TOJIBKO O,THOPAa30BbIC HAKOHEYHUKH C GHIBTPOM Ai1d
THICTOK.

4.7. He aonycKaeTcs HCIONb30BalHe OJIHHUX M TeX KE HAKOHEUYHHKOB MpH Ao0aBicHHY pas-
HBIX 00pa3LoB.

4.8. lNocine oxoryannua paboT Ang lipeOTBpaiZeHd KOHTAMUHAIIHH pabodue OBSPXHOCTH
JIAMHHApHBIX GOKCcOB H TabopaTOPHLIX CTONOB CNEAYET IIORBCPTHYTH AEHCTBHIC GakTepHLMAHBIX
w Y@ mamn B Teuenne | vaca. 3aTem 06paloTaTh pernaMeHTHPOBAHHLIMH CAHHTAPHBIMH TIPABHIAMH

Je3rHGNUMPYIOUIMMY cpeacTBaMH (TakuviH, Kak: 0,2% pacteop JT1-2T; 1-3% pactBop «uabak»;
- 0,5% pactBop «Jluzadun»; 0.5-1% pacteop «MucTpansy).
4.9. Bee HCDONL30BAHHBIE OJHOPAZOBLIC MATepHAIB! NoABeprar, obpaborke ACIMHPHIIM-
PYIOUMH CPEACTBAMY ¢ TOCNEAYIOLIeH YTHITH3AKEH.

5. OBOPYJOBAHHUE H MATEPHAJIBI

— aMIH$HKaTOp ¢ GIYOPECUCHTHOM JETeKIKEH B PEKUME PEaTbHON0 BPEMEHU POTOPHOIO
tna: «Rotor-Gene 3000», «Rotor-Gene 6000» (dbupma Corbett Research, ApcTpaius) ww niasn-
mwerHoro tuna: «iQ iCyclern, «Q5 iCyclern, «CFX96» (bupma Bio-Rad, CIIA), «JIT-96» (000
«HIMO JTHK-Texxoorusay», Poccus) HAK BX aHAIOT;

— [ILIP-6oxc nmu oTacNbHBIH CcTo1, ocBelnacMblit Y @-namnoi (Hanpumep, «LinknoTemn»

wr dupmsl CIT «PTCy», Poccus);

— XOJNOJUNLHUK OBITOBOH, NIOAEPAMBAIOWKE TeMIepaTypy ot 2 1o 8§ °C;

— mukpouenTpudyra tuna «Eppendorf MiniSpin» (dbupma Eppendorf, I'epmanmus):

— HUOETKH MOTyaBTOMATHYECKHE (A03aTOPbl MCXaHHUYECKHE) OAHOKAHAbHBIC ¢ MepeMeH-
HbiM 00BEMOM, CO CMEHHBIMH HakoHeWHHKkaMH (dupwva Jlennuner, Poccua; ¢upma Biohit, ®un-
TAHIHA);

— DepyaTKH MEeIMLWHCKUAE OJAHOPA30BLIE HECTCPHILHEIC HEONY,[PEHHKIE NTATEKCHLIE UIIH He-

onpeHoBble (epuatku «NeoTouchy», dupma Ansell HealthCare, I'epvanus);
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— OIHOPa30BbIC HAKOHEYHHKH /I HUMETOK C 3alUMTHBEIM (HILTPOM /a3po30MbHEIM Bapse-
poM/ (pupma FinnTip, ®uHARINA);

— IITATHREI A MEKpOmpoOupok BMecTHMOCTEIO 1.5 Mut, 2.0 Ma u 0,2 mut (dupma XenukoH,
Poccusn),

- npo6upxu ans [TL[P emectamocTsio 0,2 Ma (dupMa Axygen, CI1IA) umm aHatorHusbIe;

— KoHTeiHHep A cOpoca oTxonos (Hanpumep, «KonTelinep ana cbpoca ocTporo WHCTpY-

menrtapid — EK-01», dupma KM-TTPOEKT. win ananorudnsri).
N 6. AHAJIH3HUPYEMBIE OBPA3IBI

Jinst ananusa uenonb3yeTed npoder seacnenHol JHK, monydeHnble N3 KIHHHYIECKOTO Ma-
TepHana ¢ noMonelo Habopos: «Peanbect JIHK-3akenpecen, «Peanbect JHK-3keTpakims 1», «Pe-
anbect JHK-3xctpakums 3», «Peanbecr skctpakuna 100» cornacHo HHCTPYKUHAM M0 [MPHMEHE-
HHF) COOTBETCTRYIOIKX HA0OPOB.
Kaxias rpynna obpasuoB, npoxoisias gepes nponeiaypy sbliencuna JHK, qomxua co-
AepXKaTh [ONOKUTENbHLI KOHTponbHEIL o6pasew (ITIKO) n oTpuuaTebHBI KOHTPO:IBHLIH 00pa3el
(OKO), xoToprii gBNgeTca KOMNIOHEHTOM Habopa juis BeiaeieHHs JIHK.
Ecnu g0 mpopeZienns aHayimsa oOpasnel BulacsicHHOH JIHK xpannmmcs B 3aMopodxeHiOM
e puje, PAIMOPO3NTL MX U BLIAEpKATH He MeHee 30 MUHYT npu TeMncpatype ot 18 ao 25 °C.
Brraenennyio JIHK xpannts npu Temneparype ot 2 j10 § °C ne 6oace 2 cyTok.
hd TMonoxutenenbiii koHTponsHeii oOpazery ([1IKO) nocne BCKpbITHSA (rakoHa XpaHHTh MpPH

Temmepatype oT 2 10 8 °C ue Goiee 1 Mec.
7. IPOBEJAEHHE AHAJIM3A

7.1. I[loaroToBka KOMIOHEHTOB Habopa
Ilepea Hayasmom paGoTel H3BJIedb HAOODP M3 XOIOM.IBHHKA, BCKPHITH YIAKORKY, 0TOOpaTh
HeoOX0AMMOE KOIMYECTBO (0 YMCNY MOATOTOBICHHBIX 1po0, BKArouas KoHTponu: 1 OKO w |
ITIKO) npobupok c peakuuonHol cmechto 1 [IHP (PC) n einepxars ux npy temneparype ot 18
no 25 °C ve MeHee 30 MUHYT.
Bunyanne! 1 npoéupka ¢ PC paccuutana ua 10 mpob.
(cTapBloxeca HEMCNOb30RAHHBIME npobupkn ¢ PC ynakosate B ued)icHOBBIH NakeT ¢ OCyIIM-
TeNeM, YRAMHTD U3 TIEro JIMIIHUHA BO3AYX H [IJI0THO 3aKPbITh 3aXKHM.
IMocite nepBoro BekphiTHS YIakoBKH cpok rofHocTd PC coctapiser 3 Mecsua npu Temnepary-
pe xpanenns ot 2 o § °C.
B npobupky ¢ peakunonHoit cMeckio ans [THP (PC) aobasute 300 Mxi1 pacTeopa ans Boc-

ctakoBaeund (PB), akkypaTHo nepeMeliaTh, BBLACPXKATH 15 MUK npH Temnepatype o1 18 no 25 °C,
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Noce 4ero BROBbL TUIATEALHO NepeMeiaTh. KopoTKHM neHTpuyrdpoBaHueM cOPOCHT KaIUTH €O
CTEHOK NpPOGHPOK.
Tloc:le BOCCTAHOB/ICHHA XPaHHTh PEakUMOHHYIO cMech TpH TeMmneparype oT 2 1o 8 °C ue
fonee 2 HeaeTE.
PacTBOp Ana BoccTanosaenus (PB) nocse BekpriTHA ¢ulakoHa XpaHHTh IIPH TEMIIEPATYPE OT
2 1o 8 °C e Dosiee 3 MecAnes.
7.2. Otobpare W moAnUcath HEOOX0AMMOE ANA PaloThl KOIHYECTBO MPOOHPOK BMECTHMO-
o CTBI0 0.2 MiT (10 KONHYECTBY HCCnedyeMblx 0Gpa3sioB, BKIOYaL HeOOX0MHMMBIC KOHTPOM). Heob-
XOIMMO YUMTBIBATh, UTO KaXK1as MHOMBHIYyanbHas noctanoBka [ILP aomxua conepxars 1 OKO u
1 NKO.
Bunmauue! 18 aMiIMpHKaTOPOE POTOPHOTO THMA HAAIHCH CHEAYET pacloiaraTh Ha
KpbllIKax IpoOHpOK.
g aMmIHuKaTOpoB MAAHIIETHOTO TUIIA HAIIIUCH CINEAYET pacnoNaraTe Ha OoKoBOM vac-
TH NpobHpOK.
7.3. Bo Bce npoOHpKY NUNETKOH ¢ HAKOHEUHUKOM ¢ GUABTPOM BHECTH 1m0 25 MKJ peakiu-
oHHoit cmecn s TILP (PC).
- 7.4, 3aTeM B KaxUIy10 NpoOHPKY BHECTH 25 MKI COOTBETCTBYIOLICTO pacTBopa BELICNEHHOM

JIHK, nenoabsvs ana kaxaoro o0pasiua HHAMBAAYANLHEI HAKOHEUHHK. [T10THO 3aKphiTh MPOGHp-

w KH KPBILIKAMH,

7.5. [loMeeTdTh TPOOMPKU B aMILTHPUKATOD.

7.6. 3anporpaMMHpOBaTh NpHOOp 115 npoeeaeHus ammudukauun JHK cnenudunyecknx
$parmentos JHK LMB, JTHK BIII'-1,2 u JITHK BKQO, u gerekiun curnanoB ¢riyopecueHumu.
[IporpaMmmmupoRaHne aMITHGHKATOPA MPOBOJIUTE B COOTBETCTBHH € HHCTpYKIMeif K npudopy.

7.7. 3anporpaMMUpoOBaTh MPOTOKOJ NPOBEAEHAS peakMy aMIIHpHKalHK:

— a1 mpudopoe «Rotor-Gene 3000» u «Rotor-Gene 6000»:

1 cTagms: 50 °C — 2 MuIL,
2 cTaaus: 95 °C -~ 2 mun;
- 3 crams: 50 uukaos (94 °C - 10 cex, 60 °C - 40 cek);
— ana npubopos «iQ iCyclery, «iQ5 iCycler», « CFX96» u «J[T-96x:
1 cragus: 50 °C - 2 mun;
2 cTaaus: 95 °C — 2 Mun;

3 cragug: 50 nukoe (94 °C - 10 cex, 60 °C - 20 cek);
Hamepenue gayopecueHinm ansa Beex mpubopob nposoguTs npu 60 °C.

7.8. Boibpath kaHa1b! AeTeKUUH pedyarTaros aMnnddukamuu JHK IMB, JHK BIIT-1.2 »
JHK BKO:
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JIns peructpanuu npouecca amiiigukaimu JHK BKO creayer BrOpath kanan AeTeKIHH
«FAM» (s npuGopos «Rotor-Gene 3000», «iQ iCycler», «iQ5 iCycler», «CFX96» u «J1T-96%),
«Green» (zng npudopa «Rotor-Gene 6000»).

s perucTpaunu npouecca amnnudukainu JHK IMB cienyeT BoiipaTh kanasi IeTeKUHH
«JOE/Yellows» (ang npubopor «Rotor-Gene 3000/6000»). «HEX» (ansa npuSopor «iQ iCyclers,
«iQ5 iCycler», «CFX96» u «J1T-96»).

Ins peructpaun npouecca amoiugukaunn JIHK BIIT-1,2 caeayer Buibpate kauan ge-

w TeKLHH «ROX» (ana npubopos «Rotor-Gene 3000», «iQ iCycler», «iQ5 1Cyclers, «CFX96» n «J1T-
96%), «Orange» (w1s npubopa «Rotor-Gene 6000»).

7.9. 3anporpaMMHpoBaTh MOJIOKEHHE NPOOHPOK € HCcnedyeMbIMH obpailaMu, nonoxu-
TeNLHBIM Y OTPHLATEIBHBIM KOHTPOJIAMH COrNaclio HECTPYKUMH K HCMONb3YeMOMY IIpHbopy.

7.10. 3amycTHTh IIPOTPaMMy H NPORECTH PeakKIlHIO aMNnuduKaundn ¢ periuctpatied ¢oyo-

PECIIEHIIHN B PEIKUME PEANLHOI0 BpEMEHHU.
8. PETHCTPAILIHA PE3YJIBTATOB

[Tpu npumeHennyn Habopa ¢ ammubukaropamu «iQ5 i1Cycler», «CFX96» u nporpammoii
«PcanbecT quarsocTukay nporpaMMa IPOBOAHT BCC ONICPALIHH MO aHAIU3Y, OTOpPaKOBKE M BBIYMC-

e JIeHHAM PE3YILTATOB.
[pr ucnonb30BaHHN OPYIHX aMILTHQHKATOPOB YYET pe3v/LTaTOB MPOBOAXTE B COOTBETCT-

BHH ¢ pa3jenoM 9 1aHHOH HHCTPYKIMH,
9. YYET PE3VJBTATOBRB

9.1. B nonoxutensHoM KoHTpoasHoM ofpasue (IIKO) iporpaMma somkHa duikcHpoBars:

- HapacTande curHata ammiugukauun JJIHK LIIMB tuna (kanan «JOE»/ « Yetlow» /«<HEX»)
H OTIpEAENAThL 3HaueHue roporosoro uuina C, ITIKO;

- HapactaHHe cHrHaia ammasguramun JHK BIIT-1,2 (xkanam «ROX»/ «Orange») u onpe-
nenaTh 3Hayelue noporoporo uukia C[1KO;

- HapacTaHre curHana avnivpuxannn JHK BKO (kavan «FAM»/ «Green») u olipenenste
3HaucHKe noporosoro nukiaa C, BKO.

9.2. B orpHuarenbHOM KOHTponbHOM obpasue (OKQO) mporpamma gomxHa GHKCHpPOBATH
napacTanHe curiana amnandukanun JJHK BKO (kanan «<FAM») u onpeaensats C; BKO, npu stom
NpOrpaMMa He JOJIKHA PETHCTPHPORATE HApACTAHHA CHUIHAMA CHEUHGHYECKOro MPOAYKTA AMILUIH-
¢ukaumn JJHK no kananam «JOE»/ «Yellow» /«IHEX» n «ROX»/ «Orange».

9.3. B kaxaomM uccnenyeMoM ofpaslie mporpamMMa AomkHa QUKCHPOBATH HApACTAHHE CHT-

Hana amiagukanui JHK BKO (kanan «FAM»/ «Greens») u onpeaennts Cy BKO.
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9.4. Berucnts (Ct BKO),, kak cpeanee sHadenne Ct BKO Beex ananusupyembix oOpas-
noe (ekmoyas [TKO u OKO). Orbpaxosxe nopnexar 3Haucnua Ct BKO, ornngaowmnecs 6onee
yeM Ha 2 ot uauenns (Ct BKO),. [Tocne otOpakoekn nepecunrare (Ct BKO),, ana octanmuxcs
IHAYCHHH.

9.5. Ananu3upyeMelii obpaseu CYMTaeTCA NOJNCKUTEARNEIM, cogepkaiium JJHK [IMB, ecru
ans s1oro obpasua znadenne C, o xanany «JOE»/ «Yellown /«HEX» menbiie uny pasto 40.

9.6. AnamuanpyeMslii o0pazery cHUTacTCA MONOXKHUTEIbHBIM, colepxamum JHK BII-1,2,

we €CTH U1 TOTO 06pa3ua 3naveHue C, no kanaty «ROX»/ «Orange» MeHbIUE WK pasHo 40,

9.7, Pe3y:ibTaT aHann3a o0pasta CUMTACTCA OTPUIATENLHBIM, CCIH JUIA 3Toro ofpasua 3Ha-
yerne C; no kananam «JOE»/ «Yellow» /«<HEX» u «ROX» 6onsine 40 uau He onpeneaseTcs.

Ecnu 1711 Takoro obpasnua 3nayenue Ct BKO nperenuaer 3Hayenne (Ct BKO)cp 6once ueM
Ha 2, TO Pe3IYNbTAT (10 JAaHHOMY 00pa3ny He NOUICKHT aHANH3Y M YYETY Kak oTpHUAtrebHbId. He-
06X0aMMO NPOBECTH MOBTOPHBIN aHANH3 XaHHOTO 00pa3iLa, HAYHHASA C 3Tara BELACHCHUA.

0.8, Ecniu ama OKO 3nauenme C; no kawamam «JOE» «Yellow» /«HEX», «ROX»/
«Orange» Menbie wid papHo 40, To 310 CBHACTEILCTBYET O HANMYHH KOHTaMHHALMH B cHeTeme. B
3TOM CJIyyae MOMOKKTENBHBIE PE3YTbTAThI, NIONYYeHHbIE B JAHAOH HHIUBUIYATLHOH NMOCTAHOBKE

we I[P, cuntaroTcs HenoCTOBEPHBIMH. TpebyeTca NPeANpHHATL MEPBI MO BLIABJICHUIO U TUKBH/IALHN
MCTOYHHMKA KOHTAMMHALIWN N MIOBTOPUTH aHaiu? BeeX o0pa3suoB JaHHOH MOCTAHOBKH, A7 KOTOPBIX
we TIONYYEH NOICKUTENBHLIA pe3ynapTaT. O0pa3ibl, aRAAN3 KOTOPHIX AaNl OTPHLATERbHBIH Pe3ynbTar,

CNEAYET YUHTHIBATh KaK OTPHUATENBHEIE.
10. YCJIOBHA TPAHCITOPTUPOBAHN A, XPAHEHUA U TIPUMEHEHUSA HABOPA

10.1. TpancnopTHpoBaHHe Habopa J0MKHO NMPOBOJIMTHCA NpH Temneparype ot 2 ao § °C.
JonyckaeTtes TpaHCIopTHpOBaHue mpu TeMnepatype 10 25 °C e 6o1ee 10 cyTok. 3aMopakupaHue
Habopa He JomycKaeTcs.

10.2. Xpanende naGopa B YIIAKOBKE NP ITPHATUA-H3MOTOBUTENS QOIKHO [IPOBOAUTECS IPH
Temnepatype oT 2 ao 8 °C B TedeHHe Bcero cpoxa roHocTH. JamopaXkHpaHue Habopa HE IOMyCKa-
eTcsl.

10.3. 115 noayueHHs Haa€XKHBIX Pe3yabTaroB HeoOXoAuMo cTporoe cobmaiaeHue naHHoN
HHCTPYKLIMH 110 MPUMEHCHHIO Habopa.

10.4. 3anpemaetcs Mcnonb30BaTh KOMIIOHEHTH U3 Ha0OPOB pa3HBIX CEPHA.
11. TAPAHTHH U3IITOTOBHUTEJIA

[TpeAnprATHE-H3rOTOBHTENE [APAHTHPYET COOTBCTCTRUE Habopa TpeGopaHusM TeXHHYe-
CKUX YCI0BHIA NpH coOMIOAeHHM YCNOBUIl TPaHCIOPTHPOBAHUA, XPAHECHHMS M NMpUMeHEHHd, YCTa-

HOBIEHHLBIX TCXHHYECKUMH YCIIOBHAMM H HacToAreH HHCTp}’KIlHCFI O TIpUMEHEHHTO.
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Cpok ronHocTu HaGopa — 12 Mecanes co AHA BIIYCKA.

[lo sompocam, kKacarolMMcs KadecTBa HaGopa, cneiyer ofpamarecs B 3JA0 «Bexrop-
BecT» 110 anpecy:

630559, HosocuGupckas odnacts. HoBocuGupckuit paiton, 0. Konsuoso, a/a 121,

ten. (383) 336-73-46, 332-37-58, ten./dakc (383), 336-60-30, 332-67-52.

E-mail: vbobtk@vector-best.ru.

HavanepHPK oTaeneHnA

3A0 «Bekrop-bect» ¢ ;[T_{Tc'z" A B. Tpyxuna

JMpexTOp Mo Nporu3BOACTBY

3A0 «Bexkrop-bect» % rg—sf —7 B.K. Txauen

Ao

3aM. AMPEKTOpa 10 HAYYHOH padore
- I'Y3M HUH CIT um. H.B. Cknmudpocorcxoro

npodeccop, a.M.H.

N IAP0A
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