YTBEPXKIEHA «YTBEPXJIAIO»
Tlpukazom PocanpaBHazsopa Le HERAILHEIH TUPEKTOP
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HHCTPYKLIUA

110 IPHMCHCHHI Haﬁopa PLarcHTOBR

AN BEIABJICHHA ¥ KOJIMYECTBEHHOTO OTIpe/IcNeHus
PHK eupyca renaruta C metogom OT-[11P
B peaILHOM BPEMEHR
«Peanbect BI'C ITLIP»

(xommnexT 1)
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1. HASHAYEHME

Ha6op pearentos «Peanbect BI'C IT1[P» koMnnekT 1 npeanasHaueH AN BEIABNCHHA K KO-
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nwgecteenHoro onpepeneuus PHK supyca renarura C (BI'C) B comBopoTke (nna3Me) KpOBH MeTO-

20M, OCHOBAaHHEIM Ha ofpaTHoif TpaHckpummuH BHpYycHo# PHK ¢ mocnexyromeit amnnudaxanueii
¢parmenTa K JHK B nonamepasnoit nemsoit peaknun (OT ~ HLP) ¢ rubpuansanuonno-guryopec-
; ° neHTHOH Aeteximed nmpoaykros ILIP B pearsHOM BpeMeHU.

HaGop moxer GBITh TpUMeHEH KAK N BHICOKOMYBCTBUTENEHOIO CKPHHUPOBAKMA JOHOD-
CKO#i KPOBM, TAK # B KIIHHIECKOH MpaKTHKe A7 AHAMHOCTUKK renatura C, oftpeieieHns BUpyc-
HOM Harpy3KH M OLCHKY 3PeKTHBHOCTY IPOTHROBUPYCHOH Teparin.

Ha6op npeapasHaucH 1A npuMeHeHEs ¢ npabopamu «iQ iCyclers, «iQ5 iCyclery,
«CFX96» (hupma Bio-Rad, CILIA), IT-96 (3AO «HITD JHK-Texnronorms», Poccns) uau ux aHa-
HOTEMH.

BripencHue PHK Bupyca renatura C (BI'C) U3 cHBOPOTKH (TIMAaIMBI) KPOBH IPOBOJHTCH C
* noMonisio Habopa «Peanbect [JenvraMar BIB/BI'C/BHY».

i HaBop paccunTaH Ha MPOBEACHUE aHANH3a 96 00pasioB, BKIIOUad KOHTPONIBHbIE.

0 2. XAPAKTEPUCTHKA HABOPA
2.1. Hpusruun Metoza.
[MpuHIMN aHANM3a OCHOBAH Ha PErMCTpaldH Npolecca aMILTHPHKanHK BHOPaHHOTO creny-

duueckoro pparmenta KJIHK (nomyuennoii metonom obpatroi Tpanckpuriun n3 PHK BI'C), 3a-

Huempyxyus  cocmagnena  compyonuxavwu 340  «Bexmoap-becmy:  [Hupexmopom
no npoussodcmey Txavesuim B.K. u nau. omdenenun npoussoocmea I[P natopos Tpyxunoi A.B.
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KRIOYIOIErocs B MOBTOPAIOILIMXCA HHKNAX: TeMIepaTypHas NCHATYpauus, OTKEI nNpaiMepoB Ha
_ KOMAEMENTApHEIE TOCHE0OBATENEHOCTH, JOCTPOKa NONHHYKIEOTU/HEIX MOCACHROBATEIBHOCTER ¢
‘ 3THX npaiiMepor Tag-noaumepa3on.
; B ocHOBE HCNONE3YEMOTO METOXA PETHCTPALINY IEKHT H3MEPEHHe YPOoBHA (IyopecueHnuy B

i kaxpoM mukne I[P, Veennyenne yposHs (GryopecHeHOHH TPOHCXOAMT GAAronaps HCNoL3oBa-

rulo cnenuduyroro ana aaunoi kJIHK rubpumszaumonnoro JHK-30Haa, KoTopelit 8 x0de peak-
0 LHH cBA3biBaeTca ¢ oguok u3 neneit JHK, obecneunBas Takke AOMONHATENBHYIO CICLHPHIHOCTD !
merona. JIHK-30un copepxuT Ha 5’-KoHIe QIIyOpecHEHTHLIH KPAaCHTENE, 3 HA 3’ ~KOHLE — FacHTeNb
(riyopecueHIMH, 3HAYUTENLHO CHIDKAKOWIMA KHRTCHCHBHOCTR QuiyopecneHnyd. B xone nonumepas-
HOTO CHHTE3a KOMIUIEMEHTapRofi UenmM 30HA paculeligerca ¢ 5°-konna, Onaroxaps 5°-3°-
nykneazno# aktuerocTH Tagq JHK-nonumepassl ¥ nponcxoant pasollierue KpaCHTENs H racHre-
14, NPHBOAAIIEE IO Mepe HAKOILICHHS MPOAYKTA PEaKl{uH K BOIPACTaHHIO YPOBHA QIYOPECHEHIIHA.
Ilpu 3TOM M3MepscMas HHTEHCUBHOCTD UIYOpECHEHI[HK 3aBUCHT OT KOJM4YecTBa 0OpazoBaBLIuXCs
cnequ$pHYCCKUX aMIIMKOHOB M AMHAMHKA HApACTaHUA YPOBHA (MyOpecLCHIHH ONpe/ieNseTcs He-
xoneeM KonugecteoM XJIHK B obpasne.

JlocTOBEpHOCTh aHaNN3a KOHTPONHPYETCS M0 HATHYHIO MOJNOXHTENLHONO pesyisTara B of-

paznax ITIKO u CIKO, xotopsie noasepraiorcs npouenype Bugeneaus PHK smecte ¢ aHanusu-

pyeMuIME Ononpofamu.

Vet s¢ppexTnerocTr Beyiencuns PHK u3 obpasuos oGecnicumpactes shinencanem PHK

) A

BI'C u3 xipspdeckux npol COBMECTHO ¢ BHYTPCHHHM KOHTPONBHEIM ofpaditoM (BKO).

L P

2.2. Cocran nabopa:
— rotoBax peakguoBRaA cMeck 1y OT-TILP (I'PC), nnodumainporanHas — 96 npoSupox;
— ¢nabpi monoxuTeasHbI KoHTpoibHLI ofpazen (CIIKO BI'B/BI'C/BNY), muodunasupo-
‘ BaHHbY — 1 ¢n.;
—  nonokuTeNnbHEH KonTponsHbl obpazen ([IKO BI'C), nuodunuizuposanserii ~ 2 ¢n;
— xamibporoyHnii obpazen 1 (KO1 BI'C), nuotunusuposanustii — 1 ¢ur.;
— xanu6popounriii o6pazen 2 (KO2 BI'C), nuodunuznposannsiii ~ 1 ¢ir.;
— pacTBOp AN BOCCTaHOBJIEHMS KOHTponbHBIX 00pasios (PBK) - 2 ¢uakona no 4 ma.
i Hafop RONOAHKTEIBHO KOMINEKTYeTeA: KphIluKaMa Juts npobupok — 12 crpunos no 8 mrryk
WK IIEHKOM onTHYecKoii - 3 nucra.
i 0 Buumanue! INKO, CITKO, KO1, KO2 doaxcnei npovimu npoyedypy awoerenus PHK ¢
j nomowbto Hatopa « Peanbecm HeavmaMaz BI'B/BI'C/BHY» cozracno uncmpykyuu x nabo-

py.
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3. AHAJIMTHYECKHUE H JMATHOCTHUYECKHE XAPAKTEPHCTUKH
i CneunHYROCTh AHATH32
Ha6op ssisemser Bupyc renaruta C resotunos la, 1b, 2a, 2b, 2¢, 2i, 3, 4, 5a, 6 HezaBHCUMO OT
cybGruna. O6pasust, conepxaiue PHK BI'C (Brimie npeaesa oGHapyXeHHR), ONpPERensoTca Kak
nonoxuTensssie. B o6pasuax, ne conepxamnx PHK BI'C, pesynstar anannza rapautpoBatso (B
100% obpasiiax) BomkeH O5ITh OTPHIATENBHBIM.
o YyBcTBHTENLHOCTD (peaen obnapyxenns)
Habop rapantepopanio (B 100% obpasnuoe) semeaser PHK BI'C B xonnentpauun 1e MeHee
15 ME/mn npyu Bergenennn PHK u3 1 Mn o6pazna (unu He mence 15 ME B npobe).
Jiuanason onpefenseMsx xoHnenTpamuit — ot 100 no 10* ME PHK BT'C B | M uccnenyemoro

obpasna.

4. MEPBI TIPERAOCTOPOXKHOCTH
4.1, [Morenumanbubii puck npaMeHeHRs Habopa — knace 26 (I'OCT P 51609-2060).
4.2. Tlpu pabote c Habopom cuexyer cobmomare CIT 1.3.2322-08 «besonacHocts paboTsl ¢
muxpoopranusmamu II-IV rpynn narorenuocTH (0NMAcHOCTH) W BO3OYAUTENAMYU HAPA3UTAPHBIX

GonesHeiiy.

4.3. Jlns npenoTBpaicHEA KOHTAMHHAONHY HEOOXONMMO TEPPHTODHAMLHO DR3ZENATH ITambl

1 sepcehna JIHK/PHK u nocranoskn IIP cornacuo MY 1.3. 1888-04 «Opranusauns pabotsl npa
ﬁ c nccnenosanns MeroxoM [P MaTepuana, HHOHIMPOBAHEOIC NATOTCHHEIMH OHONOrMYECKEMH
ﬂ aredtamn 111-1V rpynn naroreHHOCTH M.
4.4. [Ipu pabore c nabopoMm cneayeT HaIeBaTh OJHOPAZOBEIE MEAMUMHCKHE EPUATKH.
4.5, Kaxpoe paGodee MecTo Jomkeo Obith CHabxeHO cofcTReHHRIM HabOpOM MUNETOK nepe-
MEHHOTO 00BEMa, HEOOXOAHMEIMH BCIIOMOTATEILHBIMH MaTepranamu ¥ obopynoBanueM. 3anpe-
I{aeTcs UX NepeMenieHne Mexay pabouraMu MecTaMmu,
4.6. Ina opoBeieHMs peakuuH aMiviA@ukanuu ¢ aeteknueid nporyxros P B pexume pe-
&THOTQ BPEMEHH HEOOXOAUMO HCIONB30BATE TONLKO OAHOPAIOBbie HAKOHEYHUKE ¢ QHILTPOM LA
TTHNETOK.
4.7. He nonyckaercd BCIONL30BaHHE OFHHX M TEX XK€ HAKOHEYHHMKOB ITPH JobaBlichdH pasHaX
obpasrios.
0 4.8. Tlocne okoHuauus paboT i NPeNOTBPAUICHHA KOHTAMHMHAUHH pabowHe HOBEPXHOCTH
NAMBHAPHHIX GOKCOB M NaGOpaTOPHEX CTOJIOB ClieJlyeT NOABEPrHYTh BeHCTBMIO OaKTepHUHIHBIX
Y@ namm B TeucHue | waca. 3atem oGpaborath periaMeHTHPOBaHHBIMY CAHUTAPHEIMY NTPARHTAMH
aeanHGUuHpyomnMy cpeacTamu (Takami, kak: 0,2% pacrsop AII-2T; 1-3% pacteop «[fuabax»;

0,5% pactBop «Jluszaduu»; 0,5-1% pacrrop «Mucrpans»).
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» 4.9. Bee ucnons3oBaHHBIE OHOpa30BEie MaTepHans! nogpeprath 06paboTke ae3uHULHPYIO-

WHMH CPENCTBAMH C TOCHASAYIOmMEH yTHIN3AHCH.

5. OBOPYJOBAHHE H MATEPHAJIBI
— aMnuIuKaTop ¢ QuryopecuentHol aerexuyeli B peankHoM BpeMenu: «iQ iCycler», «1Q5
iCycler», «CFX96» (pupma Bio-Rad, CLIA), AT-96 BAO «HII® JHK-Texuonorna», Poccus)
o W UX aHAJIOT;
{ — ITI{P-6Goxc unn oraensHbli cToN, ocBemiaeMuiit Y d-nammoii («lluxknmoremn», dupma Cil
«PTCp», Poccun);
— XONoAMAbLAYK GBITOROH, NoAAEpKHBAICILA# TemMnepaTypy oT 2 A0 8 °C;
, ~ muxpouenTprdyra Thna «Eppendorf MiniSpin» (¢upma Eppendorf, ['epmanusn);
— TMIMNCTKH NONYaBTOMATHUECKHUE (1103aTOPB! MEXaHWYECKHE) OBHOKAHANBHBIE C NEePEMEHHAIM
HAY PUKCHPOBAHHEIM OBBLEMOM, CO CMEHHBIMM HaKOoHewHHKaMH (hupma Biohit, Duanaumua);
— NEPYATKH MEIMUHHCKKE OAHOPa3OBHIC HECTEPHNLHBIC HEONYAPEHHBIE JIATEKCHbIE WK He-
onpenosrie (mepyarky «NeoTouchy, pupma Ansell HealthCare, Nepmanna);
— OAIHOPA3OBBIE HAKOHEYHHMKH IUIA TMHNETOK ¢ 3alTUTHRIM QUITBTPOM /a3po30NbERIM Oaphe-
; pom/ (dupma Biohit, Punnanmisn);
.: e — WITaruBel AN9 MHKponpoGupox eMecTHMocTEIO 1,5 Mi u 0,25 mn {pupma Xenukon, Poc-
CHA);

o — eMXOCTB I COpOCa HAKOHEIHHKOB.

6. AHATMIMPYEMBIE OBPA3LbI

; Iing ananusa Henonbayiotes npobsl BeizenerHol PHK, nonyuensisie u3 06pa3nos chBOpOTKH
: (nsa3msl) KpoBHM ¢ IOMOIUGIO Habopa zAnmA BelAencHmA HykiaerHoBbIX kucior (HK): «Peanbect
IenwraMar BI'B/BI'C/BUY» cornacko MECTpyKUHH NOo NpuMeHEeHMIo Habopa.

Kaxnas rpynna o0pasnos, npoxoasmas 4epe3 npouenypy swsiencans PHK, nomkHa conep-
KaTh NOJNOKHTENBHEI KOHTpOmbHLIH 06pazeny (TIKO) B Tpex nosropax, cnalbbiii NOSOXKWTEIBREIHA
kouTpoabHEIH ofpalen (CITKO) u oTpuntaTensHsiii xouTpombsbiit ofpasen (OKQO), koropsiit asaz-
eTcs KOMNOHESHTOM Habopa ana Beutenenus HK.

BuuManue: B cnyuae HeOOXOAMMOCTH BalWaliy aHAIHTHYECKOH CHCTEMBI B MCCACAOBAHHE
JOJKHEL OBITE TaKkKe BKMOYEHH KandOpomouHkte obpasnel 1 M 2, B Tpex NOBTOpaX KakAbiH
; e (cm. Tpunoxeune 2).

' IMoaroToBka KORTPOIBHEIX 00pazios x BhiAcIcHII0 HK: Bo draxonst ¢ ITKO u CIIKO BHecTH
; no 1000 mxn PBK, nepeMeniats Ha BopTeKce H BLIAEPXKATh Ipu reMneparype or 18 a0 25 °C B Te-

; genne 15 MHH; 3aTeM CHOBA aKKYPaTHO lEpEMEIIATs.
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KonrtposnbHbie o6pasnbl MOCTe BOCCTAHOBACHHA XpaHdTh Hpu teMnepatype ot 2 1o 8 °C xe

oonee | mec.

7. MPOBEAEHYE AHAJIH3A

7.1. TToaroToBKa KOMIMOHEHTOR Habopa

[ I P -

Tepen HawanoM paboTht M3BACYL Halop u3 xonOMWIbHHKA, Bhuiepxkare [PC B ymaxoske (He
BckpeiBan!) npu Temnepatype oT 18 10 25 °C e menee 30 MHHYT. 3aTeM BCKPHITh YTIaKoBKy, KKy-
1 PETHO, ¢ NOMOIIEIO KaHHEILIPCKOro HOXa 0Tpe3aTh HeeOX0AHMOoe KONHYECTBO (MO HUCIY MOATOTOR-
neHupx npo6, sknrouan konTpom: 1 OKO, 1 CIIKO u 3 TIKO; npu mocranoBke ¢ karndparopaMy —
:: emé gononauTenbHo - 3 KO1 i 3 KO2) npobupok ¢ rotosoii peaknuonto#t cMeckio. Otpesars npo-
, GHPKH ClleyeT BMECTE ¢ MOXPHIBAIOINEH MX reHkoi. OcTaBmuecs HEHCIOb30BRHHBIME APOOHPKH
¢ I'PC ynakosaTk B teICHOBRIH MAKET ¢ OCYUTHTENEM, YAATHTE H3 HETO JIMIHKE BO3AYX H NUIOTHO
IAKPHITH 3KHM.

7.2, HeoGxoanMoe KonudecTBO (0 FUCAY MOANOTOBICHHLIX Mpob, BKMOYAA KOHTPOIN) Npo-
Oupox ¢ rorosoit peaknuonHoii cMechio A OT-ITLP (I'PC) nponymeposatk n pacmoNoXMTh B
} IITAaTHBE.

7.3. B kaxayio npob6npKy MUIETKOH ¢ OTAENbHEIM HAKOHCYHMKOM ¢ (HIBTPOM BHECTH MO
50 Mxn cooTseTCTBYIOWErO pacTeopa BhiAeneHHod PHK (13 npobupok, yCTaHOB/ICHHBIX B MAarHHT-
o HEIM ITaTHB). He 3aXBaTLIBATL YaCTHULI copdenTa!

c 7.4, 3axpuITh MPOOHPKY KPHIMTKAMH HITH ONTHYECKOH IUIeHKOH.

P S S SR e S}

7.5. INoMecTaTs MpoGApPKH B aMIMPUKaTOP.

7.6. 3anporpaMMHpoBaTh NpHOOp ANA npoBegeHAd aMimMpHKanuK cnenupHyeckoro dpar-
menta PHK BI'C v BKO u netexius $ryopeclieHTHBIX curHamoB, IporpaMMupoBanmue aMutidH-
KATOpa NPOBOAMTE B COOTBETCTBUH ¢ HHCTPYKIHel k npubopy.

7.7. 3anporpaMMupoBaTh NpoToKon nposeaesHs peakuuu OT-TILIP:
‘ 1 cramng: 45°C — 30 mun;

A LT

2 cragus: 94°C — | Muax;

3 crazaug: 50 nuknos (94°C — 10 cek, 60°C — 20 cek);

Hamepenue payopecuennyu nposoauts npu 60°C.

7.8. Jlas NeTCKTHpOBaHMH CHTHANA NMpH amIiuTHgHKanam ¢parmMenta KJIHK BKO 8 cucreme

o nprHMenéH rubpuamiannonneni JHK-3ona, meuernbit gayopodopom FAM. Jina nerexkumy cneny-
eT BaibMpaTh KaHan gerekuud «FAMb».

Jlng nerexTHpoBaHusa curaana npd amrumduxanun ¢parmenta KJIHK BI'C B cHcTeme nprme-
Hed ru6prausauuonnpit JTHK-3084, MeueHns1t ¢poyopodopom ROX. JIng nereknuu cremyet Bbl-
Ouparth KaHan gerekuMH «ROXx.

5

@ 000 LHPMH (27 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU %




7.9. 3anporpaMMupoBaTh NONOXKCHHE MPOOHPOK ¢ BCCNENYEMBIMI 00pasiiaMH, MOM0KHATE b~
HBIM M OTPHIATESIBHEIM KOHTPOMAMH COT/IACHO HHCTPYKIMH K HCIOAR3yeMOMY nipubopy.
7.10. 3auyctare mporpammy u nposectn OT-IIHP ¢ ¢ayopecueHTHOR perucTpanued B pe-

JKHMC peallbHOTO BPpEMCHH.

8. PETHCTPAIIMA PE3YIRTATOB
o Ilpu  npumenenuu nabopa «PeanBect BI'C IIIIP» (xomnaexy 1) ¢ npubopou-

il e a5 M W et

amnruguxamopom «iQ3 iCyclervu «CFX96» (gupmut «Bio-Rady, CIUA) u npozpammoi «Pear-

B e

Becm duaznocmuxay npozpamma nposedum gce onepayui no GHARU3Y, OMOPAKGEKE U GRINUCAEHLUIO

pesynomamos. Ilpoepamma suidaem pesyromam ananusa e sude mabruyvt xouyermpayuu PHK

R et e L 1 1

i BI'C ¢ ananuzupyemoix obpazyax. Takoce npozpamma ommevaem obpasysl, aHaiu3 KOMopulx Apu-

{ 3HAH HeOeUCMEUMENbHBIM.

IIpu ucnonvsgeanuu dpyeux pubopoS-aMIAUDUKAMOPO8 aHANU3 U CMOPAKOEKY PEIYALMAMOE
npoeoOUNTL 8 COOMEEMCmEYY ¢ npurazaemoii uncmpyxyuei u llpuroxcenuem 1.

8.1. B HKO u CIIKO (a Taxxke KO! n KXO2) mporpammMa fomKHE GRKCHPOBATH:
- HapaCcTaHHE CHTHANa CNENM(HUICCKOTO NPOAYKTA AMINTH(pUKARHH (parMeHTa
kAHK BI'C (no kanany «ROX») u onpenenats 3Ha4cHHe noporosoro uukna Ct BI'C;

; o - HapacTanne curaana aMmmmdukanun gparmenta KAHK BKO (kanan BKO) n on-

peRenTs 3HaYeHue noporosoro nuxaa Ct BKO.

: e 8.2. PezyneTathi HHAEBHAYanLHOH nocTasoexu [1L{P nopnexar ananusy ¥ yuery, echm ans

! [IKO 3pavenne Ct BI'C Haxoanres B AManasoHe, yKa3aHHOM BG BKIajgbiNie B Habopel AanHOM ce-

puH,

. 8.3. B oTpunarensuoM KoHTpossHOM ofpa3lie nporpaMma omkHa (PHKCHPOBaTh HapacTa-

Hue curdana amnnrdukanud dpparmenta kKIHK BKO u onpenenats C; BKO, npu >TOM HE fomkHO

:‘ OBITE JIOCTOBEPHOT'O HApAacTaHHA carsana cnenAduseckoro npoaykra ammmmdukanun kHK BI'C.

; Ecnu ana OKO 3pauenne Ct BI'C MeHbine win pasno 40, T0 370 CBHACTEALCTBYCT O HAIHYHU KOH-

: TaMuHauuK B cucteMe. [Topsanok AeHCTBUI B TAKGM cyzae oM, B 1. 9.1.3.

; 8.4. B kaxzaoM HuccnenyemomM obpasue nporpamma JOMKHA HKCHPOBATE HApacTAHHE CHI-
nana ammiadukauu dparmenra kJJHK BKO (kanan «FAM») u onpeaenars Ct BKO. Ananus
npabl cunTaeTCa NeHCTBUTETRHBIM, CC/TH Jis 9Toro obpasna sravenne Ct BKO no xanany «FAM»

; o MeHbme ®in parso 40.

8.5. Briumcnuts (Ct BKO), kak cpeanee 3naucnue Ct BKO Bcex anammsupyemeix ofpas-

nos (ssonogas [MKO, CTIKO u OKO). Orfpakoeke noanexar snadedua Ct BKO, ornusaromuecs

Gonee uem Ha 2 ot 3HaveHus (Ct BKO),. [Tocne or6pakosku nepecuntars (Ct BKO)p Ans ocras-

NIMXCA 3HaYEeHUit,
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8.6. Ilna upobeneHys KOPPEKTHOTO XONMYECTBEHHOTO BbIYHCIEHHA KoHUertpamua PHK
BI'C 8 anmanmsupyeMsrx ofpasnax mneobxoammo, qro6ul nias BKO obpasua suadenve Ct BKO ne

; oTimyanock Gonee yem Ha 2 OT 3Ha%eHHA (Ct BKO)q,.

9. YYET PE3YJALTATOB

9.1. KanecTeennsiil y4éT pe3ynsraron
o 9.1.1. Ananm3upyemslii oOpasen yynTeIBaeTcAd KAk oTpBUaTenbHbid (He copepxaumii PHK

BI'C), ecnm ang »roro ofpasua 3aauenue Ct mo xanarmy «ROX» Gonbwe 44 nmu He onpeaenseTcs.
i Ecnu ana taxoro o6pasua 3uaueHue Ct BKO oranvaercsa ot 3nauchHun (Ct BKO), 6onee yeM Ha 2,
TO Pe3YALTAT MO JAaHHOMY OOpasily He MOIEKHT anan3y U Y4E€Ty Kak oTpauatensusiii. Heobxo-
AMMO TIPOBECTH NOBTOPHbBIi aHANHN3 JaHAOTO ofpa3ila, HAYMHAS C JTana BeACHCHNA, B cnywae mo-
BTOPSHHA PEe3yNbTATA CIEAYeT NPOBECTH NOBTOPHEIN 3a60p o0pa3ua KpoBM H cHOBa MOBTOPHTE
aHAIH3.

9.1.2. Ananusnpyemutii o0pa3eln cYMTacTCH NMOJOKUTENRHBIM, T.€. conepaamnm PHK BI'C,
; ecii A1 31oro obpasua 3Hagenue Ct mo karamy «KOX» meHsIine unn pasno 40.
, Ecna ans Takoro ananm3upyemMoro obpazna 3sayeHne Ct BKO ommuaercs ot sHagenus (Ct
o BKO),, Gonee ueM Ha 2, To Tako# o0pasell yuHTHIBACTCS KAK MONOKHTENbNBIH Oe3 ykaianus

xonpentpanun PHK. Jinn konukecTsenHoro ananusa HeoOxomMo NPOBECTH NOBTOPHBIN aHaIn3

e JauHoro odpasiia, HauuHAs ¢ HTANa BLACICHHUS.

9.1.3. B c1yuac KOHTaMHHALIAA BCE NIOIOKUTSNLHEIE DEIYALTATE 110 NAHHOW MHIYBHRYANBHOH
. nocrasoBke TP cupTaroTes HeaocToRepHpIMY. Tpedyered npedipHHATS: MEPBL 10 BRIABNCHHIO H
JMKBUIALIMM HCTOYHHKA KOHTAMHHALHM ¥ MOBTOPUTE aHANW3 BCeX OOpasoB JaHHOW MOCTAHOBKHY,
JUIA XOTOPHIX TIONYYEH MOJMKHTENBHbIL pe3ynsTar. OOpasus! AaHHOH NOCTAHOBKH, aHAIH3 KOTO-
PHIX Zia]l OTPUNATENBHEIA PE3YABTAT, CIEAYEeT YIUTHIBATH KaK OTPUaTENbHbIE.

9.1.4. Ecnn pas CTIKQ suasenue Ct BI'C Goneie 40 vk He onpeaenicyca, TO BCe OTpHia-
TeJIbHbIE PE3YARTATH CYUTAIOTCH HEJOCTOBEPHLIMH U TpeOYIOT nepecTaHOBKH.

9.2. KonuvecTBeBHLIH y4ET pe3yabTaATOB

Jna xonHyecTBeHHOrO aHamU3a paccyuTarh konpenTpannio PHK BI'C s uccnenyemsix obpas-
; e [IaX B COOTBETCTBHM ¢ IIpumokeHHeM | WIH ¢ IPHMEHCHHEM CEPBICHON KOMIIBIOTEPHOM nporpaM-

Mol «PeanbecT AMarHocTUKay (KOTopas IPOBOAUT BCE ONEpalyy no oTépaKkoBke H ananmuly oOpas-
; 1HOB ¥ NPHBOOMT pe3yIbTaThl B BrAe Tabmuiuel ¢ koHueHTpamamy PHK BI'C B ananmzupyeMbix

’ npobax}.
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Buumanne: TIpn ycnouu Beiaenenns PHK w3 of6pazua obnemonm 1000 Mxn, nonyvensoe 3Ha-
yenne coorsercreyeT Konuentpanud PHK BI'C 8 ME/mn. Ecan Buinenesue PHK ofpaina nmpous-
BOJIWIOCE W3 MeHbUEre o0bema, NOAydYeHHOe 3HAUCHHE CICAYET YMHOXKHTR Ha (o, [Ae
p=1000/06%em obpasua B Mxu. TaxuM obpasom Gynaer nonydena xonueHTpaaus PHK BI'C, anpa-

weHHad 8 ME/mn.

e w b sl TR b e < @ it

o 9.2.1. Ecnu sauncaeHHoe 38a9eHHe koHneaTpaund PHK BI'C » o6pasue HaxoauTes B suana-

sone or 100 ME/ma a0 10° ME/, PE3YNLTAT OMPEAEHACTCA KaK MONIORHTENEHLIA C YKa3aHHEM

o o e s

nosyverHoll koHyertpaunn PHK BI'C B o6pasue (8 ME/Mn).
1 9.2.2. Eci BHUNCIEHNOE 3HaYeHne konnentpamu PHK BI'C Gonsme 10* ME/Mi, To pesys-
TAaT PEKOMEHAYETCA HHTSCPNPETHPORATE KaK MOJIoxHTeNbHbIH ¢ KoHueHTpauneit PHK BI'C «6onms-
‘ me 10° ME/mn».

9.2.3. Ecin Beramcnesnoe 3Havenne xoduentpauyn PHK BI'C meubme 100 ME/Ma, To pe-
3yNABTAT PEKOMEHIYETCH HHTEpPNPETHpPOBATh Kak nojoxuTenbrmi ¢ koHuentpanueii PHK BI'C

«menpmie 100 ME/mm».
! 0.2.4. Anamuszmpyembliii oOpasell YYMTEIBACTCH KaK OTpHUATENbHBIH (He coaepxammit PHK

BI'C), ecnn ans srore ofpasna 3sagenue Ct mo kavainy «ROX» Goneie 40 uim He onpenensercs.

10, YCJIOBUSA TPAHCIIOPTHPOBAHUSA, XPAHEHHA H IPUMEHEHWS HABOPA
e 10.1. TpancnoprupoBanne Habopa ACIDKHO IPOBOAHTbLCA DpH TeMueparype or 2 jgo § °C.
Jonyckaercs TpaHCcIOpPTHPOBaHKE MPH TeMnepatype no 25 °C ne Gonee 10 cyTok. 3aMopakuBaHue
! HabopOB He JONYyCKaeTCH.
: 10.2. XpaneHre HaGopa B yNaKkoBKe HPEANPHATHI-M3TOTOBHTENA JOMKHO NMPOBOAUTECS NPH
TemnepaType oT 2 1o § °C B TeUCHHE BCETro CpoKa FOAHOCTH. 3aMopaXKHBaHUE HabGOPOB He nomyc-
Kaercs.
10,3, Aina nonydeHus HaOEXHBIX PE3YILTATOB HeOOXOIMMO CTporoe coONIOAEHHE BaHHOI
HHCTPYKLMH [0 MPUMEHERHIO Habopa.

! 10.4. 3ampemaercs HCMONb30BATh KOMIIOHEHTH! H3 HabOpOoB Pa3nLIX CepHit.

11. TAPAHTHH H3TrOTOBUTEJIsA
o [lpeAnpRATHE-HITOTOBATEAS rapaHTHPYET COOTBETCTBYE Habopa TpeGoBaHHAM TEXHUYECKUX
yciloBRl NpH COOMIONCHUH YCNOBHE TPAHCMOPTHPOBAHKSA, XpaHEHHUS H TIPAMEHEHNS, YCTaHOBNIECH-
HALIX TEXBHYECKMMY YCTOBHAMH H HACTOAN(EH HHCTPYKIMEH N0 NPHMEHEHHUIO.

Cpox romocTa HaBopa ~ 12 MecqleB ¢o JHA BEITYCKA.
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[To BompocaM, kacarommMes Kayectsa Habopa, cnenyer obpamarsca B 3A0 «Bekrep-becr»

YO afpecy:

630559, Hosocubupckas obnacts, HoBocuGupckmii pation, . Konsuozo, a/s 121,
Ten. (383) 336-73-46, 332-37-38, Ten./axc (383), 336-60-30, 332-67-52.

_, c HauatsRHK oTACTCHUA

3A0 «Bekrop-bect» (m A.B. Tpyxuua
JapexTop 1o [poH3BOACTBY

; 3A0 «Bektop-bect» B.K. Tkauen

(MOHHKH)
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HNPHJIOXEHHE 1
Pacuér konuenrpaunn PHK BI'C
[Mpn nmocranoske peakiiu Ha npubope «iQS iCycler» umn «CFX96» (¢upMa Bio-Rad,
CUJA) Bce onepanuy MO KOJWYESCTBERHOMY aHANH3Y 00pa3lioB MOXKHO NPORECTH ¢ TPHMEHEHHEM
¢cepBHCHO xoMmmbioTepHO# nporpammbl «Peasbecr amarmocTHka», nocrasiseMolil B xadecTre
npWIoKeHNs X Habopam.
B cnywae oTCYTCTBAS YKa3aHHOTO NpOrpaMMHOrO o0eciiedeHHs HIK NPY NOCTAHOBKE peak-
uuv Ha npubope «J{T-96» (3AQ «HII® IHK-Texnonorus», Poccus) KONHYECTBCHHBIM RHAIH3
o PHK BI'C csnenyer npoM3BOAMTE 110 IPHBEICHHBIM HHXKE opMynaM.
1. Jins obpazios ITKO, 3navenne C; KoTOphIX HaXOAMTCA B AUAMAIOHE IHAYCHHH, YKa-
3aHHOM BO BKIaZble B HaOOPhL AaHHOMH CepHH, BRIYHCIIUMTE KoppekTupopanubie sHaueHns C, BI'C
'if ¢ BBEAICHHEM TONpaBky Ha d(pdexTHBHOCTE BAeneHnd, KorTpoupyeMyto o €, BKO, no gopmy-
!
i

[T S,

ne:
Znxo = C, IIKO + (C, BKOcp - C; BKO),
{ TIe:
i Znxo - xoppexkriuposanHoe 3HadeHHe C¢ BI'C ans obpasua ITIKO,
C, BKOcp - cpenuee 3nauenne C; BKO, Beprunciernoe no scem obpasuam (cM. HHCT-
; PYKIHIO):
C, IKO u C; BKO - 3paucnus C; nausoro ob6pazua ITKO o xananam ROX u FAM,
i COOTBETCTBCHHO.
* 2. BrluMCAUTE CpelHes 3HaUCHWE KOppeKTHposaHHOIC noporoBoro mukia ant [1KO
(Znxop).
, 0 O10paxoBKe MojjieRaT pesynbTarel aganusa oOpasuos KO, ang koropeix Znke oTiuga-
_i erca Gonee 4eM Ha 2 OT 3HaueHHA ZnKoey. [Tocne 0T0pakoBKY BRIVHCIATE ZAKOy MU OCTARIIMX-
¢ o0pazios.
o 3. Boraucnuts komuectso PHK BI'C B kaxaom uccrexyemom obpasue (Qy) mo dop-
Myne:
Qi = 10%: [ME],
rae:
Xy = A + B % (Znxoey, - Z4);

A - ko3 dunpenT, onpenendeMulit Kax norapHdm kommdecrsa PHK BI'C B IIKO, npuseachio-
T0 B nacnopre cepnu: A = Ig (Quko);

k — HoMep obpazua;

Znxo,p - cpennee 3Hadenue Znke 11a ofpasnos KO,

Zy, — koppektupoBanHoe sHadeHue C; faHHOrO 06pasiia, BRYMCIAEMOE 110 bopMynie:

Z, = C,BI'Cy + (C, BKO,, - C BKO.);

B — ko3$dHUMEHT, 3aBHcAIIRE 0T >pPexTUBHOCTH aMIUIM(HAKAUNU A BbIMHCAACMBIR N0 dop-
myne: B = Ig (2 x Ea/100), rue Ea — y¢dextusHocTe amiumduxauus B %. Jins xonayecTaeHHON
Ol{EHKH KCITONB30BATE 3HaueHne B = 0,3,

o 4. Bemucauth xoxuerTpandio PHK BI'C (8 ME/Mi) 8 kaxnmoMm uccrneryemom obpasue no
dopumyte:
C, = Qh";""h ,

T Y UL WY

e el e

[P N P

rae Vi — oObem obpasila B M.
TakuM oGpasoM, Gyner nonyueHa konmedTpaius PHK BI'C B naBHOM ofpaziie, BHIpaXKeHHAN B
ME/Ma.

10
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HPHJOXEHHE 2

Baangauna aHATHTHUYECKOH cHeTeMbl.
Onpenenenne xonuenrpsunu PHK BI'C g ITKO no xanuGposoanomy rpaduky.

HAng 6omee TouHoro ouperefeHus KonuenTpauny PHK BI'C B ncenenyemerx ofpasuax ne-
o6X0QMMO NPOBECTH BANHAAINIO aHATUTAYECKOH CUCTEME] ITYTEM CpPaBHEHMS MACITOPTHOTO 3HAYE-
uus xouuentpanud PHK BI'C B 1IKO co 3Hauenuem, nonyueHHbIM 00 KanuGpoBouHomy rpaduxy.

Ilpu pabome na npubope «iQS iCycler» unn «CFX9%6» (pupma Bio-Rad, CILHA) daunyio
nPOYeOYPY MONCHO NPOBECIMY C NPUMEHENUEM CePEUCHON KomMnbiomepiol npozpavimsl «Peanbect
RARTHOCTHRA», HOCMAGIACMON 6 KA4eCmee NPUIONCEHUS K HAbOpau.

B ciyuae OTCYTCTBHSA YKA3aHHOTO NPOrpaMMHOro ofecriedeH s WM NPpH HOCTAHOBKE peak-
uun Ha npubope «AT-96» (3A0 «HINP THK-Texnonorns», Poccua) npouenypy cnenyer npopo-
JIUTh B COOTBETCTBHH C IPHBEACHHBIM HHXKE ONHCAHHEM:

1. Tepen xHa4kanom paboTel M3BIeYs HAOOp pearcHTOB AndA Bhifenenus («PeanBect Hens-
taMar BI'B/BI'C/BHY», moboii H3 KOMILIEKTOR) H Ha0Op pearcHTOB 7S BEIABICHUA H KOMHYECT-
senHoro onpenenennsd PHK BI'C u3 xonoauneauKa, BCKPBITH YIAKOBKY M BHLICPKATh KOMHOHCH-
TH Habopa npu Temneparype ot 18 1o 25°C ne menee 30 Mun.

2. TlpurotosuTk KoMNOHEHTR Habopos u ofpasuke OKO, [TKO u CIIKO B cooTBeTCTRAM
¢ BACTPYKLHEH K Nenois3yeMeiM HaGopaM mis seinenchus HK u sertsnenns PHK BI'C.

3. Bo ¢nakors KO1 u KO2 nobaswts to 1 mMia pacrsopa Ans BOCCTAHOBJICHHS KOH-
TpOIbHBIX obpaszuoes (PBK), axxyparno nepemeinars, BRIAEpKaTh 15 MHH NMpU KOMHATHOH TEM-
nepatype. nocie Yero BHOBb TILATENBHO IEPEMEINATh, 110C/E BOCCTRHOBACHHA XPaHHTh NPH TeM-
nepatype oT 2 10 8 ° C ne Honee 1 Mecana.

4. TlograToBuTh 11 npobupoK AN BBIAECICHUA B COOTBETCTBUM ¢ HHCTPYKIIMEH K KCIONb-
syeMomy Habopy u tpomapxupoBath ux: | npoGupka OKO, 1 npoGupka CITKO. no 3 npoSupku
KO, KOt u KO2.

5. BuectH XOHTpOABMEIE 00pasuk B NpOMapKHPOBAHHBIE COOTBETCTBYIOIIHM 00GpazoM
NpOGHUPKY COTTIACHO YHCTPYKITMHK K HCONb3yeMoMy Habopy Juni Beizeaenns HK.

6. ITposecta Bhigenenue PHK cornacso uHeTpykituu.

7. BHACACHAYIO HYKAEHHOBYIO KHCOTY NEPEHECTH B NPOMApKHPOSaHHBIE IPoOUpKy And
TP 8 coOTReTCTBUY ¢ HHCTpyKuMeit x Habopy «Peanbect BI'C HIP», sanporpaMmmaposats npu-
6op. B COOTBETCTBHMH ¢ HHCTPYKLneH k npubopy 3anaTh sHauenusa koHueHTpanaii KO u KO2, yxa-
3aHHbIE B nacnopTe Habopa, n nposecty ITLP.

8. Ina xaxporo obpasna BEIMECAATL XOoppeKTHpoBaHHOe 3Hadenne € to hopmyile:

11
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Z=C,BI'C - (C; BKO, - C; BKO).
9. Beruucnuts cpenee 3Havenne Z aud [1KO, KO1, KO2 (Znkoep , Zkoicp, Zkozep)-

Or0pakoBKe MOUICKAT pe3yNIbTaThl aHANTH3a 00pa3LoB, JUI KOTOPEIX Z oTiHYaeTcs Holee

yem Ha 2 o1 Zgp. Ilocne oTOpakosky BEMACIUTE Lep A1 OCTABIIHXCA 00pasu0B.

10. Briawcnuth B — koaddaument qna Beraucienns xoauuectea PHK BI'C mo dopmyne:

B = (1g(Qxo1) - 18(Qx02)) / (Zxozep = Zxorep)s
rae: Qror 1 Quoz: — xomugecrse PHK BI'C B xamuGpopouynom obpasue 1 ¥ 2, cooT-

BETCTBEHHO {VKa3aHbl B macnopre Habopa);

[Tpu >ppexTurHOCTH ammnHukaimn 100% B =1g2 = 0,3.

11. Io pe3ynbraTram aHaK3a KamMOpPOBOYHEIX 006pasoB BEMHACAHTE KomauecTso PHK BI'C

B NMKO no aranntHueckoli Gopmyne:

Qeyo = 1050 [ME,

rae;

Xaxo = 1g (Qro1) + B X (Zxgo1ep — ZnKog);

Zxo1cp — CpeaHee 3HAYCHHE Z ans obpasnos KO1;

Znko, — cpenuee 3Havenre Z i obpasuos [1IKO;

[Tpn >dpdextneBocTr ammnKukanmu 100% B =Lg2 =0,3,

12, Ucnonszoranne IIKO B xauecTBe 00pasiia cpaBHEHAA OpH AaNEHEHIINX BEIMHCICHHIX

xounentpaumn PHK BI'C B HccrenyeMsix obpaznax gonyckaeTcsd, €CiH BBIMMCICHAOE 3HAYEHHE

o rxomuuectsa PHK BI'C B [IKO ormuuaetcs He Goree ueM B 2 pa3a OT 3HAUCHHA, YKa3aHHOrO B mac-

nopte Habopa.

13. Ilpn BEINONIHECHUM BCEX YKA3AHHEIX YCITOBHIH MOKHO MPOBOAVTE BRITHCACHHE KOAHYECT-

Ba PHK BI'C (B ME) e HccienyemsIX obpa3nax no cnegyiouieit popMyne ¢ UCHONB3OBaHHEM 3Ha-

yenus ko>(pdunnenta B, BLRHCIEHHOro M0 KaMMGpOBOYHOMY TpapuKy:

Qi = 10%: [ME_,
TAc:
Xk =18 (Quxo) + B X (Znxocy — ZK)

Kounenrpauus PHK BI'C B ofpa3ite B TakoMm ciiyuae BRIYHCIIHETCS N0 ciaenyiomleii gopmy-

ne:
e T
rine Vi — obbeM obpasua B M.
Taxum obpazom, Byner monydeHa xoHnenrpauns PHK BI'C B nannom obpazue, BhIpakeH-
Haa 8 ME/mu.

12
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