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CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi 1 06o03Ha4YeHus:

BKO STI-87 — 9K30reHHbIN BHYTPEHHUI KOHTPONbHbLIV 0bpasel|

BKO Glob — 3HOOrEHHbIV BHYTPEHHUIN KOHTPOMbHLIN 06pasey,

K+ — MONoXuTenbHbIN KoHTpornb MNLUP

K— — oTpuuatenbHbIi KoHTponb MNP

OK — OoTpuUaTenbHbIN KOHTPOJST 3KCTPaKuum

OKO — OTpuuUaTenbHbIN KOHTPONbHbLIM 06paseL

MKO — NONOXUTENbHbIV KOHTPONbHbLIV 06paseL|

MK — NONOXUTENbHbBIA KOHTPOSb 3KCTPAKLNN

MnupP — nonnMepasHas uenHas peakums

®BYH LIHM — PepepanbHoe 6}0,£I,>KeTHO? yupexaeHue Hayku «LleHTpanbHbIn

SnMaemM1onomH Hay4HO-MCCNeA0BATENbCKNN MHCTUTYT SNMAEMMUOTOTNNY

PocrioTpe6Haaopa cDe,u,epaanovl cnyx6bl N0 Hag3opy B cdepe 3amThbl NpaB
noTpebutenen n bnarononyyns Yyenoseka

EBV — BMUpyc AnwtenHa-bapp

FRT — (briyopecLeHTHasa AeTeKUNSA B PEXMME «peanlbHOro BPEMEHN»

HA3HAYEHUE

Ha6op peareHtoB «AMnAnCeHc® EBV-CKpMH/MOHUTOP-FL»
npegHasHadeH AN BbiABNEHUA U KONUYECTBEHHOro onpeaerneHusd
OHK Bupyca OnwTtenHa-bapp (EBV) nytem amnnundpukayumm
cneuynduyeckoro ddparmenta [[OHK Bupyca wmetogmom T1LUP c
rmopunansaunoHHo-pyopecueHTHOM geTekumen NPO4YKTOB
amnnudpukauun. Martepnanom pana nposefeHusa [ILUP  cnyxar
npobbl [OHK, BblgeneHHble M3 nnasmbl nepudepuyeckon KpoBw,
aMHNOTUYECKON XWOKOCTU, CMMHHOMO3IOBOW XMAKOCTU (NMKBOpA),
CINOHbI, CMbIBOB M Ma3KOB M3 POTOrNOTKN, BPOHXO0anbBeONApHOro
naBaxa, LUeSIbHOW KpOBW, JenKoumMTtoB  KpoBW, 6Buonrtatos
BHYTPEHHUX OPraHoB).

BHUMAHUE! Peaynbtatol [NLUP-uccnenosaHna ydmTbiBalOTCA B
KOMMMEKCHON AnarHocTuke 3abonesaHms’.

NMPUHUUIN METOLOA

BoiaBneHne EBV wmeTooom nonumMmepasHoM LENMHOW peakumnu
(MUP) ¢ rmbpnansaunoHHO-GyopecLEeHTHON AeTEKUNEN BKOYaET
B cebs Tpu atana: akctpakumto OHK n3 obpasuoB KIMHUYECKOTO
MaTtepuana, amnnudukaymio yyacTka AHK OaHHOro
MUKpPOOpPraHm3ma n rmopunan3aunoHHO-GNYOPECLEHTHYIO
OeTeKkuuto, KoTopasa nponsBoauTca HenocpeacTBeHHo B xoae [MLP.

! B cooTBeTCTBUM € AMpekTvBOI EBponelickoro Cotosa 98/79/EC.

®opmar FRT ®opwma 2: [REA R-V9-100-S(RG,iQ,Mx); [RE H-0862-1-1/ [VER] 15.02.12 / c1p. 3 w3 25




IkcTpakuma OHK wn3  nnasmbel  nepudepruyeckon  KpoBW,
aMHUOTUYECKON KUOKOCTWU, CMMUHHOMO3IOBOW XXWOKOCTU (NUKBOpPA),
CINIOHbI, CMbIBOB M Ma3KOB M3 POTOrMOTKM N BPOHX0anbBEONSIPHbLIN
naBaxka MpPoBOAUTCA B NPUCYTCTBUM BHYTPEHHEro KOHTPOSIbHOro
obpasua (BKO STI-87), koTopblM NO3BOSISIET KOHTPONUPOBaTb
BbIMOMHEHME npoueaypbl UccnegoBaHUa ONs Kaxgoro obpasua.
[Mpwn akcTpakunm OHK 13 knnHU4Yeckoro marepuana, cogepxawiero
KNneTkn, npoucxoaut amnnundukaumsa yyactka [OHK reHoma
yenoBeka (3HOOrEeHHbI BHYTPEHHUW KOHTPOSb). QHAOOMEHHbIN
BHYTpeHHUNn KoHTposib (BKO Glob) no3BongeTr He ToOnbKo
KOHTponuposaTb aTanbl [NUP-nccnegosanus (skctpakuus OHK wn
nposeaeHne T[1UP), HO ©n oueHuMBaTb afeKkBaTHOCTb B3ATUA
mMartepuana n ero xpaHeHusi. 3aTem c nonyveHHbimu npobamm AHK
npoBoaUTCA peakunsa amnnmdpukaumm ydactka [OHK EBV npu
noMown crneumdpuyHblx K 3tomy yyactky [HOHK npanmepos u
depmeHTa Tag-nonmmepasbl. B cocrtaBe peakuMOHHOM cCMecwn
NPUCYTCTBYIOT  (prIyOpeCLeHTHO-MeYeHble  OJSIMTOHYKNeoTUaAHbIE
30HAObI, KOTOpble rMBPMOM3YIOTCA C KOMMNIEMEHTAPHBLIM Y4aCTKOM
amnnudpunumpyemon JHK-muweHn, B pesynbtaTte 4ero nponcxognt
HapacTaHMe WHTEHCMBHOCTU dnyopecueHunn. 3TO NO3BOSISET
perncTpupoBaTb HaKomnsieHme cneundun4yeckoro npoaykra
amnnudpukauumm nyTem Nn3mepeHns MHTEHCUBHOCTMU
donyopecueHTHOro curHana. etekuns dryopecueHTHOro curHana
ocyulecTBnsaeTca HenocpeactseHHo B xoge [IUP ¢ nomoubto
amnnudukatopa ¢ cuctemMomn getekumnmn onyopecueHTHOro curHana
B peXume «peanbHOro BpeMeHmy.

POPMATbI U POPMbI BbIlTYCKA HABOPA PEATEHTOB
HaGop peareHTOB Bbinyckaetca B 1 oopmare.

Popmat FRT

Habop peareHToB BbinyckaeTcda B 3 oopMax KOMMEKTaunu:
Popma 1 BKNoyaeT KomnnekTobl peareHToB «PUBO-npen» BapuaHT
100, «INLP-komnnekT» BapnaHT FRT-100 F;

Popma 2 BkwYaeT KomrsiekTt peareHtoB  «[l1LP-komnnekT»
BapunaHT FRT-100 F;

Popma 3 BknoYaeT Habopbl peareHTOB ONTOM, pacacoBaHHbIE MO
OTAerNbHbIM peareHTamM, C MapKUPOBKOW peareHTOB Ha MX ONTOBOW
doacoske.
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dopma kKomnnekraumm 1 npegHasHadeHa AN NPOBeOEHMS
nonHoro [NLP-nccnenosaHna, Bknovawowero akctpakuyuwo  OHK,
amnnudpukauuo 1 KonmndectseHHoe onpegeneHne [OHK Bupyca
onwTtenHa-bapp (EBV) ¢ rmmbpuansaumoHHO-nyopecLeHTHON
OEeTEKLMEN B peXnMe «peanbHOro BpeMEHN.

dopma KomMmnnekTauuu 2 npegHasHadeHa ang amnnudukaumn m
kKonimyectBeHHoro onpegenedna OHK Bupyca OnwTtenHa-bapp
(EBV) ¢ rubpunansaunoHHO-qyopecLeHTHON AETEKUMEN B PEXNME
«peanbHoro BpemeHuny». [Ona nposeaeHnss nonHoro [MLP-
nccrnenoBaHMss Heo6xoaAMMO MCNONb3oBaTb KOMMSIEKTbI peareHTOoB
ona  akctpakumn  OHK,  pekomeHpgoBaHHble ®BYH LIHUA
anuaemuonornn PocnotpebHaasopa.

dopma KOMMsiekTauum 3 npenHasHayeHa ans
NPON3BOACTBEHHbLIX Lenen Ons nocneayrwen MapKMpoOBKUM Ha
S13blKe 3aKas4yMKka U KoMmnnekrTayum no Habopam.
BHUMAHUE! dopma komnnekraumm 3 MCNONb3yeTcs TONbKO B
COOTBETCTBMW C perfiaMmeHToMm, yteepxgeHHbim @OBYH LHNAW
anuagemuonornn PocnoTpebHaasopa.

AHAJTIUTUYECKUE XAPAKTEPUCTUKA
AHanuTnyeckas YyBCTBUTENbHOCTb

JInHenHbIn guanasoH wu3mepeHnst Habopa peareHToB: 500 —
10 000 000 konuu/mn. Ecnun pesynbtaT bonbuwe, yem 10 000 000
konuin/mMn, TO OH BblaaeTcs Kak pe3ynbmam 6osee 10 000 000
konuu JHK EBV /mn. Ecnu pesynbtaT MeHbLe Yyem, 500 konuin/mn,
TO OH BblgaeTcs Kak pesysibmam meHee 500 konuu HK EBV /mn.

KomnnekT gnsa AHanuTnyeckas

Bua knuHM4Yeckoro martepuana
akcTpakumu [ HK YyBCTBUTESIbHOCTb

lMna3sma nepudepunyeckomn Kposu,
aMHUOTUYeCKas XXMAKOCTb,
CMUHHOMO3roBast >XMAKOCTb (NIMKBOP), PUBO-npen 400 konun/mn
CIOHAa, CMbIBbl U Ma3KN U3 POTOrTIOTKM,
BGpOHX0ANbBEONSIPHbLIN JTAaBaX

5 konun AHK EBV
Ha 10° kneTok

LlenbHas KpoBb, NENKOUUTLI KPOBH,

PUBO-npen
BGuonTaTbl BHYTPEHHUX OPraHoB

AHanutn4yeckan cneunPuUYHOCTb

Habop peareHToB o0O6HapyxuBaet dparmeHT [OHK Bupyca
onwTtenHa-bapp (EBV). Cneuududeckas akTtMBHOCTbL Habopa
peareHToB goka3aHa npu muccnegosaHun naHenn QCMD, a Takxke
Npu wuccnegoBaHUM KAMHMYECKOro Martepuana c nocrneayrowmm
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noaTBepXaeHNEM pesynbtata  MeTOAOM  CEKBEHWPOBAHUS
doparMeHTOB amninukaunu.

[Tloka3aHO OTCYTCTBME aKTUBHOCTWM KOMMOHEHTOB Habopa B
oTHoweHun OHK gpyrmx BupycoB (UMTOMeranoBupyc 4ernoBeka,
BUpYC npocToro reprneca 1 v 2 tuna, BMpyc repneca 6 n 8 tvna,
Bupyc Bapuuenna-3octep, Parvovirus B19 n gp.), 6akrepuanbHbIX
Bo3OyanTenen (Streptococcus pyogenes, Staphylococcus aureus,
Streptococcus agalactiae n gp.) u 1HK 4yenoseka.

MEPbI NPEOOCTOPOXXHOCTHU

PaboTta gomkHa npoBoauMTbCA B NabopaTtopuu, BbIMOSTHAOLLEN
mMonekynapHo-omnosnorndeckue (MUP) ncecnegosaHna KNMHMYECKOro
mMatepuana Ha Hanuuyme Bo3byautenen MHPEKUMOHHLIX BonesHen,
Cc cobntogeHnemMm caHuTapHo-anmgemmnyeckux npasun CI1 1.3.2322-

08 «besonacHocTb paboTbl ¢ MukpoopraHuamamu -1V rpynn
naTOreHHocTM (onacHocTn) wun BO30yauTENaAMU nNapasuTapHbIX
oonesHen», CaHnlluvH 2.1.7.2790-10 «CaHuTtapHo-

anungemMunonornyeckme TpeboBaHnsa K obpalleHnio ¢ MegULUHCKUMU

oTxogamm» U MeTogudeckux  ykaszaHum MY  1.3.2569-09

«OpraHmnzauma paboTbl nabopaTopui, UCNONb3YOLWNX MeTOoAabl

aMmnnndurkaumum HyKnenHoBbIX KUCAOT nNpu pabote ¢ maTepunanom,

cogepXxaLwinm MukpoopraHnamsl |-V rpynn natoreHHoCTu».

[Mpn paboTe Bceraa crieayeT BoIMONHATL cregyowme TpeboBaHus:

- Cnepyetr paccmaTtpumBaTb  uccrnegyemble  obpasubl  Kak
NH(EKUNOHHO-0OMNACHbIE, OpraHM3oBbLIBaTbL paboTy M XxpaHeHUe B
cootBeTcTBMN C CI1 1.3.2322-08 «be3onacHocTb paboTbl C
MuKpoopraHmamamu |lI-IV rpynn natoreHHOCTM (OnacHoOCTU) u
BO3OyauTenaMmn napasutapHbiX 60ne3Heny.

- Ybupatb U pges3vHduuupoBaTb pasnutble obpasubl  Unn
peakTuBbl, WUCNONb3ya Ae3vHduuupylowme cpeacrea B
cootBeTcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHmamamm -V rpynn naTtoreHHocTM (onacHoOCTU) u
BO3OyauTENnAMU NapasutapHbiX 60Ne3HeEN».

- JlabopaTtopHbin npouecc [omkKeH OblTb OAHOHaMNPaBrEHHLIM.
AHanms npoBoanTCS B OTAESbHbIX NOMELLEHUsIX (30Hax). PaboTy
cnegyet HauynHatb B 30HE JKCTpakuuu, npoposikaTe B 30He
Amnnudpmkaumm un  Hetekumn. He BosBpawartb obpasusl,
obopyaoBaHWe N peakTuBbl B 30HY, B KOTOpoMW Obifa npoBeadeHa
npegblaywias ctagms npouecca.
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- YpanaTb HEUCnonb30BaHHblE peakTUBbl B COOTBETCTBUM C
CaHllH  2.1.7.2790-10 «CaHuTapHO-3NNaEMNONOrnyecKme
TpeboBaHus K 0bpalleHnio C MeEAULUMHCKUMN OTXO4aMmn».

BHUMAHUE! [lpu ypaneHunm oTxogoB nocre amniundukauum

(Nnpobupok, cogepxawmx  NPOAYKTHI MUP)  HepgonycTMmo

OTKpbIBAHWE nNpPoOMPOK UK  pasbpbi3rMBaHne  COOEPXUMOrO,

MOCKOSbKY 9TO MOXET NPUBECTM K KOHTaMuHauuu npogykramu MLP

nabopaTopHOM 30HbI, 000pPYLOBaAHUS N peareHToB.

- lNpumeHaTb Habop CTPOro NO Ha3Ha4eHWo, COrfacHo OaHHOW
NHCTPYKLMN.

- [JonyckaTb K paboTe ¢ HabopoM TONLKO cneunanbHO 06yYEHHbIN
nepcoHarn.

- He ncnonb3oBaTtb Habop Mo UCTeyeHnn cpoka rogqHOCTH.

- Wcnonb3oBaTb 0gHOPAa30BbLIE NepyaTku, nabopaTopHble xanaThl,
3almuwiate rnasa BO BpemMsa pabotbl ¢ obpasuamu 1
peakTnBamu. TaTenbHO BbIMbITb PYKM MO OKOHYaHUN paboThl.

- W3beraTb KOHTaKTa C KOXEW, rrnasaMmm n crim3ancton ob6onoYkon.
[Mpn KOHTaKTe HeEMeANEHHO NPOMbITb NOpPaXeHHOEe MECTO BOAOM
n obpaTnTbCs 3a MEANLMHCKON MOMOLLGHO.

- Jluctel 6esonacHoctn matepumanoB (MSDS — material safety
data sheet) gocTynHbI NO 3anpocy.

AOONOJIHUTENbHbLIE MATEPUAITblI U OBOPYOOBAHUE

[TpoBegeHMe NpeaBapuTENbLHOM NOArOTOBKM MaTepmuana:

1. TEMOJIUTUK (TY 9398-097-01897593-2010) — peareHT And
npenobpaboTkn uenbHOWM nepudepndeckon u  MynoBUHHOM
kpoBu (npomssoactBa OHObYH LUHWUW  3nunoemunonorum
PocnoTtpebHagsopa).

2. OgHopasoBble MONUMPONUIIEHOBbIE 3aBUHYMBAKOLWMECH UMK
NAOTHO  3akpbiBawowmecsa npodbupkn obvemom 1,5  Mn
(Hanpumep, Axygen, CLLA).

QkcTpakumsa OHK n3 obpasuos (3OHA 1):

3. KomnnekT peareHTtoB ans sblgenenusa «PUBO-npen» (TY 9398-
071-01897593-2008), «OAHK-cop6-B» (TY 9398-003-01897593-
2009) wnn gpyrme  pekomeHgoBaHHble  OBYH  UHUA
anngemmnonornn PocnoTpebHaasopa — npu pabdote ¢ dopmon
KoMnnekrauum 2.

4. [ononHuTenbHble MaTepuanbl 1 00opyaoBaHUE AN IKCTPaKUNK
OHK — cornacHO WHCTPYKUMW K KOMMIEKTYy peareHToB [Ans
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BblaeneHuns OHK.

5. ABTOMaTtuyeckas ctaHuus anga akctpakumm PHK/OHK (Hanpumep
NUcliSENS easyMAG (bioMérieux, ®paHuusg) — npu
MCNOSIb30BaHMN aBTOMATUYECKUX CTaHUMW Ang  9KCTpakuuu
HYKNEWUHOBbIX KUCIIOT.

6. Habop peakTMBOB M pacxogHbiX MaTepuanoB K aBTOMaTUYECKOMN
ctaHumn (Hanpumep NUcliSENS easyMAG (NucliSens 6ydep
ansa  akctpakumm 1, NucliSens Oydep ans aKkCcTpakuum 2,
NucliSens Oydep ansa akctpakumm 3, NucliSens 6ydep ansd
nnauca, NucliSens marHeTusmpoBaHHast cunuka) (bioMérieux,
®dpaHuma)) — Npu NCNosib30BaHMM aBTOMaTUYECKUX CTaHUUI ONns
9KCTPaKLMN HYKITEMHOBbIX KACHOT.

7. OgHopasoBble MONUMPONUIIEHOBbIE 3aBUHYMBAKOLWLMECH UMK
NMOTHO 3aKkpbliBawowmeca npodbupkn Ha 2,0 mn (Hanpumep,
Axygen, CLLUA) — npu ncnonb3oBaHnM aBTOMaTUYECKUX CTAHLUN
OS5 OKCTPaKUUM HYKNENHOBLIX KUCIIOT.

[MpoBeaenue MLIP n rnbpuansaumnoHHo-bnyopecUeHTHON OeTEKLMN

npoaykToB [NLP-amnnudukaumnn. (SOHA 2):

8. MNuP-6okc (Hanpumep, «BAB-IUP-«JTamnHap-C»,
«JlamuHapHble cuctembl», Poccus).

9. UeHtpudpyra/soptekc (Hanpumep, «T3ITA-2», «buokomy,
Poccus).

10.ABTOMaTM4ECKME O03aTopbl NepeMmeHHoro obvema ot 5 go 20
MK 1 oT 20 go 200 mkn.

11.0aHopa3soBble HakoHeYHUKN ¢ punbtpom go 100 n 200 mkn B
lTaTUBax.

12.ltatmebl onsa npobupok obvemom 0,2 mn wmnm 0,1 mn (B
3aBMCUMOCTHN OT MUCNob3yemMoro npmnbopa).

13.XonoguneHuk oT 2 Ao 8 °C ¢ MOpPO3UIIbHOMN KaMepon He Bbllle
MuHyC 16 °C an4a sbigenieHHbix npob OHK.

14.0ToenbHbIN Xanat, wano4ykm, obyBb M O4HOPA30BLIE MepYaTKu
no MYy 1.3.2569-09.

15.EmkocTb anga cbpoca HaKOHEYHMKOB.

16.lMporpammupyemMmbii  aMmnnndumkaTop C CUCTEMOM OeTeKkunu
dNyopecueHTHOro curHana B pexmnme «peanbHOro BpPEMEHUN»
(Hanpumep, Rotor-Gene 3000/6000 (Corbett Research,
AscTpanusi), Rotor-Gene Q (Qiagen, 'epmaHug), iCycler iQ5
(Bio-Rad, CLLUA), Mx3000P (Stratagene, CLUA), «O4T-96» («OHK-
TexHonorus», Poccuda) n pekomeHgpoBaHHble OBYH ULHUA
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AnmaemMunonormum PocnoTtpebHansopa B MeTOONYECKNX

pekoMeHaaumnsx no NpUMEHEHU0 gaHHOro Habopa peareHToB).

17.0gHopasoBble  nonunponuneHosble npobupkn ana  [UP
oobemom 0,2 mn unu 0,1 mn:

a) TOHKOCTEHHble npobupkn ana TP obbemom 0,2 mn c
BbINYKNOW Kpbiwkon (Hanpumep, Axygen, CLA) — npwm
MCcnosib30BaHUM Nnpmbopa nraHWeTHOro TMna;

6) TOHKOCTEHHble npobupkn ana lNUP obvemom 0,2 mMn ¢
NNocKon Kpbiwkon (Hanpumep, Axygen, CLUA), nnn npobupkm
anga MNUP k Rotor-Gene, o6bemom 0,1 mn B cTpunax no 4 wr.
C Kpblwkamn (Hanpumep, Corbett Research, AscTpanus;
Qiagen, [epmaHusi) — npu uUcCnonb3oBaHUM npubopa
POTOPHOro TUna.

B3ATUE, TPAHCITOPTUPOBAHUE N XPAHEHUE
UCCNEOYEMOI'O MATEPUAIA

[lepen  Hayvanom  paboTbl cnegyeTr  O3HAKOMUTbCA  C
MeToaNYEeCKUMN pekomMeHgauusimm  «Basatne, TpaHcnopTuUpoBKa,
XpaHeHne KnuHudeckoro wmartepuana ansa [LUP-gnarHoctnkmny,
paspabotaHHbiMn PI'YH LHWNG PocnotpebHaa3opa, Mocksa,
2008 .

MaTepuanom ans wuccnegoBaHUsi CAYXWT  LUefbHasi KpPOBb,
nenkouuTbl KpoBu, BuonTtaTbl BHYTPEHHNX OPraHoB, CIllOHA, CMbIBbI
MW Maskm Wn3 POTOrNoTkM, nnasma nepugepmyeckon Kposw,
aMHMOTMYECKas! KMOKOCTb, CMMHHOMO3roBasi XWUAOKOCTb (FIMKBOP),
BpoHX0anbBEONAPHbLIN NaBax.

NMNOoAroToOBKA UCCIJIEAYEMOI'O MATEPUAIJIA K
SKCTPAKUMN OHK
- uenbHasa nepudepunyeckas U NnynoBUHHasi KpOBb

[Mepen aKkcTpakumen HeobxogmMmo npoBecTn npenobpaboTky
kKpoBu: B 1,5 Mn npobupky Tnna «3dnneHaopd» BHECTU OTAENbHbLIM
HakoHe4Hukom 1,0 mn remonutmnka (npoussoactea ®bYH LIHUU
anmgemunonornn PocnoTtpebHaasopa) u 0,25 mn uenbHOM KpoBMW.
AKKypaTHO nepemellaTb COAepXMMOe MPOOUPKN Ha BOPTEKCE U
OCTaBUTb Ha 10 MUH, nepuoagnvecku nepemeLunBasl.
LleHTpudpyruposatb npodbupkn Ha MUKpoueHTpudpyre npu 8 ThbiC
00/MNH B TevyeHue 2 MUH. HagocagoyHyr XWOKOCTb oTobpatb C
NOMOLLbIO BaKyyMHOro otcacbiBaTens, He 3ageBas ocagka. [locne
OTMbIBKM OCafoOK KMeToK [ofmkeH ObiTb 6enbiMm, goryckaetcs
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Hanuune TONbKO HebonbWOro Hareta po30BaTOro LUBeTa Haj
ocagKom (ocTaTkm paspyLeHHbIX 3pUTPOLINTOB). Mpw
HeobXoOMMOCTM  MOXHO MOBTOPUTb  OTMbIBKY  FE€MOSIUTUKOM.
[ToflydeHHbIN OCafoK JIEMKOUMTOB [[OSMKEeH OblTb HemMeasieHHO
NN3nNpoBaH (B Criyyae aKCTpakumm ¢ nomouwbio komnnekrta «PUBO-
npen» gobasute 300 MK nuaMpylowero pacteopa U B
nocnegywowem Bblgenuts HK B COOTBETCTBUM C UHCTPYKUMEN K
Habopy peareHToB «PWUBO-npen», He gob6aBnas Nu3npyroLnn
pacTBOpP MOBTOPHO) WM 3aMOPOXEH MNpuU TemMnepaType He Bbllle
MUHYC 68°C Ha OnuTernbHOe BpeMs.
- benble KNeTku (nevkoumtapHasi macca) nepucepuyeckomn
U/ NynoBMHHOW KPOBU

[MonyyaloT 13 uenbHOW nepudepruyeckon u/vnu nNynoBUHHOM
KpoBU. KpoBb MOXET XpPaHWTbLCA MPW KOMHATHOW TemnepaTtype B
TeyeHune 6 4 ¢ MomeHTa B3aTuA. [1na otbopa 6enbix KNeTok Npobupky
C KpoBblOo UeHTpudpyrmposatb B TeyeHne 20 muH npu 800-1600 ¢
(3Tbic 06/MMH), nocne QaToro oOTobOpatb Geny  NNeHky,
oOpasyloLLylocs Ha MOBEPXHOCTU oOTcTosiBLWEnca kposu. [anee
NpoBecTM npenobpaboTKy, ONUCaHHYK Bbllle OnA  UenbHOW
nepudepnyeckon “ MNyrnoBMHHOM KpoBW. [onyckaeTcs XpaHeHue
BGenbIX KMeTok nepudepndeckor W  MNyNnoBUHHOW KPOBM  MNpwU
TemnepaTtype He Bbiwe MUHYc 68 °C B TeyeHue [OnnUTESbHOro
BPEMEHW.
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COCTAB

Komnnekt peareHtoB «PUBO-npen» BapuaHT 100 — KOMMnekT
peareHToB ans solgenenns PHK/OHK na knnHndeckoro matepunana
— BKIKHOYaeT:

Peakmue OnucaHue O6rem, ms1| Kos-eo
PacTBoOp Ana nusuca g%@%%i:ﬁ?g:@mcm 30 1 donakoH
PacTtBop Ana npeuunutauum Qﬁgig(?:: as BecupeTHan 40 1 conakoH
PactBop Ansa otMmbIBKY 3 Qﬁgig??: as GecusetHas 50 1 donakoH
PacTtBop Ansa oTMmbIiBKU 4 Qﬁzigs;l: ast becupeTHas 20 1 conakoH
PHK-Gycbep Mpospauran GeoLBeTas |15 | & nposupor

Komnnekt peareHToB paccuyutaH Ha BbligeneHne PHK/OHK n3 100
NpoO, BKIOYas KOHTPOSN.

Komnnekt peareHTtoB «[LP-komnnekT» BapunaHt FRT-100 F —
KOMMMNEKT peareHToB Ansd aMmnindukaumm u KOJIMYECTBEHHOro
onpegeneHna  OHK  Bupyca  OnwrtenHa-bapp (EBV) ¢
rmopnan3aunoHHO-PyopecUeHTHON  OEeTEKUMEN B pexunme
«pearnbHOro BpeMeHu» — BKIOYaerT:

Peakmue OnucaHue O6BLeM, mn Kon-eo
Eg:—:/nicl:-‘:i;l? EBV Qﬁgigg::aﬂ OecuBeTHas 0.6 2 NPOGMPKN
NUP-cmece-2-FRT Mpospasan Gecuse™an | o3 | 2 npobupin
Monumepa3sa (TaqF) Qﬁgigg:: asl BecLpeTHas 0,03 2 npodupku
PHK-6ychep Mpospauan Gecuserian| o6 | 1 nposupra

KSG1 Mpospairan BeoseTad | 05 | 1 mpodupra
A ampeoPt! Ikscz | Mpospashan Geciemi@n | 05 | 1 nposupra
PHK-6ydep Qﬁgigs:: an becupeTHasn 1,2 1 npobupka

Komnnekr peareHToB paccyutaH Ha npoBedeHne 110 peakunu
amnnudukaumm, BKNOYaa KOHTPOSN U KanmbpaTopsl.

% MNpu xpaHeHUn pacTBopa Ans nuauca npu Temnepatype oT 2 Ao 8 °C Bo3MOXHO ob6pa3oBaHme
ocajka B BMAe KpuUCTansmnos
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K KOMNNeKkTy peareHToB npunaralTcs KOHTPOmNbHble o06pasupbl
aTana 3KCTpaKLUUW;

Peakmuse OnucaHue O6BeM, M1 Kon-eo
OKO Mpo3payvHasa 6ecuBeTHas 12 2 NpoBMpPKA
XMOKOCTb
NMKO OHK EBV un HK 4yenoBeka Mpo3pavirast becupeTHas 0,1 2 Npo6bupkm
XMOKOCTb
Mpo3payHasa 6ecupeTHas
BKO STI-87 XUIKOCTb 0,6 2 NpoBupkK

NMPOBEOEHUE NUP-UCCNEOOBAHUA

[MLP-nccnegoBaHne cOCTOUT U3 CriegyroLmnx 3Tanos:

- OkcTtpakuma OHK n3 nccnegyembix ob6pasuos.

- [lpoBeneHue amMmnnndukauum C rmépuansaumnoHHO-
donyopecueHTHON OeTeKUMEN B pexrme «pearibHOro BpeMeHmy.

- AHanus n nHTepnpeTauus pesynbLTaTos.

[etanbHaa wHQopmauusa no npouenype nposeneHna [1LP-
nccrnenoBaHMsa B 3aBUCMMOCTU OT MUCMOSib3yemMoro obopyaoBaHUs
N3noXeHa B METOANYECKMX peKoMeHZaumnax no MNpUMEHEHNIO
Habopa peareHTOB [ONs  BbISIBMIEHUST W KOSIMYECTBEHHOIO
onpeaenenuna OHK supyca OnuwTtenHa-bapp (EBV) B kKnnHMyeckom
MaTtepuane MeTogoMm nonumepasHou uenHonm peakuuun (MUP) c
rmépuansaumoHHo-onyopecueHTHON  aeTekunen «AmMnnnCenc®
EBV-cKkpnH/MoOHUTOP-FL», pa3paboTaHHbIX dbYH LIHNI
Inuagemuonornn PocnoTtpebHansopa.

AKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB

Onsa  akctpakumn [OHK wucnonb3yotca Habopbl peareHTos,
pekoMeHOBaHHbIe dBbYH LHAU AnNMaemMmmnonormu
PocnotpebHagsopa, B  COOTBETCTBMM C  MHCTPYKUMEN K
ncrnonbdyemomy  Habopy. 3Ikctpakuma [OHK 13 kaxgoro
KnuHndeckoro obpasua npoBOAUTCS B MPUCYTCTBUN BHYTPEHHETO
KOHTpONnbHOro obpasua — BKO STI-87 (B kaxgbin obpaseu
pobaensietca 10 mkn BKO STI-87). B npobupky oTpuuatenbHOro
kKoHTponsa (OK) akctpakumm BHectn 100 mkn OKO. B npobupky
nonoxutenbHoro kKoHTpons (1K) akctpakummn BHectn 90 mkn OKO n
10 mkn NMKO OHK EBV u OHK yenoBeka.
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NPOBEOEHUE AMMIIM®UKALMU C OETEKLUMEN B PEXXUME
«PEAJNIbHOIO BPEMEHW»

Oowmn o6 beM peakLuMOHHON cMecHu — 25 MK, BKIOYasa oobLem
npo6bl AHK — 10 mkn.

A. NMoproroBka Npoo6upok ana amnnudunkaumm

BbiGbop npobupok ana amnnudpukaumMm  3aBUCUT  OT
ucnosnib3yemoro amnnucpukatopa ¢ CUCTEMON [eTeKuMn B
peXxunme «peanbHOro BpeMeHmn».

Ona BHeceHMsas B nNpooupkun peareHtToB, npo6 [OHK wu

KOHTPOSiIbHbIX 0Opa3uoB  MUCMNOSb3YTCA  OAHOpa3oBbIe

HaKOHEeYHUKN ¢ (punbTpamMu.

1. lMNpepBaputenbHo Heobxoaumo noarotoButb cmMmecb [LP-
cmecun-2-FRT n nonumepasbl (TaqF). Copgepxumoe ogHon
npobupkn ¢ nonumepason (TagF) (30 mkn) Heobxoanmo
NonHocTblo nepeHectn B npobupky c [MUP-cmecblo-2-FRT
(300 mKn) 1 akkypaTHO NepemMellaTb Ha BOPTEKCE, He AorycKas
obpasoBaHus neHbl. [lpomMapkmpoBaTb NPOOMPKY, ykasas gaTty
NPUroTOBIEHUS] CMECH.

BHUMAHUE! [MpurotoBrieHHad CMEcCb paccymTaHa Ha

nccneposaHme 60 obpasyoB. CMecb XpaHUTb Npu TemnepaTtype oT

2 po 8°C B TeyeHne 3 MeCc U ucnonb3oBaTb MO Mepe

HeobXoaUMOCTMW.

B cnyyae ecnu paHHaas CcMeCb He MOXeT ObITb
u3pacxogoBaHa B TeyeHMe Tpex MecsiueB, Heobxoaumo
roTOBUTb CMECb Ha MeHblUlee KONIM4YeCcTBO peakuun, Hanpumep,
cmewatb 150 mkn MNUP-cmecun-2-FRT n 15 Mkn nonumepasbl
(TaqF) (nony4yeHHaa cmecb paccuuTtaHa Ha 30 peakuun)

2. lMNoarotoBuTb peakumoHHyt cmecb. CneayeTr yuuTbiBaTb, YTO
AnNA TeCTUpPOBaHUA Aaxe oAHOro muccriegyemoro obpasua
AOHK B kKayecTBeHHOM dopmaTe Heob6xoAUMMO NPOBOAUTL

NOCTaHOBKY ABYX KOHTPOJSbHbIX To4ekK 3aTana
amnnudukaummn MUpP: MNONOXUTESTbHbIN (KSG2) n

oTpuuaTteneHblh  KoHTporb  [LUP  (PHK-b6ydep). A ansa
TeCTUPOBaHUA faxe ogHoro uccrnepayemoro oopasua HK B
KOoNmM4ecTBeHHOM opmate HeobxoaAMMO MNPOBOAUTL
NOCTaHOBKY nATU KOHTPOJSIbHbIX To4ek JaTana
amnnudukauum MNMUP: aBa kanubpartopa (KSG1 n KSG2) no
ABa noBTopa u oTpuuartenbHbit kKoHTposb MLUP (PHK-6ydep).
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Kpome Toro, Heobxogmmo 6paTb peareHTbl € 3anacom:
paccunTbiBaTb Ha OA4HY peakuuto bonbLue.

3. B otgoenbHon npobupke cmewats [MUP-cmecb-1-FL EBV
CKPpUH/MOHUTOP M 3apaHee noarotoBneHHyw cmecb [LP-
cmecun-2-FRT u nonunmepasbl (TagF). PacyeT npowunssoantcs
NCXOOA U3 TOro, YTO Ha Kaxayto noctaHosky MNLP noer:

— 10 mkn MUP-cmecun-1-FL EBV ckpuH/MOHUTOP,
— 5 mkn cmvecu NMUP-cmecn-2-FRT n nonumepasbl (TagF).
CoenaTb pacyeT Ha HeOH6XoAMMOE YMCNOo peakumin, BKNovarLlee

TECTMPOBaHME WUCCreayeMbIX U KOHTPOSibHbIX 00pasuoB, MOXHO

COrnacHo pac4yeTHou Tabnuue, npuBegeHHon B NpunoxexHun 1.

BHUMAHMUE! [Npn ogHoBpemeHHOM uccrnegoBaHum 60 obpasuos

BO3MOXHA YMNPOLLEHHAsi CXema nMpPUroTOBMEHUST CMEeCU:. BCe

cogepxunumoe opgHon npobupkn c [LP-cmecblo-2-FRT 1 ogHown

npobupkn ¢ nonumepason (TagF) nepeHectn B npodbupky ¢ MUP-
cmecblo-1-FL EBV ckpuH/MoOHUTOP.

4. OTobpaTb Heobxoaumoe KOSIM4ECTBO npobupok  ansd
amnnudunkaunun mnccnegyemblX U KOHTPONbHbIX obpasuos OHK.
Tun npobupok BbIGpaTb B 3aBMCUMOCTM OT WUCMONb3yeMOoro
npubopa. Packanate B npobupkn no 15 MKN rotoBon
peakuMOHHOM CMECMW.

5. B npobupkn c peakuynoHHon cmecbio gobasutb no 10 Mkn
nccnegyemon [HK, BblgeneHHOM U3 KIIMHUYECKUX WU
KOHTPOSbHbIX 06pa3LoB.

6. 0nsa npoBedeHUs KAYECTBEHHOIO aHanmsaa:

a) oTpuuartenbHbin KoHTponb MNMUP (K-) —BHecTn B npobupky
10 mkn PHK-6ydepa;

6) nonoxutenbHbin KOHTponb MNLP (K+) — BHecT B npobupky
10 mkn KSG2.

Onsa npoBegeHns KONMYeCTBEHHOIO aHanunaa:

a) otpuuartenbHbin KOHTponb lMLUP (K-) — BHecTn B npobupky
10 mkn PHK-6ydpepa;

6) kanubpaTtopbl KSG1 n KSG2 — BHecTn B ABe Npobupkn no
10 mkn kannbpatopa KSG1 n B aBe npobupkn no 10 mkn
kannopaTtopa KSG2.

b. lMpoBegeHne amnnudpukauum C peTekUMen B pexume
«pearibHOro BpeMeHu»
1. YcTaHoBUTb NPOOUPKM B peaKUNOHHbBIN MOAYMb.
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2. 3anporpammumpoBaTtb npnbop ans BbIMOSIHEHNS
COOTBETCTBYHOLLEN MporpaMmbl amnnudukaumm u AOeTekuun
pnyopecueHTHOro curHana corfnacHo OnMuMCaHul ASs OAaHHOTro
npuodopa (cm. Tabn. 1an 16).

Tabnuua 1a
Mporpamma amnnucpukaummn «AmnnuCeHc-1» ana npubopoB
poTopHoro Tuna’

° U3mepeHue Kosn-eo
Sman Temnepamypa, °C Bpewmsi
¢hnyopecyeHyuu yuksoe
Hold/ Yoepx. 95 15 st B .
TEeMN-pbl
i 95 5¢ _
Linowponae 60 20¢ - 5
72 15 ¢ _
95 5¢ _
Cycling 2/ FAM/Green,
LinknupoBaHvie 60 20c JOE/Yellow, 40
P ROX/Orange
72 15 ¢ _
Tabnuua 16

Mporpamma amnnucpukaumm «AmnnuCeHc-1» ana npubopoB
nnaHweTHoro Tuna’

Ljukn Temnepamypa, °C Bpemsi NI SoHEE
¢hriyopecueHyuu yuksioe
1 95 15 MuH - 1
95 5c¢c -
2 60 20c — 5
72 15¢ -
95 5c¢c -
FAM, HEX/ JOE,
3 60 30c ROX 40
72 15¢ -

3. o OKOHYaHMM BbINOMHEHUS NPOrPaMMbl MPUCTYNUTb K aHanuay
pe3ynbTaToB.

AHANN3 W UHTEPNPETALUUA PE3YJIBTATOB
[Nony4eHHble AaHHble — KpUBbIe HaKoMnneHnsa rnyopecLeHTHOro

® Hanpumep, Rotor-Gene 3000 u Rotor-Gene 6000 (Corbett Research, Asctpanusi) u

pekomeHgoBaHHble ®BYH UHWW  O3Onugemmonormm PocnotpebHags3opa B METOAMYECKUX
pekoMeHAaumax No NPUMMEHEHUI0 AaHHOro Habopa peareHToB

* Hanpumep, «OT-96» («[OHK-TexHonorma», Poccust), iCycler iQ5 (Bio-Rad, CLLUA), Mx3000P
(Stratagene, CLIA) n pekomeHgoBaHHble ®BYH LHWUWN 3Bnugemmnonornn PocnotpebHagsopa B
MEeTOANYECKMNX PEKOMEHAALUMSIX MO NPUMEHEHMIO AaHHOrO Habopa peareHToB.
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curHana no [ABYM KaHanam — aHanu3mpyrTcad C MNOMOLLbIO
nporpaMmmHoro obecneyeHuss npubopa, WUCNONbL3YyeEMOro Ans
npoBegeHns nupP C rmopnamnsaumnoHHO-PIIyopecUeHTHOM
OeTekumen B pexxmMe «peanbHOro BpeEMEHN .

Mo kaHany — FAM/Green pernctpmpyeTtcsl HakonseHue nNpoaykra
amnnudukauymm ydyactka OHK B-enobuHoeozo 2eHa (BKO Glob),
no kaHany JOE/HEX/Yellow — OHK EBV (NMKO OHK EBV un OHK
yenoBeka), no kaHany ROX/Orange - HakonneHue npoaykra
amnnndukauum yyactka JHK BKO STI-87 (BKO STI-87).

[Mpun akcTpakumm ToTanbHon AHK 13 cycneHammn KneTok (uesnbHas
KPOBb, NENKOLMTbl __KPOBWU, BuonTatbl BHYTPEHHUX OPraHoB)
YUYUTbIBAKOTCA pe3ynbTaTtbl MO OBYM KaHanam: No KaHany -—
FAM/Green — perncTpupyeTtcsa HaKonneHue npoaykta
amnnudukauymm ydactka OHK B-enobuHosozo 2eHa (BKO Glob),
no kaHany JOE/HEX/Yellow — AHK EBV (NMKO OHK EBV n OHK
yerioBeka).

[Mpu _skctpakunn OHK uv3 nnasmbl _nepudepnyeckon KpoBM,
aMHUOTUYECKON  XXWMOKOCTWU, CIIOHbI, CMbIBOB W Ma3KoB U3
POTOIIOTKM, CNUHHOMO3IOBOW XUOKOCTU (nukBOpA),
BPOHX0aNbLBEONAPHOIO  faBaXa  COBMECTHO  C  BHYTPEHHUM
KOHTPOSIbHbIM _06pa3suoM yy4uTbiBAKOTCA pesynbTaTtbl MO ABYM
kaHanam: no kaHany JOE/HEX/Yellow — OJHK EBV (IMKO OHK EBV
m OHK u4enoBeka), no kaHany ROX/Orange - HakonneHue
npogykta amnnmngukaumm yyactka AAHK BKO STI-87 (BKO STI-87).

Pe3ynbTatbl MHTEPNPETUPYIOTCA Ha OCHOBaHUKM Hanuuuns (Unu
OTCYTCTBUSA) nepeceYyeHuns KpUBOW donyopecueHumn C
YCTaAHOBJIEHHOW Ha 3aJaHHOM YPOBHE MOPOroBOM JIMHUEW, 4TO
COOTBETCTBYET HanMMunio (U OTCYTCTBUKD) 3HAYEHUA MOPOroBOro
uukna Ct B cooTBeTCTBYOWEN rpade Tabnuubl pesynbtaToB (CM.
NPUNOXEHUS K MUHCTPYKUMN AN UCMONbL3yeMoro npndopa).

PesynbTtaTt amMmnnmdukauum no KaHany cumuTaeTcd
rosiIoXKumersibHbIM, ecrin KpmBas priyopecueHunm nmeeTt TUMNUYHbIN
ons MNUP B pexnme «peanbHOro BpemeHm» S-obpasHbli BUA U
OOHOKpaTHO MepecekaeTcd C MOPOroBoM nuHWMEN B obnactu
OOCTOBEPHOro npupocta dornyopecueHumn.,

PesynbTar amnnndukaumnm no KaHany cunTaeTcd
ompuuamersibHbIM B CIlydae OTCYTCTBUA KPUBOW TUMNYHOWU (OOPMbI U
nepeceyeHns ¢ NOPoroBon nNuHMen (Het 3HadeHus Ct).
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Mpu 3kctpakumm totanbHou OHK n3 cycneH3mum KneTok
(uenbHaa KpPOBb, NEUKOUUTbI KPOBWU, 6uonTtaTbl BHYTPEHHUX
opraHoB) pe3ynbTaTbl MUHTEPNPETUPYIOTCA  CleayloLlum
obpa3om:

— AOHK EBV oGHapyxeHa, ecnu gna gaHHou npobbl B Tabnuue
pe3ynbTatoB Mo kaHany ana dnyopodopa JOE/HEX/Yellow
onpegeneHo  3Ha4yeHue  noporoBoro  uukna - Ct, He
npeBbllatouLee NOpPOroBoOro LUuKna NONOXUTESbHOIo
pesynbTaTta (onpegeneHne NoporoBoro LMKa NomnoXnTenbHOro
pesynbTata OMMCaHO B METOAMYECKUX peKkoMeHZaumsax o
NPMMEHEHUID  Habopa peareHToB ANd  BbISIBNIEHUS U
KonnyectBeHHoro onpegeneHus OHK supyca OnwTtenHa-bapp
(EBV) B KnuHMYecKkoM wmaTtepuane MeToAoM MoSiMMepasHoOU
uenHon peakummn (MUP) ¢ rmbpunansaunoHHO-GNyopecLeHTHON
netekumen «AmnnuCenc® EBV-ckpuH/MoHuTop-FL»). Mpu atom
KpuBasi conyopecueHUunn OaHHOM Npodbl OOMMKHA nepecekaTb
NopOroByto NNHUIO Ha yyacTtke XapaKTepHOro
9KCMoHeHunanbHoro nogbema onyopecueHuUni.

— AHK EBV He obHapyXxeHa, ecnn Anga gaHHou npobbl B Tabnuue
pes3yrnbTaToB No kaHany ansa dgpnyopodgopa JOE/HEX/Yellow He
onpegeneHo (OTCYTCTBYET) 3HadeHue noporoBoro uukna Ct
(kpnBasi prniyopecueHUnn He nepecekaeT NOPOroByko NMHUIO), a
B Tabnuue pesynbTatoB Mo KaHany pAana dnyopodopa
FAM/Green Onss kKadeCTBEHHOro TecTa 3Ha4yeHue MNoporoBoro
umkna Ct He npeBblllaeT ykasaHHOe BO BKnagbiwe, a Aand
KonunyectBeHHoro Tecta — konundectso [IHK BKO Glob 6onee
2000 konuin/peakumsi.

— PesynbTat aHannsa HeBanuAHbINA, eCNU ANs JaHHOM Npobbl He
onpegeneHo (OTCYTCTBYET) 3HayeHue noporosoro uukna Ct no
kaHany ansa dpnyopodgopa JOE/HEX/Yellow, n no kaHany ans
donyopodgopa FAM/Green gna Ka4yeCTBEHHOro Tecta 3Ha4yeHue
Ct bonee ykaszaHHOro BO BKnagbllwe, a Ansl KOSIMYECTBEHHOIO
TecTa - KONMM4ecTBO rEHOMOB 4erioBeka Ha peakuuo He
npesbiwaer 2000 konuin/peakuunsi. B atom cnyyae TpebyeTcs
nostopHo nposectn [1LP-nccnenosaHne cooTBETCTBYHOLWLENO
KIMHU4Yeckoro obpasua.

[Ons kKnuHuyecknx obpasuos, B KOTOpPbIX 3Ha4YeHust Ct no kaHany

JOE/Yellow/HEX npeBbIlWaloT nopor, ykasaHHbIA BO BKNagblle,
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pesynbTar cyMTaeTcsl COMHUTerNbHbIM. Heobxoammo npoBecTu
OOMONHUTENbHOE uccnegoBaHne pgaHHoro obpasua OHK B aByx
noBTOpax. B cny4ae nonyyeHuns BOCNPON3BOANMOro
NONMOXUTENbHOIO  3HAYEeHUs Ct — pesynbraT cuuTaTb
NonoXuTtesnbHbIiM. [pyn nony4eHnn HEBOCNPOU3BOAUMBLIX B ABYX
NOBTOpPaxX 3HAYEHNN — pe3yrbTaT CHNTAETCSH COMHUTENbHbIM.

[na Ka4yeCTBEHHOro TecTa B crnyvyae, ecrnim 3Ha4yeHne noporoBoro
umkna Ct no kaHany gna dnyopodopa FAM/Green npesbllaeT
yKa3aHHOe BO BKfagbllle, oTpuuaTenbHbI pe3ysibTaT cuyMTaeTcs
HEeAOCTOBEPHbIM.

Ona konundectBeHHoro tecta B cnyyae, ecnn [OHK BKO Glob
mMeHee 2000 konun/peakums KONUYECTBEHHbLIW NOMOXUTENBbHLIA UIN
oTpuuaTesnbHbIN pe3ynbTaT CYMTaeTCs He4OCTOBEPHbIM.

PesynbTtat lLP-uccnegosaHmna cuntaetcsa OOCTOBEPHbIM ecrn
nosflydeHbl NpaBusbHble pe3yrnbTaTbl A9 KOHTPOSIbHbIX 06pa3suoB
OK, TIK, K-, K+ (cm. Tabn. 2). [na Konn4yecTBeHHOro TecTa
pesynbtatbel no [MKO pgorkHbl yknagbiBaTtbCA B AnanasoH
KOHLEHTpaLUWN, YKa3aHHbI BO BKNaablwe K Habopy peareHToB.
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Tabnuua 2

Pe3synbTaTtbl noctaHoBKKU KoHTponen NUP-uccnepgosaHua

npu akcTpakuum TotanbHou [JHK 13 cycneH3um kneTok

(uenbHasa KPOBb, NEUKOLUTHLI KPOBU, OMonTaTbl BHYTPEHHUX
opraHoB)

KoHTponu- Pe3ynbTatbl amnnudmnkaumm no KaHany
KoHT- pyembin FAM/Green JOE/HEX/Yellow
ponb atan KauvectBeH- | KonunyectBeH- | KadectBeH- | Konuyectsen-
aHanu3sa HbI popmaTt| HbIM popmaT | HbIM popmaT | HbIM opmaT
OK OKCTpaKkums 3Ha4yeHne 3Ha4yeHwne 3Ha4yeHue 3Ha4veHune
AOHK, MNMUP OTCYTCTBYET | OTCYTCTBYeET OTCYTCTBYET | OTCyTCTBYET
3Ha4veHune
OnpepeneHo| OnpegeneHo | OnpegenexHo
yKnagbiBaeTcs
OKcTpakums 3Ha4eHue 3HayeHue 3HayeHue
MK B rpaHuLUbl,
AOHK, MNMuUP MeHbLLe MEHbLLe MEHbLLe
yKa3aHHble BO
rPaHNYHOro rPaHNYHOrO rPaHNYHOro
BKnagblwe
K nuP 3HauyeHne 3HauyeHune 3Ha4yeHune 3HauyeHne
OTCYTCTBYET | OTCYTCTBYET OTCYTCTBYET | OTCYTCTBYET
OnpepgeneHo OnpepgeneHo
3HayeHue 3HayeHue
K+ rnupP - -
MeHbLUE MEHbLLUE
rPaHNYHOrO rPaHNYHOrO
OnpegeneHo OnpegeneHo
KSG1, nuP i 3HayeHue Ctun i 3HayeHune Ctun
KSG2 pacyeTHas pacyeTHas
KOHLUEHTpaums KOHLEeHTpaums

Ona KonuyecTtBeHHOro TecTa pacyeT KOHUEeHTpauuum B

norapuncpmax konmn OHK EBV Ha cTtaHaapTHOe KONMYeCcTBO
kneTok (10°) B KOHTPOMbHbLIX W MccredyeMblx o6pasuax
(uenbHas KpoBb, NEMKOLUTblI KPOBWU, OMONTaTbl BHYTPEHHUX
opraHoB) npoBecTtu no chopmyne:
g { yucno_konut AHK EBV e [LP-npobe
qyucno_konut_[JHK Glob_e [lIL|P-npobe

2*10°} = Ig {konwit AHK EBV/10° kneTok}

[Ona BbipaXeHusa OTHocuTenbHOW KoHueHTpauun OHK EBV B
KOMUAX Ha cTaHOapTHOE KONMYeCTBO KMeToK (Hanpumep, Ha 105)
Ncnosib3yeTcs KO MUUMEHT nepecyeTa:

10° kneTok = 2*10° reHOMOB YenoBeka

Mpu 3kctpakumu OHK 3 nnasmbl nepudepunyeckon KpoBM,
aMHUOTUYECKOU XUOKOCTU WU CNUHHOMO3ITOBOM XWUAKOCTU
(nMkBopa), CHIOHbI, CMbLIBOB U MAa3KOB W3 POTOINOTKMW,
OpPOHXOaNbLBEONSAPHOro JflaBaXa COBMECTHO C BHYTPEHHUM
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KOHTPOJIbHLIM __00pasuoM pe3yfibTaTbl MHTEPNPEeTUPYIOTCA

crnenyrowmm obpasom:

— OHK EBV oOGHapyxeHa, ecnu gns gaHHon npobbl B Tabnuue
pe3ynbTatoB Mo KaHany ansa dnyopodopa JOE/HEX/Yellow
onpegeneHo  3HadeHMe  noporosoro  uumkna  Ct, He
npeBbilLaoLee 3Ha4eHne MoOporoBoro UMKa nonoXuTenbHoro
pesyrnbTaTta (onpegeneHne NoporoBoro LMKa NosnoXmnTenbHOro
pesynbTtata onucaHo B «MeToauyeckux pekomMeHgaumsax no
NpUMEHEHU0  Habopa peareHToB AN BbISIBNEHUA U
kKonnyectBeHHoro onpegenexHna OHK supyca 3nwrtenHa-bapp
(EBV) B KnuHMYecKkoM wmaTtepuane MeToAOM MoSiMMepasHou
uenHon peakuummn (MUP) ¢ rmbpunansaunoHHO-GNyopecLeHTHON
netekumeit «AMnnuCeHnc® EBV-ckpuH/MoHuTOop-FL»). Mpn atom
KpuBasi conyopecueHuMn gaHHOM Npolbl AOMMKHA nepecekaTtb
NopOroByto NNHUIO Ha yyacTtke XapaKTepHOro
9KCMOHeHunanbHoro nogbema onyopecueHuni.

— AHK EBV He oGHapyxeHa, ecnv ons gaHHown npobel B Tabnuue
pe3ynbTaToB No kaHany ansa dgpnyopodgopa JOE/HEX/Yellow He
onpegeneHo (OTCYTCTBYeT) 3HayeHue noporosoro uukna Ct
(kpnBasi priyopecueHUnn He nepecekaeT NOPoroBylo JNIMHUIO), a
B Tabnuue pesynbTatoB Mo KaHany pAana dnyopodopa
ROX/Orange 3HayeHue noporosoro uukna Ct He npeBblaeT
yKasaHHOe BO BKfagblLle.

— PesynbTaT aHanusa HeBanuAHbIWU, eCNU AN AaHHOW Npobbl He
onpegeneHo (oTCcyTcTByeT) 3HadeHne noporosoro umkna Ct no
kaHany ansa dnyopodgopa JOE/HEX/Yellow, n no kaHany ans
donyopodopa ROX/Orange 3HavyeHue Ct Takke He onpeneneHo
(OTCyTCTBYET) WNM MpEBbIWIAET 3HAYeHue, YyKasaHHOe BO
Bknagbiwe. B aTomM cnydae TpebyeTcsi MOBTOPHO MNPOBECTU
MUP-nccnegosaHne COOTBETCTBYHOLLEIO KIMMHUYECKOIro
obpasua.

Ona knuHnyecknx obpasuos, B KOTOPbIX 3HavyeHna Ct no kaHany
JOE/Yellow/HEX npeBbIlWaloT Nopor, ykasaHHbIA BO BKNagbllle,
pesynbTaTr CcyMTaeTcs COMHUTerNbHbIM. HeobxoanMmo npoBecTu
OOMOSTHUTENbHOE uccnegoBaHne gaHHoro obpasua OHK B aByx
NoBTOpax. B cny4ae nonyyeHuns BOCMPOM3BOAMMOrIO
NonoXuTtenbHoro  3HadeHma Ct  —  pesynbTar  cuyuTaTb
nonoxutenbHbIiM. [lpy Nony4yeHMn HEBOCNPOWU3BOAUMBLIX B [OBYX
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NOBTOpPax 3HAa4YEeHNN — pe3yrbTaT CHNTAETCH COMHUTENbHbIM.

PesynbTaTtbl BCEro 3SKCrnepumMeHTa CYUTAKTCHA [LOCTOBEPHbIMU
TONLKO B TOM Ccryyae, Korga nosfiydeHbl yOOBNETBOPUTESbHbIE
pesynbTaTbl NPOXOXAEHUS KOHTPONbHLIX obpasuos OK, MK, K-, K+
(cm. Tabn. 3). [ns konu4yecTtBeHHOro Ttecta pesynbtatbl no KO
OOSKHbI YKNaabiBaTbCA B AMana3oH KOHUEHTpaUWUKW, yKkasaHHbIN BO
BKNagbllle K Habopy peareHTos.

Tabnuya 3

PesynbTaTtbl noctaHoBKu KOoHTponen MNLUP- nccnegosaHnm npu
akcTpakumn AHK 13 nnasmbl nepudepunyeckon KpoBu,
aMHMOTUNYECKOM XXUOKOCTU, CMIUHHOMO3roBOM XXUOKOCTHU
(nukBoOpa), CNOHbI, CMLIBOB U MAa3KOB U3 POTOITIOTKM,
OpOHXO0anNLBEOSIAPHOro faBaxa COBMECTHO C BHYTPEHHUM
KOHTPOJbHbLIM 06pa3L oM

KoHTponu- Pe3ynbTatbl amnnudukaumm no kKaHany
KoHT- pyemMbin JOE/HEX/Yellow ROX/Orange
ponb aTtan KayecTBeh- KonunyecTtBeH- KayectBeH- | Konu4yecTtBeh-
aHanusa HbI bopmaTt HbI popmart HbI popmat | HbIM bopmaT
OnpegeneHo | OnpegeneHo
OK SKCTpakums 3HaveHune 3Ha4vyeHne 3Ha4vyeHune 3Ha4vyeHune
AOHK, MuUP OTCyTCTBYET OTCYyTCTBYET MEeHbLLEe MEHbLLEe
rPaHNYHOro rPaHNYHOrO
3HayeHune
OnpegeneHo OnpegeneHo | OnpegeneHo
yKnagbiBaeTcs
OKcTpakums 3Ha4yeHne 3Ha4yeHune 3Ha4eHne
MK B rpaHu1Lbl,
AOHK, MuUP MEHbLLEe MeHbLLEe MeEHbLLEe
yKa3aHHble BO
rPaHNYHOro rPaHNYHOro rPaHNYHOro
BKNagbille
K MupP 3Ha4eHune 3HayeHune 3HayeHune 3HayeHune
oTCyTCTBYET OTCyTCTBYET OTCYyTCTBYET OTCyTCTBYET
OnpepgeneHo OnpepgeneHo
3Ha4yeHne 3Ha4veHune
K+ nupP - -
MEHbLLEe MEeHbLLe
rPaHNYHOrO rPaHNYHOro
OnpepgeneHo OnpepeneHo
KSG1, nuP i 3HayeHne Ct u i 3HayeHne Ct u
KSG2 pacyeTHas pacyeTHas
KOHLEeHTpaums KOHLEeHTpauus

Ona kKonuyecTBeHHOro Tecta pac4yeT KoHueHTpauuu [OHK

EBV Ha mn obpa3ua ana nnasmbl nepudepnyeckon KpoBM,
aMHUOTUYECKON U CMUHHOMO3roBOM XWUAKOCTU (nukBopa),
CIIHOHbI, CMbIBOB " Ma3KoB u3 POTOrNOTKMN,
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6p0onaaneonﬂpHoro aBaXxa npoBoaunTCHA nNo cbopmyne:
KN oHK EBV = [KOHK EBV / KSTI-87] X k0oachcpmumenT BKO (konuir/mn)

K OHK EBV - konuyectso konuu [1HK EBV B npo6e [HK;
KSTI-87 - konunyecTBo konuun OHK STI-87 B npo6e AHK;
koachpumumeHt BKO — cootBetcTtByeT uncny konun BKO [OHK
STI-87 B npo6e OHK u ykazaH BO BKnagbiwe K KaXaon cepumn
HabopoB peareHTOB M cneuncpnyeH ANa Kaxgoro rfoTa.

K kaxgomy Habopy peareHTOB npunaraeTtcs BKnagbiw, B
KOTOPOM YKasaHbl KoHueHTpauuu NKO EBV n OHK yenoseka, BKO
STI-87 wn [OHK-kanubpartopoB, Heobxogumble AOnNs pacdeTa
KOHUEHTpaumMn uccriegyemMmblx nNpod M  OUEHKM [JOCTOBEPHOCTU
NOSTy4EHHbIX pe3yrbTaToB, a Takke 3Ha4YeHns noporosoro umkna Ct.
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CPOK TIOAoHOCTU. YclnoBuA TPAHCIOPTUPOBAHUA WU
XPAHEHUA

Cpok rogHocTn. 9 mec. Habop peareHTOB C WUCTEKLWNM CPOKOM
rOOHOCTU MPUMEHEHUI0 He noanexuTt. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY rOAHOCTU, yKadaHHOMY Ha STUKETKax
01151 HEBCKPbITbIX peareHToB, €CrN B UHCTPYKLUUM HE yKa3aHO MHOeE.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNoOpTUpPOBaTbL MNpU
Temnepatype oT 2 go 8°C He Gonee 5 cyt. lNpu nonyyvyeHuu
pa3ykoMMSieKToBaTb B COOTBETCTBUU c yKazaHHbIMU
TemnepaTypamm XpaHeHus.

XpaHeHue. KomnnekT peareHtoB «PUBO-npeny», «MUP-komnnekT»
XpaHuTb npu Temnepartype ot 2 go 8 °C. lNUP-cmecb-1-FL EBV
CKpuH/mMoHnTOop, MNUP-cmecb-2-FRT n nonumepasy (TagF) xpaHuTb
npu Temnepartype He Bbiwe MuHyc 16 °C. TNLP-cmecb-1-FL EBV
CKPUH/MOHNTOP XPaHUTb B 3allMLLEHHOM OT CBETa MECTE.

YcnoBua otnycka. [Ona  neyebHo-npodunakTU4ecknx  u
CaHUTaPHO-NMPOPUITAKTUYECKNX YYPEXOEHUN.

Peknamaunn Ha kadvectBo Habopa peareHToB «AmnnuCenc®
EBV-ckpuH/MoHUTOpP-FL » HanpaBnATb Ha npegnpuatTue-
narotosutens PbYH LHUWN Snupoemunonormn PocnotpebHansopa
(111123 r. MockBa, yn. HoBornpeesckas, 4. 3a) B otaen no padote
C peknamaumamMmm n opraHusaumm obyyeHua (ten. (495) 974-96-46,
dakc (495) 916-18-18, e-mail: products@pcr.ru) >

3aseaytowmn HIMJT OMAn3 E.H. PoanoHoBa

C/{’ﬁa//((’/(/’?((// E.N.HukoHoB

Hbccuickoit <Deuepauvm

° OT3blBbl M MPEONOKeHNs O NpoayKuMM «AMAANCEHC» MOXHO OCTaBWTb, 3aMONHUB aHKeTy
noTpebutens Ha cante www.amplisens.ru.
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NMPUNOXEHMUE 1
CXEMA NPUIOTOBNEHUA PEAKLMOHHbIX CMECEM

O6wmin o6LEeM peakLMOHHON cMecu — 25 MK,
BKntoYyasa o6bem npoobbl AHK — 10 mkn

O6bem peareHTOB Ha OA4HY peakLuio 10,0 5,0
Yucno knnHnyeckmx obpasuos Cwmechb MNUP-
ans ans NUP-cmecb-1-FL EBV | cmecu-2-FRT u
KOJNIMYeCTBEHHOro KayeCTBEeHHOro CKpUH/MOHMTOP* nonumMepasbl
onpeaeneHus onpeaeneHus (TagF)*
1 4 70 35
2 5 80 40
3 6 90 45
4 7 100 50
5 8 110 55
6 9 120 60
7 10 130 65
8 11 140 70
9 12 150 75
10 13 160 80
11 14 170 85
12 15 180 90
13 16 190 95
14 17 200 100
15 18 210 105
16 19 220 110
17 20 230 115
18 21 240 120
19 22 250 125
20 23 260 130
21 24 270 135
22 25 280 140
23 26 290 145
24 27 300 150
25 28 310 155
30 33 360 180

* - [NpuBedeHbl 3Ha4YeHUs1 C y4yeTOM 3anaca (pacdeT Ha OOHY
peakuuo 6onbue) nu ¢ y4eTom HeobXoaAMMOCTU MOCTAHOBKU MNATU
KOHTPOSbHbIX Todek (2 [OHK-kanubpatopa KSG1, KSG2 (no aBa
noBTopa) W oTpuuartenbHbin  KoHTponb PHK-6ydep) ans
KonnyectBeHHoro onpegenexdna OHK EBV v OByX KOHTPOSIbHbLIX
ToYyeK (MOSIOXKMUTENBHOMO W OTPUUATESNIBHOIO KOHTPONs) AfNS
KadecTBeHHoro onpegeneHuns [HK EBV.
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CUMBOIJbI, UCNONb3YEMbIE B NEYATHOM NMPOOYKLUU

OcTopoxHo!
Ob6paTtutechb K
ConpoBOAUTENBHON
AOKyMeHTaumm

REF Homep B kaTanore

MakcumarnbHoe
Yymncro TecToB

LOT Koa naptum

MN3nenne onsg in vitro
IVD Aenve A

UArHOCTHIM Mcnonb3oBaTb Ao

O6paTtutechb Kk
PYKOBOACTBY MO

= B0 <G B

[lata nameHeHusa

VER
akcnnyarauum
\l/ He gonyckaTb
OrpaHnyeHune e Aoy
- \ nonagaHus
Temnepartypbl
O COJTHEYHOro ceeTa
BepxHee orpaHunyeHne [ata
TemnepaTypbl N3roToBNEHUS
“ MpowussoanTenb
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