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BBEOEHMUE

LUMB-MHpeKLMa  WMPOKO  pacnpocTpaHeHa B  pa3HblX  BO3pPacTHbIX  rpynnax.
MHMUUMpPOBaHHbIA 4YenoBeK HABMSETCS pe3epByapoM BUpyca, W nepegava MHDeKUnm
NPOUCXOANT 4Yepe3 MNPSAMON KOHTAKT C WMHPUUMPOBAHHbLIM 4YE/IOBEKOM WAN €ro BblAeNeHUSMU
(rpyaHoe MONOKO, C/AOHa, Mo4Ya), MyTEM MOJIOBOro KOHTaKTa, nepenvBaHus MHPUUNPOBAHHOM
KPOBW MNM Yepes3 3apaXxXeHHbI TpaHcnnaHTaT. LUIMB MoXeT BbICTynaTb B KauyecTBe KOMHMeKUnmn
Npu MHQEKLMOHHO-BOCNANMNTENbHbIX YPOreHUTanbHbIX 3aboneBaHusx, oHa saBnsetcsa Hambonee
yacToli BPOXAEHHOM BUPYCHOW WHPekumnen [1-6]. WHIUUMpoBaHMe nMoga Nponcxoaut
TpaHcniaueHTapHO BO BPEMS NEPBUYHOM N BTOPUYHOM MHDEKLUNA Y BepeMeHHbIX XeHLWWH. Ans
HOBOPOXAEHHbIX,  MHPUUMPOBAHHbLIX BO BpeMs 6epeMeHHOCTW, CyLecTByeT  puCK
BO3HMKHOBEHUS OCNOXHEHWI B BuUAe MOTEPM ClyXa WAM HapyLeHWUs 3peHus, 3amenneHus
pa3BUTUA, TpyaHocTen c obyyeHneMm, aABuUraTtesnibHbIX pacCTPOMNCTB, anunencum [7-9].

LUMB-uHpeKkuMa aBNSETCA TakXXe OAHMM M3 OCHOBHbIX OC/IOXHEHWI Mocne annoreHHoM
TpaHCMaHTaUNUM TFeMOMOSTUUYECKUX CTBOJSIOBbIX KNETOK W MOXET Bbi3BaTb MYJ/IbTUOPraHHoOe
3aboneBaHne, Kak Ha paHHMX, TaKk U Ha 6onee NO34HMX 3Tanax nocse TpaHcnaaHtTauuu [10],
0COBEHHO Mpw NMpoBeAEHMU CUAbHOM MMMyHocynpeccumn [11]. MNMpumeHeHne Habopa peareHToB
ansa sbigeneHnsa OHK umTomeranosupyca denoseka (CMV) MeTogoM MosMMepasHOW LEnHoMn
peakuMn No3BoJISET CBOEBPEMEHHO BbISIBUTb BO36yauTeNnss 1 Ha3HauuTb JlIeueHne, B TOM yucre
M C ncnosnb3oBaHWEM crneunduyecknx npenapaTtos. WMsgenne MoOXeT MCNOMb30BaTbCA ANS
KOHTPO/IA YCMEWHOCTU IeYeHUs NyTEM MOBTOPHbIX MccneaoBaHuii. OTpuuaTesnbHbIl pe3ynbtaTt
NccnenoBaHMsa TMO3BONSIET WCKKOYUTb LMTOMErasioBUPYCHYO WHGeKuMio npu npoBeaeHUmn

anddepeHunanbHo AnarHoctmku 3abonesaHui.
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1 HA3HAYEHMUE

1.1 HacToswasa MHCTpyKLUMSA pacnpocTpaHsaeTca Ha Habop peareHToB Ans BbiseBneHns OHK
uMTomMeranosupyca denoseka (CMV) mMeToAoM nMOSIMMEpPAsHOM LEMHOM peakumm
(LUMB-TEH) no TY 9398-005-46482062-2008.

1.2 Habop peareHTOB npeaHasHaydeH An4 BbigBneHus OHK uMToMeranosmpyca yenoseka
(CMV) wMetogom TIUP B 6uonorMyeckomM MaTepuane 4YenoBeKka: COCckobbl
3MUTENNANbHbLIX K/ETOK M3 YPOreHUTANIbHOrO TpakKTa WM KOHBLIOHKTUBBLI f1as3a, Moua,
CeKkpeT NpocTaThbl, I9KYNAT, C/AOHA, FpyAHOE MOJIOKO, nepudepunyeckas/nynoBuHHas
KPOBb, JINKBOP, aMHMOTUYECKas XUAKOCTb, 06pa3Lbl TKaHw.

1.3 OyHKuUMOHanNbHOe Ha3HadeHue: M3pgenue npegHasHadeHoO ANA AWMArHOCTUKWM in Vvitro
(BbisBneHne AHK CMV meTtogom MLUP B 6uonornyeckoMm matepuane 4enoseka).

1.4 T[lokasaHusa K NpoBeAeHUI0 NCCNeoBaHMs: CUMITOMbI MHMEKLUMOHHO-BOCMANINTENbHOMO
3aboneBaHMs MOYENONIOBOr0 TpaKTa, POTOrNOTKW, [fa3, LUeHTpalbHOW HepBHOM
CUCTEMbI, CUMMTOMbI BHYTPUYTPObBHON MHbekuMn y nnoga BO BpeMs HepeMeHHOCTH,
KOHTPONb  NlIeYeHMs  uMTOMeranoBupycHon  uHdekumn, obcnenosaHne nepej
npoBeAeHMeM TpaHCNIaHTaUMN.

1.5 [lpuMeHeHne MeauMUMHCKOro U34esMa  He  3aBUCUT  OT  MOMYNAUMOHHBbIX U
Aemorpaduyeckmx acnekToB. NpoOTUBOMOKa3aHU K NPUMEHEHMUIO HET.

1.6 Habop MoxeT ObiTb MCNOAb30BaH B KAMHUKO-AMArHOCTUYECKMX NabopaTtopusax
MeAVLMHCKUX YUYpeXXaeHUA U Hay4YHO-NCCneanoBaTelbCKOM NpakTuKe Ans AMarHOCTUKM
CMV in vitro.

1.7 TloTeHuUManbHble NOMb30BaTENN: KBANMMULMPOBAHHLIA  MepcoHan, ObyYeHHbIN
MeToAaM  MOMEKYMSPHOM  AMArHOCTUKM M npaBunaMm  paboTbl B KAWHMKO-
AnarHocTm4yeckon nabopatopun.

1.8 T[puMeHaTb Habop peareHTOB CTPOro MO Ha3HAYEHMK COrflacHO AAHHOM WMHCTPYKUMU

no NpMMEHEHUIO.

2 XAPAKTEPUCTUKA HABOPA

Habop peareHToB LIMB-TEH BbinyckaeTcs B CrieAyOWMX BapMmaHTax UCNOSTHEHNS

—  TMUP c petekuner B pexnme peanbHOro BpeMeHu;

— MUP c dnyopecueHTHON aAeTeKuMel N0 KOHEYHOW TOuUKe;

— MUP c petekumnen MmetonoM renb-anekTpodopesa.

BapuaHTbl WCNOMHEHMS Ppa3/InyaloTca  CcnocoboM aetekumm  aMnandULMPOBAHHOM
OHK CMV:

e «[UP c peTekumeinn B pexume peanbHOro BpemeHu» (Mapkupyetcsa «Real-time») -
npeAHasHadeH Ansa gertekummn pesynbtatos lMUP Bo BpemMsa amnandukaumm € NOMOLLbHO
aMnanduKaTopoB AETEKTUPYIOLWNX;

e «[UP c cdnyopecueHTHOM aeTekuMen NO KOHEYHOM Touke» (Mapkupyetca «Flash») -
npeaHasHadeH Ans aertekumu pesynbrtatoB MUP nocne okoH4YaHusa amnnandwukaumm c

nucnonb3osaHuem lLP-ageTekTOpa;



LUMB-TEH | UHCTPYKUMA NO NpUMEHEeHUo | 449-1 ot 08 aBrycra 2018

e «MNUP c pertekuner MeToAOM

renb-anekTtpodgopesa»

} AHK-TEXHONOIruA

(MapkupyeTcs

«Eph>») -

npegHasHavyeH ana getekuun pesynbtatoB [MLUP nocne okoHuyaHuA aMI'IJ'IVICbMKaLI,VIM

METOA0M 3neKTpocbope3a B arapo3HOM rerne.

2.1
2.1.1

CoctaB Habopa

MLP c peTekuunen B pexnme peanbHOro BpeMeHu

R1-P204-S3/9, bacoBka S, ctpunbl

HanMeHoBaHMe KOMMNOHEHTOB BHewHwu BnA Konnuectso HoMuHanLHLI
npobupok 06BEM KOMMOHEHTa

Cmecb gna amnnndukaumm, Mpo3pauHast 6ecuBeTHasl XWAKocTb, | 12 cTpunos no 20 MK

3anevyaTtaHHas napapuHoOM rnoa BockoobpasHbiM 6e/bIM Cnoem no 8 npobupok

PacteBop Tag-nonunmepassbl Mpo3payHasn 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mMkn
Mpo3pauHas 6ecuBeTHas BA3Kas

MuHepanbHoe Macio posp H 2 Npobupku rno 1,0 mn
MacnsHUCTas XUAKOCTb

MonoxuTeNs Hbi Mpo3payHas 6ecuBeTHas XWAKOCTb 1 npobupka 130 mkn

KOHTPOJIbHbIN 0bpa3el po3p pobnp

KpbIWK® ang cTpmnos 12 wr.

R1-P204-23/9, (bacoBka S, npo6bupku

HanMeHoBaHMe KOMIMOHEHTOB

BHewHwu BnA

KonwnyecTtso
npobupok

HoMWHanbHbIN
06bEM KOMMOHEHTa

Cmecb gna amnnndukaumm,

Mpo3payHas 6ecuBeTHas >»XWAKOCTb,

96 npobupok rno 20 Mkn
3anevyaTtaHHas napaguHoM rnoa BockoobpasHbiM 6e/bIM Cnoem P P
PactBop Tag-nonnmMepasbl Mpo3payHas 6ecuBeTHas XWAKOCTb 2 npobupkn no 500 mMkn
Mpo3payHas becuBeTHasa Bs3Kas
MuH NIbHOEe Macn 2n NPKU no 1,0 mn
€pasibHOE Maco MacnsiHUCTas XUAKOCTb pobup 01,0
MonoxwreneHeli Mpo3payHas 6ecuBeTHas XWAKOCTb 1 npobupka 130 mkn
KOHTPOJIbHbIN 0bpa3zel po3p pobup
R1-P204-WA/9, cbacoBka W
HanMeHoBaHMe KOMMNOHEHTOB BHewHwu BnA Konuuecrso HoMUHaNbHbIi
npobupok 06BEM KOMMOHEHTa
Mpo3payHas XXUAKOCTb oT
CMecb ans amMmnnmdukaumm 2 npobupkn rno 1,0 mn
A ¢ Y 6ecuBeTHOro 0 po30BOro LBeTa P P !
PacteBop Tag-nonnmepassbl Mpo3payHasn 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mMkn
Mpo3payHas becuBeTHasa Bs3Kas
MuH NIbHOEe Macn 2n NPKU no 1,0 mn
€pasibHOE Macro MacnsHUCTas XUAKOCTb pobup 01,0
MNapaduH BockoobpasHas macca 6enoro uBeta | 2 npobupku no 1,0 mn
MonoXuTenbHbIN
Mpo3payHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

KOHTPOJIbHbIN 0bpa3zel
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R1-P204-UA/9, cbacoBka U

. KonunyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMIMOHEHTOB BHewHWn Bng .
npobupok 06BEM KOMMOHEHTa
CMmecb ana aMnandukaumm MpospauHas HWAKOCTE ol 4 npobupka 600 mMkn
6ecuBeTHOro 0 po30BOro LBeTa
M yHasa BETHas  BsA3Kas
Monumepasa TexHoTaq MAX po3spatiHa becusetna 3ka 1 npobupka 30 Mkn
XUAKOCTb
MNUP-6ydep Mpo3payHas 6ecuBeTHas XWAKOCTb 1 npobupka 600 mMkn
MonoxurenbHoii Mpo3payHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTPOJIbHbIN 0bpa3el posp a A pobup
2.1.2 TUP c dnyopecueHTHOM aeTekumen No KOHEYHOM ToUKe
F1-P204-51/1, cpacoBka S
HanMeHoBaHMe KOMMOHEHTOB BHewHnn BN Konudecrso HomuHanbHbIA
A npobupok 06BEM KOMMOHEHTa

Cmecb gna amnnndukaumm,

Mpo3payHas 6ecuBeTHas >XWAKOCTb,

3anevyaTtaHHas napaguHoOM rnoA BockoobpasHbiM 6e/bIM Cnoem 100 npobupok no 20 mKn
PactBop Tag-nonnmMepasbl Mpo3payHas 6ecuBeTHas XWAKOCTb 2 npobupkn no 500 mMkn
MNuP-6ydep (doH) Mpo3payHasn 6ecuBeTHas XUAKOCTb 1 npobupka 200 mkn
Mpo3payHas becuBeTHasa BsA3Kas
MuHepanbHoe Macio MACASHUCTAs KUAKOCTb 2 Npobupku rno 1,0 mn
MonoxwreneHeli Mpo3payHas 6ecuBeTHas XWAKOCTb 1 npobupka 130 mkn
KOHTPOJIbHbIN 0bpa3el po3p pobup
2.1.3 MUP c petekumnen metonoM renb-snekTpodopesa
E1-P204-50/1, bacoBka S
. KonunyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMIMOHEHTOB BHewHWn Bng .
npobupok 06BEM KOMMOHEHTa

Cmecb gna amnnndukaumm,

Mpo3payHass XMUAKOCTb rony6oro

BeTa, Nnoj BOCKoo6pasHbIM 6enbiM | 100 n MPOK rno 20 MKn
3anevyaTtaHHas napapuHoOM W ! A P 00 npo6upo 020
cnoem
PactBop Tag-nonnmMepasbl Mpo3payHas 6ecuBeTHasn XWAKOCTb 2 npobupkmn no 500 mkn
Mpo3payHas becuBeTHasa BsA3Kas
MwuH JNIbH Macn 2n NPKKN no 1,0 mn
€pa 0€ Macno MacnssHUCTas XnUAKOCTb pobup 01,0
MonoXuTtenbHbIN
Mpo3payHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

KOHTPOJIbHbIN 0bpa3zel

2.2 Yucno aHanmsmpyembix npob

Habop peareHToB npeAHasHayeH A7 OAHOPa3oBOro MNpUMEHEHUS

M pacCynTaH Ha

96 onpeaeneHuii aAns ucnonHenust «MLP c petekumein B pexume peanbHOro BPEMEHU» U

100 onpegeneHnin ana ncnonHeHmnsa «MUP ¢ dnyopecueHTHON AeTeKuuen no KOHEeYHOM Touke»

n «MNUP c perekumen ™MeTOOOM

renb-anektpodgopesa»,

BK/KO4Yaa aHaln3 HEU3BECTHbIX

06pa3L|,OB, MONNOXXUTENBbHbIX KOHTPOJIbHbIX 06pa3Ll,OB N OTpuuaTesiIbHbIX KOHTPOJIbHbIX O6pa3Ll,OB.

Habop peareHToB B hacoBkax U n W paccumtaH Ha npoBeaeHune 96 onpeneseHnin npwu

YC/OBUW MOCTAHOBKWU He MeHee 5 06pa3LoB B OAHOM McCrefoBaHuM (3 HEM3BECTHbIX 06pasua,

NOMOXNUTENbHbIA U OTpULATENbHbIA KOHTPOMbHbIE 06pa3Lbl).
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2.3 MpuHUMN MeToAa

Metoa: MonumepasHasa uenHas peakumsa (MLP) ¢ getekuuweln pe3ynbTaTtoB: B pexume
peanbHOro BpeMeHun, C dNyopecueHTHON AeTekuMen Mo KOHEeYHOM TO4YKe, MeToAOM refb-
anekTpodopesa; KaueCTBEHHbI aHanms.

MpuHUMN MeToaa OCHOBAH Ha MCNOAb30BaHWUM npouecca amnnndbukaumm [JHK,
3aK/oyalolerocss B MOBTOPSAIOWMXCA UMKNax TemnepaTypHoin paeHatypauum [AHK, oTxura
npamMepoB C KOMMJEMEHTapHbIMKM MOCNef0BaTEeNbHOCTAMM U Mocneaytowen A0CTPONKM
NOSIMHYKIEOTUAHBIX Lenen ¢ 3Tux nparnMepoB Tag-nonnmepason.

Ons noBbllWEeHUs 4YyBCTBUTENBHOCTM W CrneundUyHOCTM peakuuum npeaycMOTpPeHOo
npuMeHeHne «rops4dero» crapta. Fopauunii ctapt obecneumBaeTcss METOAMKOM MPUrOTOBSIEHUS
peakLMOHHON CMecKu, COCTosILen U3 ABYX C/l0eB, pa3fefieHHbIX NMPOCIOMKON 13 napaduHa uam
ncnonb3osBaHua Tag-nonmMmepasbl 6/10KMpOBaHHON aHTUTenamm. CTapT NoJMMepasHOM LienHOoM
peakumn NpoMcxoauT TONbKO MPWU pacnnasBfeHuu napaduHa unav TeMnepaTypHOM Anccoumaumm
KoMnsiekca Tag-nonmMMepasbl M aHTUTEN, UYTO UCK/OYaeT HecrneundUuyecknin omKur npariMepos
Ha OHK-MuLWeHW Nnpu HavanbHOM Nporpese Npobupku.

B Habopax mncnonHeHusa «MLP ¢ petekumen B pexume peanbHOro BpemeHm» n «MLUP ¢
dnyopecueHTHON AeTeKuMen No KOHEYHOM TOUYKE» B peaKUMOHHYI0 cMecb BBeAeHbl AHK-30HAbI,
KaXAblA M3 KOTOPbIX COAEPXUT (PNyOpecUueHTHYH MeTKy W racutenb dnyopecueHumn. Mpu
obpasoBaHun cneuyndunyHoro npoaykta [AHK-30HA pa3pywaertcsa, AelCTBME racuTens Ha
dnyopecuUeHTHYI0 MeTKy npekpallaeTcs, YTo BeAET K BO3pacTaHuio ypoBHA dnyopecueHuun,
KOTOPbI pUKCMpyeTca cneunanbHbiMm npnbéopamu.

KonnyectBo pa3pylleHHbIX 30HA0B (@, cnepoBaTenbHO, M YypOBeHb dryopecueHumn)
YBE/IMUYMBAETCS NPONOPLMOHANbHO KONMYECTBY 06pa3oBaBLUMXCS cneunmdumnyeckmx aMninKoHOB.
YpoBeHb (pyopecueHLMn N3MepsaeTca Ha KaXXaoM Uukne amnandukaummn B ncnonHeHnm «MUP c
JeTeKkuMen B pexuMe peanbHOro BpeMeHW» WAW nocne nposeAeHus aMmnaudbukaumm B
ncnonHeHum «MUP ¢ dnyopecueHTHON AeTeKumneln No KOHEeYHOM TouKe».

B coctaB cMecu ansa amMnamdukaumm BKAOYEH BHYTPEHHMR KoHTponb (BK), KOTOpbI
npeAHasHadeH ANs OLEHKW KayecTBa NpPOXOXAeHWs MonMMepasHOM LienHOM peakumun. B cocTas
OHK-30HA0B, MCNONb3ylWKUXCa A0S AeTeKuMn npoaykta amnandwukaumm wuckomon [AHK,
BKtOUeHa ddnyopecueHTHaa MeTtka Fam. B cocrtaB [HK-30HOOB, MCMonb3ylowuxcs ans
jeTekumMn npoaykta aMmnandukaumnm BHYTPEHHEro KOHTpOns, BXOoAUT JlyopecLUeHTHbIN
Kpacutenb Hex. B Tabnuue 1 npmBeaeHbl KaHanbl AeTeKUUM NpoayKTOB aMmnamMdbukaumnm.

Tabnuuya 1 - KaHanbl AeTeKUMU NPOAYKTOB aMiandukaumnm

Fam Hex Rox Cy5 Cy5.5

CMV BK - - -

Mcnonb3oBaHMe HEeCKObKUX Cb}'IYODECLI,EHTHbIX KpaCMTerIEﬁ NMnOo3BONIAET COKpPAaTUTb
KONMN4YeCTBO I'IDO6MDOK, MOCKOJIbKY MNO3BONAET OAHOBPEMEHHO PErNCTpUpoBaTb pPE3YJ/ibTAaThbl

pa3HbIX peakunii amnandukaumm, NpoxoaaLumx B og4Hon npobupke.
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NccnepoBaHume c ncnonb3oBaHneM Habopa peareHtoB LUMB-IFEH coctouT n3 cnepytowmnx
aTanos: BbiaeneHme [AOHK (npo6onoarotoska), MUP-amnandukaumm OHK CMV, petekuums
NPOAYKTOB aMnandukaumu.

ans npoBeAeHuns rnup MCNONb3YKT  amnandukaTopsl 7 amMnnandukaTopsl
petektupylowme. Ona aHanumsa npoaykrtos [MUP wucnonb3yioT [lUP-pgeTekTopbl uvan MeToA
anekTpodopesa B arapo3Hom rene. [lpn wncnonb3oBaHMM HabopoB ucnonHeHums «MUP ¢
AeTeKuMen B pexumme peasnbHoro BpeMmeHu» stansl MUP-amnnndumkaumm OAHK n getekummn OHK

COBMELLEHDbI.

2.4 BpeMmss npoBeaeHus aHanmMsa (BkAo4Yas npobornoAroToBKY) - OT ABYX 4acoB, B

3aBUCMMOCTM OT ucnonblyemoro Habopa ansa BbiaeneHmns JHK.

3 AHAJTUTNYHECKME XAPAKTEPUCTUKHA

3.1 AHanuTnyeckas cneundnyHOCTb aHanu3a

B o6pa3uax 6uonormyeckoro Matepuana u4enoseka, coaepxawmx AHK CMV, MUP-
petektop («MUP ¢ dnyopecueHTHON AeTeKuuern Mo KOHEYHOW TouKe») WU AETEeKTUPYIOLWI
amnnudukaTop («MNUP ¢ geTekumen B pexnme peasnbHOro BPEMEHU») OO/KHbI PEerMcTpMpoBaTh
NOMOXWUTENbHbIA pe3ynbTaT Hanuunsa cneumduyeckoro npoaykra (dpparmeHta reHoma CMV).
Mpn wncnonb3oBaHuUM MeToAda renb-anekTpodopesa («MUP ¢ petekumen MeToAOM renb-
anekTpodopesa»), A0/HKHa ObiTb BMAHA NOSIOCa OpaHXEBO-KPACHOro LBeTa, COOTBETCTBYOLas
dparmeHTy reHoma CMV pasmepom 280 n.H. (Nap HYKNeoTMAOB).

B obpasuax 6uonormdeckoro Matepumana, He coaepxawmx AHK CMV, aeTekTUpylowWwnii
amnnudukatop wnm TUP-getekTop AOMKHbI  pPerncTpmpoBaTb OTpuuUaTesibHbIA  pe3yfbTaT
Hannuusa cneunduyeckoro npoaykra (pparmeHta reHoma CMV) M NONOXUTENbHbLIN pe3ynbTaT
BHYTpPEHHEro KoHTpons. MNMpu ncnonb3oBaHMW MeToda refnb-3fekTpodopesa nosioca OpaHXeBo-
KpaCHOrro LBeTa, COOTBETCTBYOWaN pparmeHTy reHoma CMV pa3smepom 280 n.H. OTCYTCTBYET, a
nosioca, COOTBETCTBYHOLAA BHYTPEHHEMY KOHTPOSbHOMY o6pasuy pa3mepom 560 n.H., AoXKHa
6bITb OTYETNMBO BUAHA.

Moka3aHo OTCYTCTBME Hecneumduyecknux MoSIOXUTENbHbIX pe3ynbTaToB aMnandukaumm
npn Hanuumu B obpasue OHK Chlamydia trachomatis, Herpes symplex virus 1,2, Human
herpesvirus 6, Human herpesvirus 8, Epstein Barr virus, Varicella zoster virus, HPV 6, HPV 11,

a Takxe [HK venoseka B KOHUeHTpaunm go 1,0x 108 konuii/mn obpasua.

3.2 [lpenen obHapyxeHus:

He 6onee 5 konuii AHK CMV Ha aMnanduKaumoHHy Npobupky.

Mpeoen obHapyXeHMs  yCTaHOBMEH MNyTeM aHanmM3a CepUiiHbIX  pa3BeaeHUi
nabopaTopHOro KoHTposnbHoro obpasua (JIKO). Ans kaxaoh KoHueHTpauum 6b10 nMpoBeaeHo

94 onpepeneHus.
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Konmx‘;uae;ﬁ%”ﬂgﬁ?& HY10 KonnyecTtso Konu4yectBo nonoxuTenbHbiX | % NONOXWUTENbHbIX
NPOBUPKY NnoBTOPOB pe3ynbTaToB pe3ynbTaToB
10 94 94 100
5 94 93 98,9
2 94 73 77,7
1 94 56 59,6
0 94 0 0

MpumeuaHue - lMpeagen obHapyxeHus OHK CMV B obpasue 3aBMCUMT OT MeToAa npobonoaroToBKM

obpasua 1 KoHeyHoro o6béma BblaeneHHon AHK (o6bvéma anouun).

Hanpumep: Mpepen o6HapyXeHuMs 5 koMt Ha aMnAMMUKAUMOHHYKD Npobupky
COOTBETCTBYEeT C/ieQytolWwmM  3HadeHnsaMm KoHueHTpauun [JHK CMV  npu  u“Cnonb3oBaHMK

KOMMMEKTOB A4S  BblAeNeHUs HYKIeuHOoBbIX KucnoT npoussoactea OO0 «HMO AHK-

TexHonormna»:
KoMnnekTtbl Ana BbifeNE€HUA HYKJIEUNHOBbIX KUCNOT
NMPOBA-MY-PANNA
O6pasen MPOBA-HK NPOBA-IC (npm amoumn B |MPOBA-PANUA
300 mkn)
- cockob
aNUTeNMnanbHbIX
knetok B 500 mMkn
TPaHCMOPTHOW Cpeabl;
- 2gakynat B 500 mkn
TPaHCMopTHO cpeabl; 50 100 300 500
- CeKpeT npocTaTthl B Konuit/obpasey | konui/obpasew, Konui/obpaseu Konui/o6paseu
500 MKk TpaHCNOPTHOM
cpeasbl;
- Moua (npu BblaeneHnu
13 1,0 mn obpasua)

3.3 [narHoCcTnyeckue xapakTepUCTUKU:
Konnuecteo o6pasuos (n) — 424;
JnarHoctmnyeckast YyBCTBMTENBLHOCTL cocTasnseT (95% AN): 98,0% (91,8-98,0%);

OnarHoctmnueckas cneumduryHocTb coctasnset (95% AN): 100% (99,2-100%).

4 MEPbI NPEAOCTOPOXXHOCTMA

O6wme TpeboBaHMsa 6e3onacHoCTM K Habopam peareHTOB ANns in Vitro AMarHOCTUKW B
cootBeTcTBMKM ¢ TOCT ISO 14971-2011.

OpraHmusaumna pabotbl [LUP-nabopatopun, ob6opynoBaHne u MaTepuanbl  AOMKHbI
cooTBeTCcTBOBaThb TpeboBaHmam TOCT P 52905-2007, meToanyeckmx ykasaHum MY 1.3.2569-09
«OpraHusauus paboTtbl nabopaTopuin, UCNOMb3YIOWMX METOAbl aMNAMdUKaLUM HYKIEUHOBbIX
Kncnot, npu pabote ¢ MatepuanoMm, CcoaepxalmM MUKPoopraHmamel I-IV rpynn natoreHHoCTu»,
C cobnopeHneM caHuTapHo-anuaemmonornyeckmx npasmn CM 1.3.2322-08 «Bbe3onacHocTb
paboTbl C MukpoopraHmamamu III-IV rpynn naTtoreHHocTM (OonacHoCcTu) u BO3byauTensamu
napasuTapHbIX 60ne3Hen>.

Nccnenyemble obpasubl paccMaTpMBaKOTCA KakK MoTeHuManbHO-onacHble. Mpu paboTe ¢

HabopoM crieAyeT HaAeBaTb OAHOPA30Bble MepyaTky 6e3 TanbKa.
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K pabote c HabopoM peareHTOB AOMYyCKAETCS TOSIbKO MepcoHasn, obyuyeHHbIn MeTodaM
MOJIEKYNAPHOMN ANArHOCTUKK M nNpaBmnamM paboTbl B KIMHUKO-AMArHOCTMYECKON nabopaTtopun.

Boipenenne [OHK cneayet npoBoAMTb B NAaMMHApHbIX WKagax C  BKAKYEHHbIM
NaMuMHapHbIM noTokoM. [MoarotoBky k [UP ¢ mncnonb3oBaHneM Habopa peareHTOB cneayet
nposoanTb B MLP-60Kkcax.

Bce nabopatopHoe obopynoBaHue, B TOM 4uCie A03aTOpbl, WTaTuBbI, JlabopaTopHas
nocypaa, xanaTtbl, rofloBHble y6opbl M Np., @ TakXe pacTBOPbl peareHToB AOJ/HKHbl BbiTb CTPOro
CTauMoHapHbIMK. 3anpeLllaeTcs X nepeMelleHne n3 ogHOro rNnoMeLLeHmns B gpyroe.

Jo3aTopbl AOMKHbI ObITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeaAMTOBaHHbIX
nabopaTtopusix) n NpoMapKMpOBaHbI.

Ypanate oTtxoabl Cc npoayktamm [UP HeobxoanMMo TONbKO B 3akpbiToM Buae. He
AO0nycKaeTcs OTKpbIBaTb NPObMpPKK nocse aMmnamdmkaunum 3a UCKIYEeHNeM aTana nposBeaeHus
JeTeKUMNn MeETOAO0M refb-anekTpodopesa, KOTOpbI NpoBOAAT B 30He 4 (MY 1.3.2569-09).

Bce nosepxHocTuM B nabopatopumn (paboume cTonbl, WwTaTMBbl, 0bopyaoBaHWe wn Ap.)
eXXegHEeBHO noABepraloT BAaxHoW yb6opke C MNpuMMEHEeHMeEM Ae3MHPUUNPYOLWMX/MOKLWNX
CpeAcTB, pernaMeHTMpPOBaHHbIX CaHUTapHbIMK NpaBunamn CI 1.3.2322-08.

Mpu wncnonb3oBaHMn Habopa peareHToB B ucnosHeHun <«[MLUP ¢ petekumer metoaom
renb-anektpodopesa» AN9 NpeaoTBpalleHns KOHTaMmHauuu 3Tanbl Bblgenenna AOHK, MLUP wm
JeTekuun cnegyeTt npoBoAUTb B pasfesfibHblX MOMeWeHMaX WAu TaTeNbHO WM30/IMPOBAHHbIX
30HaX, CHabXeHHbIX KOMMMEeKTaMM MNOoyaBTOMAaTUUYECKUX [03aTOpPOB, XajlaTaMM WU MPOUYMMMK
NMPUHALEXHOCTAMM.

3anpewaercs CHUMaTb KPbIWKY C 31eKTpodopeTMyeckon Kamepbl, €CnM oOHa
NoAKOYEHA K UCTOYHUKY MUTAHUS.

Mpu pabote C BKJKOYEHHbIM TPAHCUIIOMMHATOPOM HeobxoAMMO MNOJSIb30BaTbCS
3aWMTHbIM 3KPaHOM W/ CrieuManbHON 3aWMTHOM MACKOMN.

Mpu wncnonb3oBaHuUM Habopa B KIMHUKO-AMArHocTuyeckon nabopatopum obpasytorcs
oTxoabl knaccoB A n b, koTopble KNaccMuuMpyoTcs U YTUIN3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmamm CanlluH 2.1.7.2790-10.

He ponyckaetcsa ncnonb3oBatb Habop peareHToB:

— NPV HapyLWeHUN YCNOBUIA TPAHCMOPTUPOBAHUS U XPaHEHUS ;
— NPV HECOOTBETCTBUM BHELIHErO BMAa peareHToB, yKa3aHHOro B nacnoprte K Habopy;
— NPV HapyLWweHUN BHYTPEHHEN YNakoBKM KOMMNOHEHTOB Habopa;

- no NCTeYEHNO CpoOKa rogHoCTu.

MpumeyaHue - Habop peareHTOB HE COAEPXUT MaTepuasnbl 6MONOrMYECKOr0 MPOUCXOXAEHUS,
BewecTs, 06n1a4alWmx KaHUEPOreHHbIM, MyTareHHbIM [AeNCTBMEM, a TaKXe BAUAIOWMUX Ha
pPENPOAYKTUBHYIO GYHKUMIO 4enoBeka. [pu UCMONb30BaHMM MO Ha3HayeHuio U cobnogeHun Mep

NpefoCTOPOXHOCTU SIBASIETCS 6e30MNacHbIM.

5 OBOPYAQOBAHUE N MATEPUAJDbI

Mpu pabote c Habopom peareHtoB LIMB-FEH Tpebyiotrca cneaytrowme obopyaoBaHue,

peareHTbl U pacxXogHble€ MaTeEpUabl:
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O6opynoBaHue, peareHTbl U pacxogHble MaTepuarnbl Real-time Flash Eph
MLP-60kc aa na na
aMnInduKkaTop AETEKTUPYIOLLNIA aa HeT HeT

eTeKTo nonvMepasHom ernHom eakuunm
A P < P H peaku HeT aa HeT
dyopecuUeHTHbIN
TepMocCTaT nporpamMmmpyemsbin ang NLUP-aHanusa HeT Aa Aa
TepMmocTaTt TBEpPAOTENbHbIN nporpaMMmpyemblii 1
ManorabapuTHbIN Aa HeT HeT
YCTPOWCTBO ANs 31eKTpodopesa HYKITeNHOBbIX KUCOT B Het Het a
araposHbIX M akpuaaMuaHbIx rensx A
TpaHcunntoMuUHaTop ynbTpaduronetToBbln (pryockon) HeT HeT na
MUKpoLEeHTpudyra-BopTeKc Aa Aa Aa
X0/10AUSIbHMK 6bITOBON C MOPO3USIbHON KaMepoi aa aa aa
wTaTtmeB «paboyee MecTo» Ansa npobmpok na na na
[03aTopbl MexaHu4deckune nnu 3/1eKTPOHHbIE
OAHOKaHasbHble C NepeMeHHbIM 06bEMOM, NO3BONSAOLWME

a p , | na na na

oTbupaTtb 06bEM xuakoctn 0,5-10 mkn, 2,0-20 mkn, 20-
200 mkn, 100-1000 Mkn

OAHOpa3oBble HaKOHEYHNKMN C bunbTpoM ans
rnoslyaBToMaTUYeCKnx Ao3aTopoB, cBoboaHble oT PHKas aa aa aa
n AHKa3, o6bémom 20 mMka, 200 Mk, 1000 Mkn
npobmpkn MuUKpoueHTpudyxHble obvéMomM 1,5 mn ¢

KpblWKaMmn Aa Aa Aa
npobupkn amnnmdumkKaumoHHble o6béMom 0,2 Mn C 2

na HeT HeT
KpblWKaMmn
konb6a MepHasi, BMecTuMocTbio 1000 mn HeT HeT ha
BOAA AUCTUNNMPOBAHHas aa na na
OAHOpa30Bble Mep4yaTkM MeauuuHckne, 6e3 Tanbka, na na a
TEKCTYPUPOBaHHbIe A
peareHTbl AN AETEeKUMW HYK/IEWHOBbIX KUCAOT B

HeT HeT Aa
araposHbIx rensx
Mapke JINH MNAMGULMPOBAHHBIX rMEHTOB

pkep A4 a ¢durumposa tbparmeHTO HeT HeT na

(pUC19 OHK/MspI)
éMKOoCTb ans cbpoca McCnosnb30oBaHHbIX HAKOHEYHWKOB, a a a
npobMpoK 1 ApYyrMx pacxoAHbIX Matepmnanos A A A
Ae3nHbuumpytoliee CpeacTso na Aha Aha
Aosupytowiee yctpomcrso ATcTpumM
repMeTManpytoLlee yctponcrso ATnak

na’ HeT HeT
ueHTpudyra ans mukponnaHwert lMLP
nonmMMepHas TepMonneHka ans 3ane4yaTtbiBaHUSA
MUKponaaHwert MNP

p)

MukponnaHwet MUP (96 nyHok) Aa Her HeT

na° HeT HeT

MukponnaHweT MUP (384 nyHkn)

nna dacoskm W

ans gacosok U, W

ansa dacosok U, W ¢ ncnonb3oBaHMeM aBTOMaTU3NPOBAHHOIO A03MPOBaHMS
ansa dacoBkm W € MCnosb3oBaHMEM aBTOMaTU3NPOBAHHOIO A03MPOBaHNS
ansa dacoekm U ¢ Mcnonb3oBaHMEM aBTOMAaTU3MPOBAHHOIO A03MPOBaHMUSA

u A W N

MpunbopHoe obecneueHune

Onsa npoBeaeHuns rnupP NMCNONb3YT  amnandukaTopsl 7 amMnnandukaTopsl
petektupylowme. Ona aHanumsa npoaykrtos [MUP wucnonb3yoT [lUP-pgeTekTopbl uvan MeToA
anekTpodopesa B arapo3HoMm rene. [puM wmcnonb3oBaHuM HabopoB wucnonHeHuna <«MLUP ¢
AeTeKuMen B pexumme peanbHoro spemeHu» atansl MUP-amnnmndukaumm OAHK n getekummn OHK

COBMELLEHDbI.
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» TUP c petekuuell B pexuMe peanbHOro BPEMEHW: aMnMduUKaTopbl AETEKTUPYHOLLME
OTnant, ATnpanm, AOT-96 wnn AT-322 (000 «HMO [AOHK-TexHonorus»); Bepcus
nporpaMMHoro obecneuveHus He Huxe 7.3.4.0' mnn amnnudukatopsl iCycler iQ u iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen). Bo3MOXHOCTb MCMNOSb30BaHUSA APYTrUx
amnandukaTopos HeobxXooMMO  YTOYHUTb Yy nNpeacTaBuTens Komnauum  «AHK-
TexHonormna».

» TMUP c dnyopecueHTHOM AeTeKLMen No KOHEYHOW ToUKe: TepMOCTaT NMporpaMMUpyeMmbIit
ana nposeaeHusa T[LUP aHanusa JeTbipexkaHanbHbI <«Tepunk» WAM  aHaNorn4YHbIN,
neTekTop MNyopecUeHTHbIR «KUH» nnu «IxuH-4» (000 «HMO AHK-TexHonornsas).

» TMUP c pgeTekuumei MeToAoM renb-anekTpodopesa: TepMocTaT MporpamMMUpyeMbii Ans
nposeneHns TLUP aHanuM3a JeTblpexkaHanbHbii «Tepumk» (000 «HMO [AHK-

TexHONormsa») nan aHasaornyHbIN.

6 AHAJIUSNPYEMBbBIE OBPA3LbI

B kauectBe 61M0/0rM4Yeckoro Matepuana WCMNoOJfib3YHT COCKOObl 3NUTENNANbHbIX K/IETOK
N3 YPOreHUTasIbHOro TpakKTa U KOHBIOHKTUBLI rfla3a, Movy, CEKpPeT MpoCTaThbl, 3KYASAT, C/OHY,
rpyaHoe MOJIoKo, nepudepunyeckyto/nynoBUHHYO KpPOBb, NIMKBOP, aMHUOTUUYECKYID XWUAKOCTb,
obpa3subl TKaHW.

PelweHne 0 HeOB6XOAMMOCTM wUcCcAeAoBaTb Ty WM UHYIO NOKanuM3auuio MNpUHUMAET
Nevalumii Bpay Ha OCHOBaHWM COBOKYMHOCTM »anob nauMeHTa U KIIMHUYECKOM KapTUHbI.

NccnepoBaHne MetogoM [P oTHocuTcs K npsiMbiM - MeTodaM nabopaTopHoro
nccnenoBaHus, No3ToOMy B3sATUE BMONOrMYecKoro maTepmana Heob6xoAMMO MpPoBOAUTbL M3 MecTa
nokanusaumm MHGEKLMOHHOMO npoLlecca.

Ons nofydyeHUss KOPPEKTHbIX pe3ynbTaToB MMEeT 3HaudeHMe KayecTBO B3sSTMSA obpasua
buomaTepuana Ans MUCCIeAOBaHMS, ero XpaHeHwe, TpaHCMopTUpOBaHWE W npeaBapuTenbHas

obpaboTka.

6.1 UHTepdepupyrowme BelecTsa

Hannumne wHrmbutopos [MLP B o0b6pasue 6Guonornyeckoro MaTtepmana MOXeT 6biTb
NPUYMHON COMHUTENbHbIX (HeonpeaenéHHbiX) pe3ynbTaTtoB. [puM3HaKoM uHrnbuposaHus TMLP
ABNSETCA  OAHOBpPEMEeHHOe  OTCYTCTBME  aMnanduKaumMum  BHYTPEHHEro  KOHTpons w
cneuundmnyeckoro npoaykrta (cM.pasgen 2.3, pa3gen 9.1.4, 9.2.3).

K nHrnébmutopam MLP oTHoCATCA cnepylowme BewecTBa: NMpuUCyTcTBme B obpasue cimsun,
npumecen Kposu, Nyb6puKaHTbl, TanbK, MECTHble NeKapCTBEHHbIE NpenapaTol.

Ons cHuxeHus konuyectsa MHrMbutopos MLP HeobxoanMo cobnogaTb npasuia B3ATUS
buonormnyeckoro matepuwana. Npu NoAo3peHMM Ha Hanuume B obpasue 6oNnbLIOro KonnyecTsa
nurnéutopos [LP pekomeHayeTca BbibupaTe MeToabl BblaeneHna [OHK, nossonsatowme
MaKCMManbHO yAanuTb UHrnMéutopel MUP u3 obpa3ua, He pekoMeHAYyeTCs WCNoNb30BaTb

aKcnpecc-MeToabl BblaeneHunsa OHK.

! - npoussoauTenb peKkoMeHAyeT CBOEBpPeMEeHHO O6HOBAATbL nporpaMMHoe  obecrieyeHve  Ans
AETEKTUPYOLWKMX aMnandukaTopoB. AKTyanbHyto Bepcuto MO MOXHO cKadaTb Ha CanTe KOMMaHuu
«[OHK-TexHonorusa»: htt://www.dna-technology.ru/po/
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6.2 0cobeHHOCTM B3ATUS YpOoreHuUTanbHbIX COCKOH60B

XKeHLWnHbI HakaHyHe obcnefoBaHMs He A0MKHbI NPOBOAUTL TyaneT NOJIOBbIX OPraHoB U
cnpuHuUeBaHue. Onsa nonyyeHns obbEKTUBHOroO pesyfbTtata Heobxoammo, 4Tobbl uccnenyembli
MaTtepuan cogepxasna BO3MOXHO 6osblliee KOMMYECTBO 3NUTENMANbHbIX KNETOK U MUHMMasbHOE
KONMYeCTBO C/IM3M U MPUMECU KpoBU. HenpaBuabHoe B3aTMEe BuoMaTepmana MoXeT NpuBecTU K
HeLOCTOBEPHOMY pe3ynbTaTy W, BCAeACTBME 3TOro, Heobx0AMMOCTM MOBTOPHOrO B3ATUSA

6buomaTepmana.

6.2.1 OcobeHHOCTUN B3STMSA MaTepuana M3 Bnaranmuwa

MaTtepuan pomkeH 6biTb B3ST A0 MPOBEAEHMS MaHyaNlbHOro WccriegoBaHMsA. 3epkano
nepes MaHUNynsiUMEN MOXHO CMOYUTb ropsiyen BOAOK, MNPUMEHEHME aHTUCENTUKOB ANns
0bpaboTkun 3epkana npoTtuBonokasaHo. Cockob 6epyT c 3agHebokoBOro csoga Bnaranuwa. Y
AEeBoYeK B3ATME MaTepuana NpousBoAAaT CO CAM3NCTOM 060N104YKKM NpeaaBepus Bnaraauwa, a B

OTAENIbHbIX Cny4YadaXx — U3 3agHEro CcBoAda Bjiarajimiuia 4epes rtMeHasibHbl€ KOJibLa.

6.2.2 0OcobeHHOCTU B3ATUA MaTepuana 13 ypeTpsbl

MNepen B3aTMeM 6uoMaTepuana nauueHTy pPeKOMeHAYeTCs  BOo3aepXkaTbCs  OT
MOYencrnyckaHmsa B TedeHue 1,5-2 yacos.

HenocpeacreeHHo nepen B3aTMeM 6uomatepuana HeobxoauMmo ob6bpaboTaTb Hapy>kHoe
OTBEpPCTUE YypeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUSIbHLIM (U3NONOrMYECKUM
pacTBOPOM.

Mpn HanWMuMn rHOMHbIX BblAeNeHUn Cockob pekomeHayeTcs 6paTb yepe3 15-20 MUHYT
nocne MOYenCrnyCckaHus, Npu OTCYTCTBUM BblAENEHUI HEOBXOAMMO MPOBECTU MaccCax ypeTpbl C
NOMOLLbLIO 30HAA ANs B3aTUA 6MoMaTepmana. B ypeTpy y XXEHLWMH 30HA4 BBOAUTCS Ha rnyobuHy

1,0-1,5 cM, y peTen matepuan Ans uUccienoBaHus 6epyT TOJIbKO C Hapy>XHOro oTBEpCTUSA

ypeTpbl.

6.2.3 OcobeHHOCTUN B3STUSA MaTepuana M3 LepBUKanbHOro KaHana:

Mepen B3ATMEM MaTepumana HeobxoAMMO yAanuMTb BaTHbIM TAaMMOHOM CfM3b M 3aTeM
obpaboTtaTb WeNKYy MaTKU CTEPUNbHbIM (QU3MONOrMYECKUM PpacTBOpPOM. 30HA BBOASAT B
LepBMKanbHbIN KaHan Ha rnybuHy 0,5-1,5 cM. Mpu n3BnevyeHmMn 3oHA4a HeE06X0AMMO MOJIHOCTbLIO

UCK/TIOYUTb €ro KaCaHme CTEHOK BJiaranauviia.

6.3 0OcobeHHOCTM B3ATMSA MaTepuana C KOHbIOHKTUBbI a3

Mpn HannumMm o6MNBHONO FHOMHOrO OTAeNseMoro ero ybupaloT CTepwusbHbIM BaTHbIM
TaMNOHOM, CMOYEHHbIM (U3NONOrMdYeckuM pacTtBopoM. Cockob 6epyT C BHYTpPeHHewn
NOBEPXHOCTM HWXHEro BeKa ABWMXEHMEM K BHYTPEHHEMY yray rnasHon wenu. Mpu B3aTUMK
cockoba HeobxoaAnMOo NpuaepXMBaTb BEKO pyKamu, YTo6bl MpyM MOpraHnM pecHULbl He Kacaaucb

30HAa.

6.4 CockobHoe oTaensiemMoe 3snuTenuanbHbIX KNETOK U3  YPOr€HUTanbHOro TpakTa
(Ll,epBMKa}'IbHOFO KaHana, Baaranviuia, ypeprl) N KOHBIOHKTUBbI INa3a
Orpal-mqel-me MeToaa - MeCTHOEe npuMeEHEHUE nNeKapCTBEHHbLIX MpPeEnapaTos, Y3Uu

BarnmHasbHbIM JaTYMKOM MeHee 4eM 3a 24 yaca 40 UCcnefoBaHus.
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B3aTne mMaTepmana OCyLLEeCTBAAIT C MOMOLWbIO CreumanbHbIX CTEPUNBbHbBIX O4HOPA30BbIX

MHCTPYMEHTOB — YPOreHuMTalibHbIX 30HAOB, UMUTOLWETOK WM TaMNOHOB, B 3aBMCMMOCTU OT

MCTOYHMKA KININMHNYECKOIro MmaTtepuasna, cornacHo YCTaHOBHEHHOVI npoueaype.

B3aTne cockob6oB NpoBOAUTCS:

B NJ1acTMKOBble NMpobupkn obbéMom 1,5 Mn, B KOTOpble NpeaBapuTenibHO BHeceHo 300-
500 Mk @un3nonornyeckoro pacteopa CTepusibHOro;

B NpobupKM C TPaHCNOPTHOW CpenoK, npeaHasHavyeHHOMW npomssBoauTenem Ans
TPAHCNOPTUPOBAHUSA W XpaHeHus obpa3uos 6uonormyeckoro Matepuwana ana MMLP-
nccnenoBaHuin;

B npobupkn c peaktnsom <«MPOBA-PAMNO» (npoussogutens OO0 «HMNO [OHK-

TexHonormns»).

BHMUMAHME! «[POBA-PAMNUAO» He pekomeHayeTca Ansa BbiaeneHns OHK um3 cockobos u3

YPOr€HUTANbHOIro TpakKTa y My>X4unH.

3.

Mopanok B3ATUA:

OTKpoONTE KpbIWKY NPO6MPKMU.

NepeHecuTe 30HA C 6buomaTepuanoMm B npobupky C GHU3NONOrMYECKUM pacTBOPOM,
TpaHCNoOpTHOM cpeao unu peaktnsoMm «MPOBA-PAMNA», n TwaTtenbHO npononouwurte
ero, usberas pa3bpbiarmBaHUsa >KWAKOCTU. 3aTeM WU3BMAEKUTE 30HA4 M3 pacTsopa,
npmxuMas ero K CTeHke Mpobupku, OTOXMUTE M3ObLITOK XMAKOCTWU, yAanuTe 30HA U
BblbpocbTe. [pn HeobxoammocTu B3aTUA 6GuoMaTepmana M3 HeCKosbKuMX 6rMoTonoB
noBTOpUTE Mpoueaypy, Kaxabli pa3 3abupas MaTepuan HOBbIM 30HAOM B HOBYH
npobupky.

MNOTHO 3aKpoiTe KPbIWKY NPOBUPKN, MPOMapKUpynTe Npobupky.

BHUMAHME! [onyckaetca XxpaHeHue ob6pa3uoB npu Temnepatype oT 2 °C pgo 8 °C He

6onee 24 v,

MpenobpaboTky, NpoboNoAroTOBKY WU XpaHeHWe Matepuana NpoBOAAT B COOTBETCTBUWN C

WHCTPYKUMENH K KOMMNekTy/Habopy peareHToB Ana BblageneHns [AHK wn3 6uonornyeckoro

MaTtepuana.

4,

Mpu B39TUKM COCKOBOB B NpOBUMpPKN C PU3NOMOTMYECKUM PacTBOPOM WKW TPAHCMOPTHOWM
cpepon nepea BblgenenHnem [OHK  komnnektamm  «[MPOBA-IFC» wunun  «lMPOBA-HK»

BbINONHUTE NpenobpaboTky:

4.1 Mpobupky, coaepXallyld aHanM3upyeMmblit  MaTepuan, UeHTpudyrnpynte npwm

13 000 06/MuMH B TedeHmne 10 MMH Npu KOMHATHOM TemnepaType oT 18 °C go 25 °C.

MpuMmeyaHne - Vcnonb3ynte ueHTpudyry ans npobmpok ob6vémom 1,5 mn ¢ RCF He Huxe 13 000 x g,
Hanpumep, ueHTpudyry HERAEUS picol7 (17 000 x g unm 13 000 06/MuH).

4.2 Ypanute HadoCaZlouyHYlo XWUAKOCTb, OCTaBMB B npobupke npumepHo 50 mkn (ocamok +

xuakas dpakumnsa) npyM UCNob3oBaHUU ANA BblAENEHUS KoMnsekTa peareHToB MPOBA-
NC nnm 100 mkn (ocapgok + kmakas dpakumsg) nNpu MCNOMb30BaHUM ANS BblAeNeHUs
komnsiekTa peareHToB NMPOBA-HK. Mpobupkn NAOTHO 3aKpbiTbh KPbILWKaMU.

Mony4yeHHbIN MaTepunan rotos ansa sbigenenns AHK.
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Mpn B3aTMKM cockoboB B Npobupku ¢ peakTnsoMm «MPOBA-PAMNO» [ONOAHUTENBHOM

npenobpaboTku He TpebyeTcs, MaTtepuan rotos a4 Bbiaenedna AHK.

6.5 [lepBas nopuus yTpeHHen Mo4n

MepByl0 MOPUMIO YTPEHHEN MOYM B KadecTBe 6MOMOrMYECcKOro matepuasna WUCNoNb3yloT
npu OCTPOM BOCMaNUTENBHOM MpoLecce HMKHUX OTAESI0B MOYENOsIoBOro TpakTa B CBA3WN C
BbIpaXXeHHON 60N1e3HEHHOCTbI0 B3ATUA COCKOba anuTenmanbHbIX KIEeTOK.

Ons aHanusa oTbupaloT nepBylo MOpUMIO YTPEHHENW Mouum B konumdectse 10-15 mn.
Bo3MOXHO uccnenoBaHne nepeoi NOpUuM MOYM, NONYYEHHOM Yepes ABa M 6bonee yacos nocne
NpeaLwecTBYOLWEro MoYencnyCckaHus.

OT60p MOuUM NMPOBOASAT B CreuManbHY CyxXyl CTepusibHY éMKOCTb 06béMoM ao 60 mn,
CHABXEHHYI0 repMeTUYHO 3aBMHUMBAIOLLENCS KPbILIKOW.

Mocne c6opa MoYM KOHTEMHEP MIOTHO 3aKPbIBAOT U MapKUpPYIOT.

6.6 Cekpert npocraTtbl (NpeacTaTenbHOM Xenesbl)

Mepen B3aTMEM cCekpeTa MpOCTaTbl PEKOMEHAYETCS MOM0BOE BO3AepXaHue B TedeHue
Tpex CYTOK A0 uccnefoBaHus.

Mepepn B3ATUEM CekpeTa NpOoCTaThl FOSIOBKY MNONOBOro YaeHa obpabaTtbiBatoT CTEPUSbHBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3NOIOTMYECKMM PaCTBOPOM.

CekpeT npoctaTtbl cobupaloT nocne npeaBapuTesibHON0 Maccaxka npocTaTbl 4epes
NpsMy0 KUWKy. Maccax npoBoAUT Bpad, MNOCPEeACTBOM 3SHEPruyHoro HanaB/MBAOLWEro
OBWXKEHUS OT OCHOBAHMSA K BepXyLUKe Xxenesbl.

Mocne OKOHYaHMSA Maccaxa BbIAEMBLUMIACA MPOCTAaTUYECKUI ceKpeT B BuAae CBO6OAHO
ctekatowen kanam (0,15-1,0 mn) cobupatoT B O0OAHOPA30BYHO CYXYH CTEPUNbHYK MNpobupky
06bEMOM 2 M1 UK KOHTenHep 06béMomM Ao 60 M.

EMKOCTb C CEKPETOM MPOCTaThl rEPMETUYHO 3aKPbIBAKOT KPbILLKONA 1 MapKUpYIOT.
BHMUMAHME! T[lpM noAO3peHMM Ha OCTpbii NPOCTAaTUT BbIMNOJHATL MacCaXx MnpocTaThbl

KaTeropuyecku sanpewieHo!!!

6.7 OcraTto4yHas Mo4ya Nocsie Maccaxka rnpocraThl

Mepen B3ATMEM OCTATOYHOM MOYM MOCAE Maccaxa MpocTaTbl PeKOMeHAYyeTCs MnosioBoe
BO34epXaHue B TeUeHme Tpex CyTOK A0 UCCneaoBaHus.

MaumeHT MoUnTCA B TyasieTe, OCTaBNSASd YaCTb MOYM B MOYEBOM My3bIpe.

Mepen c6opomM MouYM rOMOBKY MOAOBOro 4neHa obpabaTtbiBaloT CTEPWU/IbHbIM BaTHbIM
TaMMNOHOM, CMOYEHHbIM (DU3NONOrMYECKNUM PACTBOPOM.

B TeueHne 1-3 MWHYT nNauMeHTy nMpPoOBOAAT MacCax npeacratenbHON >Kenesbl.
MNHTEHCMBHOCTb Maccaxa 3aBUCUT OT KOHCUCTEHUMW MNpOCTaThbl: MPU MSArKON npeactaTenbHOMn
Xenese OCyLecTBASAT HeCUIbHOe HafaBAMBaHWE, NMPU NAOTHOW KOHCUCTEHLUMWU NpoCcTaTbl CUNY
JaBJ/ieHNsa yBeNM4MBaloT.

Mocne Maccaxka npoctatbl NaumMeHT cobupaeTr nepeble 10-15 MA MO4YM B CTEPUIIbHbIN
NI1acTUKOBLIM KOHTENHep ana cbopa Mmouun, o6bémom o 60 M.

EMKOCTb C MOYOI repMETUYHO 3aKPbIBAKOT KPbILLKOW M MapKUPYIOT.
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BHMUMAHME! T[IpM noAO3peHMM Ha OCTpbii NPOCTAaTUT BbIMNOJHATL MacCaXx MnpocTaThbl

KaTeropuyecku sanpewieHo!!!

6.8 Dakynar

Mepen c6opoM askynaTa (CEMEHHOM XMAKOCTU) PpEKOMEHAYETCS MOSI0BOE BO3AEpXaHMe B
TeyeHue Tpex CyTOoK A0 UCCeAoBaHUS.

Mepen c60poM 3g9KynsaTa NaumeHT MOUYMTCS B TyaneTe, NOSIHOCTbIO OMOPOXHSAS MOYEBOM
ny3blipb.

Mocne MoyencnyckaHusa NaumMeHT AO/KEH TWwaTelbHO BbIMbITb PYKW C MbIJIOM U NMPOBECTH
TyaneT Hapy>XHbIX NOSIOBbIX OPraHOB C MbIJIOM U BOAOW. [0NOBKY NOSIOBOrO YneHa U KparHIo
NA0Tb HEO6XOANMO BbICYLUUTb CTEPUBHOM CandeTKoMN.

DAKYNAT NONy4yaloT nyTeM MacTtypbaumm n cobupatoT B CTEPUNbHbBIA KOHTEHEDP 06BHEMOM
Ao 60 mn.

EMKOCTb C 39KYNSTOM FEPMETUYHO 3aKpbIBAOT KPbILIKON U MapKUPYIOT.

6.9 CnioHa, NMKBOP, aMHUOTUYECKas XUAKOCTb

CnoHy, JNWKBOP, aMHUOTUYECKYK XuAKocTb (npumepHo 500 M™kn) cobupaoT B
CTEPU/IbHY0 NOCYAY U NAIOTHO 3aKPbIBAOT KPbILLKON.

MepeHocaT 500 Mkn MaTepuana B NIacTMKoByr Npobupky o6vémom 1,5 mn.

LeHTpudyrmpytoT npobupky npu 13 000 06/MuMH B TeyeHue 10 MWH NpU KOMHATHOM
TemnepaType oT 18 °C go 25 °C.

YpanawT HaAoCafoYHYl  XMAKOCTb, OCTaBuMB B npobupke npuMmepHo 50 Mk
(ocapok+xuakasa dpakums).

Job6asnstoT K ocaaky 500 Mkn hU3MON0OrMYEeCcKOoro pactesopa CTEPUIIbHOrO.

LeHTpudyrmpytoT npobupky npu 13 000 06/MuMH B TeyeHue 10 MWH NpU KOMHATHOM
TeMmnepaType oT 18 °C go 25 °C.

YpanawT HagoCaLO4YHYH >KWMAKOCTb, OCTaBMB B npobupke npumepHo 100 Mkn

(ocapok+xuakasa dpakums).

6.10 [pyaHoe MOSIOKO

CobupaltoT MaTepuan B CTEPUIIbHYIO NOCYAY M MIOTHO 3aKPbIBAOT KPbILIKOW.

AKKypaTHO nepeMellmMBaloT n nepeHocsat 1,0 mn Matepuana B NaacTUKOBYK Npobupky
obbémom 1,5 mn.

MpnumeuyaHue - Cpok cbopa Monoka He 6onee 24 yacoB. XpaHeHMe B TeyeHMe BCero cpoka cbopa npu

TemnepaType ot 2 °C go 8 °C.

6.11 T[lepudepunyeckas/nynoBMHHas KpoBb

B3aTMe uenbHOM nepudepnyeckoin/MynoBMHHOM KPOBM MPOBOAAT B BaKYYMHble
nnacTukosble nNpobupkmn Tvna Vacuette o6vémom 2,0 unm 4,0 mn ¢ pobaBneHHON B KayecTse
aHTUKOArynsaHTa JAWHaTPpUEBOM COMbl 3STUNeHAnaMuHTeTpaauetata (S4TA) B KOHe4YHOM
KOHUeHTpauun 2,0 mr/mn. [ns nepeMeliMBaHUs KPOBM C aHTUKOArynsHTOM nocfe B3STus

MaTepuana HeobxoauMo NepeBepHyTb Npobupky 2-3 pasa.

17



LUMB-TEH | UHCTPYKUMA NO NpUMEHEeHUo | 449-1 ot 08 aBrycra 2018 4 ﬂHK-TEXHUHUFIﬂﬂ

6.12 O6pa3ubl TKaHK
Kycoukn TkaHW auaMeTpoM He 6onee 5 MM nomewawoT B OAHOpPa30Bble CTEpUSibHbIE
npobupkn o6bEMOM 2 M, coAepiKalpme COOTBETCTBYIOWYIO TpaHCMOPTHYH cpedy. Mpobupky

MAOTHO 3aKpbIBalOT KPbILKO U MapKUpPYIOT.

6.13 TpaHCnopTMpOBaHME U XpaHeHue uccnegyembix o6pasuos

JonyckaeTcs xpaHeHne obpasuosB npu Temnepartype oT 2 °C go 8 °C He 6onee 24 4. B
cnydyae HEeBO3MOXHOCTW AOCTaBKM MaTepumana B nabopaTtopuio B TeuyeHWe CYTOK A0MyCKaeTcs
OLHOKpaTHOe 3aMopa)kmBaHue MaTepuana. [JonyckaeTcs XpaHeHue 3aMOpPOXEHHOro MaTtepmana

npu Temnepatype oT MUHYyc 18 °C ao MnHyc 22 °C B TeueHne o4HOro Mecaua.

7 NMPOBEAEHVE AHAJIN3A

7.1 Boigenenne JHK n3 6rnonornyeckoro matepumana

7.1.1 BbigenerHne OHK npoBoaaT B COOTBETCTBMM C MHCTPYKLMEN K UCNOMb3YEMOMY KOMMIEKTY
peareHToB. PekomeHayloTCca KoMmniekTbl Ansa Bblaenenuns [AOHK wu3 6uonornmyeckoro
maTepunana: [1POBA-HK, TIPOBA-I'C, T[1POBA-PANWA, TPOBA-MY-PAMNA. He
peKOMeHAYyeTCs UCMnonb3oBaTb KoMnnekT peareHToB NMPOBA-PAMWA npu BbiaeneHnn AHK
N3 COCKOB0B N3 YPOreHUTaslbHOrO TPaKTa My>XXU4MH.

BHMUMAHME! He3aBucMMO OT MCNOAb3yeMOro KoMmrnsekta Angd BblagenedHns [OHK u3

6buonormyeckoro Matepuana OAHOBPEMEHHO HeobxoAMMO NOArOTOBUTH  OTpULATENbHbIN

KOHTPONbHbIN 0bpa3el, nNpoweallnii BCce aTanbl NpobonoaroToBkM. B KayecTse oTpuLaTenbHOro

KOHTPOAbHOro obpasua pekoMeHAyeTCcs MCNoNb30BaTb (PM3MONOMMYECKMA pacTBop, B 06bEMe,

YKa3aHHOM B MHCTPYKLMM K KOMMNEKTY peareHToB Ans BblaeneHmnsa JHK.

7.2 Mogrotoeska n nposegeHue MLUP. ®acoBka S

7.2.1 TpoMapkupyiTe Heobxoanmmoe KONM4yecTBO MpoBMPOK CO CMecbi Ans amnandukaummu,
3aneyaTaHHoOM napaduHOM: AN  uccnegyembix 06pasuoB, A0S  MOAOXUTENbHOro
KOHTpONbHOro obpasua (K+) u oTpuuatenbHOro KoHTponbHoro obpasua (K-). lMpwu
ncnonb3oBaHuM Habopa peareHToB B MCnosiHeHUM «[lMUP ¢ dnyopecueHTHOM AeTeKunen
NO KOHEYHOW TO4YKe» MPOMApPKUPYNTE AONOMAHUTENbHO ABe npobupkn «O®OH» ang

KOHTpons doHa dbnyopecueHumn.

Mpumep: Heobxoammo npoaHanmsnposaTtb 4 obpa3sua. [nsa aToro Heob6xoanMo:

—  «[UP c peTtekumen B pexume peanbHoOro spemeHun», «lLP c geTekumen MeToAOM refb-
anekTpodopesa»: npomMapkupoBaTb 4 nNpobupku Ans uccrepyemblX 06pasLoB, OAHY
npobupky onsa «K-» n ogHy npobupky ans «K+». Obuwee konmyectso Npobupok - 6.

- «[MUP c ddnyopecueHTHON JeTeKumel No KOHEYHOMW Touke»: MpoMapKMpoBaThb
4 npobupkn ana nccnegyemoix 06pasuos, ogHy npobupky ana «K-», ogHy npobupky ans

«K+», nBe npobupkn «®OH». ObLlee konmyecTso Npobmpok — 8.

7.2.2 BcTpsixHUTe npobupky C pactBopoM Tag-nonumepasbl B TeyeHMe 3-5c¢ wu

LeHTpUdyrnpyiTe B Te4eHme 1-3 ¢ Ha MUKpPOLEHTpUdYyre-BopTeKce.
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7.2.3 [obaBbTe BO BCe MNpPOMapKMpoBaHHble Mpobupkm (kpome npobupok <«®OH»), He
nospexpaas cnoin napaduHa, no 10 Mkn pactBopa Tag-nonumepasbl. B npobupkwy,
npomMapkunpoBaHHble «®OH», nobasbTe no 10 mkn MUP-6ydepa (doH).

7.2.4 [obaBbTe B Kaxayk npobupky (Npu HEob6X0AMMOCTM) MO OAHOM Kanje MUHepanbHOro
mMacna (okono 20 Mki). 3akpoiTe NNOTHO NPOBMPKMK.

7.2.5 BctpaxHute npobupkn ¢ npenapatoMm  [AHK, NONOXUTENbHbIM  KOHTPOJSIbHbIM
obpasuom (K+) mn oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeuyeHume 3-5c u
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

BHUMAHME! [1ng npeaoTBpalleHnsa KOHTaMMHauMu cneayet nepen sHeceHneMm JHK oTkpbiBaTh

KPbILWKW TOSIbKO TeX Npobunpok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN 0bpa3eL, U 3aKpbiBaTb UX,

nepen BHeceHueM cnepytouwero. [lpenapatbl AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

dUNbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHLIME MNPOMapkKuMpoBaHHble MNpobMpKK, He noBpexaas Cnou
napaduHa, 5,0 Mkn BblaeneHHoro n3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+», «®OH>»).

7.2.7 BHecuTe B npobupKy, MNpoMapkuMpoBaHHyk «K-», He nosBpexpas cnor napaduHa,
5,0 MK oTpuuaTenbHOro KOHTPOSbHOro obpasua, npoweawero atan BblaeneHus AHK
(cM.n.7.1),

7.2.8 BHecuTe B npobupkKy, npomMapkupoBaHHyk <«K+», He nosBpexzaas cfnol napaduHa,
5,0 MK NONOXUTENbHOrO KOHTPOIbHOIro obpasua.

7.2.9 BHecute B npobupku, npoMapkmpoBaHHble <«®OH», 5,0 Mkn oOTpuuaTenbHOro

KOHTposibHOro obpasua, npoweawero atan sbigeneHna AHK (cm.n.7.1).

MpumeyaHue - T[OTOBble HOPMUPOBOYHbIE MpPobupkM «®OH» ponyckaeTcs  WUCMNoSb30BaTb

MHOrOKpaTHO MpW KaXxaon aetekuumun pesynbtaToB MLP ¢ peakUuMoOHHbIMU NMpobrpkaMu U3 TOW Xe cepuwu

Habopa peareHToB. HOpMMpPOBOYHbLIE NMPOBUMPKM XpaHWUTb Npu TemnepaTtype oT 2 °C go 8 °C B TeuyeHue

OAHOro Mecsila B TEMHOM MecTe. [pu npoBeAeHUMW AEeTeKUuMM NpobupKkM AONXKHbI UMETb KOMHATHYIO
TeMmnepaTtypy ot 18 °C go 25 °C, gns 37Toro, 3a OAMH 4Yac A0 NpPOBEAEHUs AETeKuUu, Mx HeobxoamMmo

AOCTaTb U3 XonoaAubHUKaA.

7.2.10 LleHTpndyrnpynte Bce npobupkn B TedeHme 3-5 ¢ Ha MUKpoLeHTpudyre-BopTeKkce.

7.2.11 YcTtaHoBuTe BCe NpobupKM B TepMOCTaT NporpaMmmmpyembln uamn B 610K amnamdukatopa
n nposeaute TMUP B pexume, npuvBeAeHHOM Ana aMnamMduMKaTtopoB C aKTUBHbIM
perynMpoBaHueM, ¢ y4eToM ob6bEMa peakLMOHHON cmecn, paBHoro 35 Mkn. MporpamMmel

amnnandukaumm ans gacoskm S npmeedeHbl B Tabnmuax A.1-A.6 (MpunoxeHune A).

MpuMmeyaHne - T[poaykTbl amnandukaumMm MOXHO XpaHuUTb MNpu Temnepatype ot 2°C go 8°C B

TeyeHne O4HOro Mecsiua unm nNpu TemMnepartype ot MMHyc 18 °C ao MmHyc 22 °C B TeyeHue 12 mecsues.

7.3 MoarotoBka v nposeaeHune MNUP. ®acoska W.
7.3.1 TlpoMapkupyinTe HeobxoAMMOe KOMMYECTBO UYMUCTbIX aMmaMMUKaALUWMOHHBLIX MNpobupok
o6bémom 0,2 MAn: ana uccneayembix 06pasuoB, AN MNONOXUTENbHONO KOHTPOSIbHOMO

obpasua (K+) n oTpuuatenbHOro KoHTponbHoro obpasua (K-).
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Mpumep: Heobxoaumo npoaHanm3auMposaTb 4 ob6bpasua. [Ans 3toro  HeobxoauMo
npoMapknpoBaTb 4 Npobupkn Ans mccnepyemblx 06pasuos, O0AHY npobupky ana «K-» n ogHy

npobupky onsa «K+». Obuiee KoNM4YeCcTso Npobmupok - 6.

7.3.2 BCTpsAXxHUTe npobupky co cMecbio ana amnnmdbukaumm B TedeHne 3-5¢ wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.3.3 BHecuTe B KaXAaylw MNpPOMapKMpoOBaHHyK npobupky no 20 Mka cMecu Ans
amnnndukauunn.

7.3.4 [obaBbTe B KaxAyl NpoOMapKMpoBaHHYyt Npobupky no ogHon kanne (okono 20 mkn)

npeaBapuTeNbHO pacnfaBieHHoro napadguHa. 3akponTe NpPobupKM KpblLKaMu.

BHMUMAHME! [MapaduH pomkeH 6bITb npeaBapuTenibHO pacniaBneH Ha TBepAOoTebHOM

TepmocTaTe npu TeMnepatype 80 °C B TedeHne 10 MUHYT.

7.3.5 UeHTpndyrnpynte npobmupkun B TeueHmne 3-5 ¢ Ha MUKpOLEeHTpUdyre-BopTeKkce.

7.3.6 TlMomectuTe NpobupkM B TBEpAOTENbHbIA TepMOCTaT M WHKYOMpynTe npu TemnepaType
80 °C B TeueHne 5 MUHYT.

7.3.7 TMepeHecute npobupku B WTaTMB "paboyvee MeCTO", HE HAK/IOHSS U He NepeBopayMBas m
MHKYbupyliTe npn KOMHaTHOM Temnepatype oT 18 °C o 25 °C Ao NonHOro 3acTbiBaHUA
napadunHa (06bI4HO 5 MUHYT).

7.3.8 BCTpsAXHMTe npobupky C pactBopoM Tag-nonumepasbl B TeyeHne 3-5c¢c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

7.3.9 BHecuTe BO BCe MNpOMapKMpoBaHHble NMpobupKM, He noBpexaas Ccnon napaduHa, no
10 Mkn pacrteopa Tag-nonnMepassbl.

7.3.10 Job6aBbTe B Kaxayk npobupky (Npy HEob6X0AMMOCTM) MO OAHOM Kanje MUHepanbHOro
mMacna (okono 20 Mkn). 3aKpoiTe NAOTHO NPOBMPKMK.

7.3.11 BctpaxHute npobupkn ¢ npenapatoM [OHK, NONOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) mn oTpuuaTenbHbiM KOHTPOAbHbIM obpa3uom (K-) B TeueHume 3-5c u

LeHTpUdyrmpyiTe B Te4eHme 1-3 ¢ Ha MUKpPOLEHTpUdYyre-BopTeKce.

BHUMAHME! [1na npeaoTBpalleHnsa KOHTaMMHauun cneayet nepej sHeceHneM HK oTkpbiBaTh
KPbILWKW TOSIbKO TeX Npobnpok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN 0bpa3eL, U 3aKpbiBaTb UX,
nepen BHeceHueM cneapywouwero. [lpenapatbl AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

dUNbTPOM.

7.3.12 BHecuTe B COOTBETCTBYHOLIME MNPOMapkKuMpoBaHHble MNpobupkKn, He noBpexaas Cnou
napaduHa, 5,0 Mkn BblaeneHHoro n3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+»).

7.3.13 BHecuTe B npobupKy, MNpoMapkuMpoBaHHyk «K-», He nosBpexpas cnor napaduHa,
5,0 MK oTpuuaTenbHOro KOHTPOSbHOro obpasua, npoweawero atan BblaeneHus OHK
(cM.n.7.1),

7.3.14 BHecuTe B npobupKy, npomMapkupoBaHHYyk <«K+», He nosBpexzaas cfnol napaduHa,
5,0 MK NONOXUTENbHOrO KOHTPOIbHOIro obpasua.

7.3.15 LUeHTpudyrnpyite Bce npobunpkn B TedeHme 3-5 ¢ Ha MUKpoLeHTpudyre-BopTekce.
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7.3.16 YcTtaHoBuTe BCe Npobupku B 610K AeTekTupytowero amnnmdukatopa n nposeaute MUP ¢

yyeToM 06bEMa peakUMOHHON cMecKn, paBHoro 35 M. MporpaMmbl amnandukaumm ans

dacoskn W npusegeHsbl B Tabnumuax A.1-A.4 (MpunoxeHne A).

7.4 MogrotoBka wu npoeeaeHne TILUP. ®dacoBka W, C MCNoOAb30BaHWEM [03MPYIOLLErO
ycTponctea ATcTpum

7.4.1 BcCTpsAXHMTe nNpobupky co cMecbio Aana amnnmdbukaumm B TedeHne 3-5¢ wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.4.2 BCTpsAXHMTe npobupky C pactBopoM Tag-nonumepasbl B TedyeHne 3-5¢c wu
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.4.3 BcTpsAXxHuUTe npobupkn ¢ npenapatoMm [JHK, MONOXWUTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) mn oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uom (K-) B TeueHume 3-5c u
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.4.4 YcTtaHoBuTe NpobupKM CO CMecbi Ansd amnaudwukaumu, pactsopoM Tag-nonumepassbl,
napacdvHOM, MUHepanbHbIM MacnoM, C npenapatamMm [OHK, nonoxurenbHbIM
KOHTPO/bHbIM 06pasuUoM W OTpUUATEeNbHbIM KOHTPOJSIbHbIM 06pa3uoM, a Tak Xe
MukponnaHwet ansa MUP Ha pabounnn crton ATCTpuM UM npoBeamTe A03MpoOBaHue
KOMMOHEHTOB COr/lTaCHO PYKOBOACTBY MO 3KCMayaTtauuu.

7.4.5 TlloMecTuTe akKKypaTHO, He BCTPAXMBAA MUKPOMIAHLIET B MOANOXKY repMeTusnpytoLlero
ycTpoinctea [Tnak nocfe 3aBeplleHMs MnporpaMMbl Ha A03MPYHOLWEM YCTpOKCTBE
OTctpum.

7.4.6 TpoBeaute npoueaypy 3anedaTbiBaHMS MWKPOMAAHLWIET TepMOMJIeHKOM COornacHo
WMHCTPYKLUMK K Npubopy ATnak.

7.4.7 UeHnTpndyrmnpynte mmkponnaHwet npu 1000 06/MuH B TeueHune 30 c.

7.4.8 YcTaHoBMTe MuUKponaaHweT B 610K ageTekTupytowero amnnmdbukatopa n nposeante MLP
C y4yeToM o6bEMa peakUMOHHOM cMmecu, paBHoro 35 Mkn. Mporpammbl amnavdbukaunm
ansa dacoskn W npusefeHbl B Tabnnuax A.1-A.4 (MpunoxeHune A).

7.5 Mogrotoeska n nposegeHue MLUP. ®acoska U

7.5.1 TlpoMapkupyinTe HeobxoAMMOEe KOMMYECTBO UYMUCTbIX aMMaMMUKaALUWUOHHBLIX MNpobupok
o6bémom 0,2 MAn: ana uccneayembix 06pasuoB, AN MNONOXUTENbHONO KOHTPOSIbHOMO
obpasua (K+) n oTpuuatenbHOro KoHTponbHoro obpasua (K-).

Mpumep: Heobxoaumo npoaHanm3amposaTb 4 ob6bpasua. [Ans 3toro  HeobxoauMo

npoMapkupoBaTb 4 Npobupku Ans nccneayemblx o6pasuoB, ogHy nNpobupky ana «K-» n ogHy

npobupky onsa «K+». Obuiee KoNM4YeCTso Npobmupok — 6.

7.5.2

7.5.3

7.5.4

BcTpaxHute npobupky €O cMecbido Ans  amnandukaumm B TedeHne 3-5¢C wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

BHecnTe B KaxAyl MNpPOMapKMpoBaHHyt npobupky no 6,0 Mkn cMecn Ans
amnnndukauunn.

BcTpaxHuTte npobupku c MNLUP-6ydepom 1 nonnmepasoint TexHoTaq MAX B TeyeHne 3-5 ¢

N LUeHTpUdYyrnpyinTe B TedeHne 1-3 ¢ Ha MUKpOLEHTpUdYyre-BopTeKce.
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MpuMmeuyaHne - Monumepasy TexHoTaq MAX pocraBaTb M3 MOPO3WIbHOW KaMepbl HEMoCpeACTBEHHO

nepeg ncnosib3oBaHMEM.

7.5.5 TMMpwurotoBbTe cMech MLUP-6ydepa c nonmmepason TexHoTag MAX. lns 3TOro cMelwanTe B
oTAenbHoM npobupke:
e 6,0 x (N+1) mkn MNUP-6ydepa;
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,

rae N - KonnMyecTBoO NPOMapKMpoBaHHbIX MPOBUPOK C YUETOM «K-», «K+»,

Mpumep: Heobxoammo npoaHanmanpoBaTtb 4 obpasua, «K-», «K+».
MpomMapKkupoBaHHbIX Npobupok — 6.
Heobxoaumo npurotoButb cMecb [LUP-6ydepa wn nonumepasbl TexHoTaq MAX ans

7 (6+1) npobupok, T.e. 42 mkn MNUP-6ydepa + 2,1 mMkn nonmmepasbl TexHoTaq MAX.

7.5.6 BcTpsaxHuTe npobupky co cmecbto [MLUP-6ydepa ¢ nonumepason TexHoTag MAX B

TeyeHue 3-5 ¢ n ueHTpudyrmupyiite B TeueHne 1-3 ¢ Ha MUKpPOLEHTPUdYre-BopTeKCE.

MpumeyaHmne - Cmecb [UP-6bydepa wn nonumepasbl TexHoTaq MAX HeobxoAMMO rOTOBWUTb

HenocpeaCcTBeHHO nepej McnoJsib3oBaHNEM.

7.5.7 [obasbTe B Npobupkun co cmecbto ana amnaundukaummn no 6,0 mkn cmecn MNLUP-6ydepa n

nonnmepasbl TexHoTaq MAX. 3akpoiTe NJa0THO NPobMpPKK.

MpnuMmeuaHue - MNocne pobaeneHuns cmecn MLUP-6ydepa n nonnmepassl TexHoTaqg MAX B npobupkn co

CMeChblo Ans amnambukaumm HeobxoanMo B TeyeHme ABYyX 4YacoB BbINOAHUTL nn.7.5.8 - 7.5.13

7.5.8 BcTpaxHute npobupkm ¢ npenapatoM [OHK, NONOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) n oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeuyeHme 3-5c u

LeHTpUdyrnpyiTe B Te4eHme 1-3 ¢ Ha MUKpPOLEHTpUdYyre-BopTeKce.

BHUMAHME! [1na npeaoTBpalleHnsa KOHTaMMHauuu cneayet nepej sHeceHneM HK oTkpbiBaTh
KPbILWKWN TOSIbKO TeX Npobunpok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN 0bpa3eL, U 3aKpbiBaTb UX,
nepen BHeceHueM cnepywouwero. [lpenapatbl AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

dUNbTPOM.

7.5.9 BHecuTe B COOTBETCTBYHOLUME MPOMApPKUpPOBaHHble Npobupkn 6,0 MKA BbIAENEHHOro M3
obpasua npenapata AHK (kpoMe npobupok «K-», «K+»).

7.5.10 BHecuTe B NpobupKy, NpoMapknpoBaHHyto «K-» 6,0 Mkn oTpMuaTesbHOrO KOHTPOSbHOIoO
obpasua, npowealero atan sbigeneHmsa AHK (cm.n.7.1).

7.5.11 BHecute B npobupky, nMpoMapkMpoBaHHyr «K+» 6,0 MKN  MNONOXMUTENbHOro
KOHTposibHOro o6pasua.

7.5.12 LleHTpndyrnpyinte Bce npobupkn B TedeHme 3-5 ¢ Ha MUKpoLeHTpudyre-BopTeKkce.

7.5.13 YcTtaHoBuUTe BCe Npobupkn B 610K geTekTupytowero amnandukatopa n nposeante MLUP ¢
yyeToM 06béMa peakUMOHHOM cMecu, paBHoro 18 mkn. Mporpammel amnandgukaumm ans

dacoskun U npmeeaeHbl B Tabnmuax b.1-b.4 (MpunoxeHune bB).
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7.6

7.6.1

7.6.2

? AHK-TEXHONOIruA

MogrotoBka wu nposegeHne TILUP. ®acoBka U, C WKWCNonb3oBaHMEM [03MPYHOLLErO
ycTponctea ATcTpum

BcTpaxHute npobupky €O cMecbldo Ana  amnandukaumm B TedeHne 3-5¢C wu
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

BcTpaxHuTte npobupku c MUP-6ydepom 1 nonnmepasoit TexHoTaq MAX B TeyeHne 3-5 ¢

N LUeHTpUdyrnpyinTe B TedeHne 1-3 ¢ Ha MUKpOLEHTpUdyre-BopTeKce.

MpumeyaHne - Monumepasy TexHoTaq MAX pocraBaTb M3 MOPO3WIbHOW KaMepbl HEMoCpeACTBEHHO

nepeg ncnosib3oBaHMEM.

7.6.3

7.6.4

7.6.5

7.6.6

7.6.7

7.6.8

7.6.9

Cnepys ykasaHuam O posupyrowero ycrponcrsa OTCTpuMM, B OTAENbHOM MNpobupke
npurotoBbTe cMech MLUP-6ydepa c nonnmepasoi TexHoTaq MAX.

BcTpaxHute npobupky B TeuyeHme 3-5cC u ueHTpudyrupynte B TedeHume 1-3 C Ha
MUKpOLLeHTpUdyre-sBopTeKkce.

BcTpaxHute npobupkn ¢ npenapatoMm  AOHK, NOMOXWUTENbHbIM  KOHTPOJSIbHbIM
obpasuom (K+) n oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uom (K-) B TeueHume 3-5c u
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

YctraHoBUTE NpobupkuM €O cCMecbio Ana amnamdukaumm, co cmecbto [MLP-6ydepa wu
nonuMmepasbl TexHoTaq MAX, ¢ npenapatamu [AHK, NONOXWUTENbHLIM KOHTPOJSIbHbLIM
06pasLoM M oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM, a Tak Xe MukponnaHwet ans MNLuP
Ha paboumin cron [AOTcTpuM w©n npoBeauTe L[03MPOBAHWE KOMMOHEHTOB COM1acHO
pYKOBOACTBY MO 3KCMAyaTauuu.

MoMecTuTe akKypaTHO, He BCTPSAXMBAS MWUKPOMAaHLWeT B NOANOXKY repMeTU3npytoliero
ycTpoinctea [ATnak nocfnie 3aBepleHuMs nporpaMMbl Ha A03MpPYHOLWLEM YCTpOKCTBE
OTctpum.

MpoBeauTe npoueaypy 3anedyaTbiBaHWA MUKPOMAAHLIET TEPMOMJIEHKON COrlacHo
WMHCTPYKLUMK K Npubopy ATnak.

LeHTpudyrmnpyite mukponnaHwet npm 1000 06/MnH B TeueHne 30 c.

7.6.10 YcTaHOBUTE MUKpOMAaHLWeT B 6/10K AeTeKkTupytlowero amnamdukaropa u nposeaute MUP

C yyeToM o6bEMa peakLMOHHOM cMecu, paBHoro 18 Mkn. MporpaMmbl amnnaudukaumm

ansa dacoskn U npuseseHsbl B Tabnuuax b.1-6.4 (MpunoxeHue b).

PETMCTPALMA PE3YJIbTATOB AMINTTIUOUKALINAN

Perncrpauusa pesynbTaToB aMnandukaumm c ncnonblosaHuem MLUP-geTekTOpa

Mocne nNpoxoXAeHus peakuuu amnamdukaumm npobupku nomectute B lMLP-pgeTekTOp,
ocdopMMUTE MPOTOKOS W NpoBeauTe perncTpauuio pe3ynbTaToB B COOTBETCTBUM C
WHCTpYKUMeEl K npubopy (MoporoBble 3HayeHus Ans cneumduyeckoro npoaykTa

coctasnatoT 1,75-2,10, Ana BHyTpeHHero KoHTpons - 2,50).
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8.2

8.3
8.3.1

8.3.2

8.3.3

8.3.4

8.3.5

8.3.6

8.3.7

9.1.1

9.1.2

Perncrpauunsa peE3yNbTaToOB aMI'IJ'IMCbMKaLl,MM C uncnonb3oBaHMEM  AETEKTUPYHOLWNX
aMI'I}'IMCbMKaTOpOB

Perncrtpauna curHana Cb}'IYODECLI,EHLI,MM npoBoANTCA I'IpM60pOM dBTOMAaTU4YECKN BO BpEMA
aMI'IJ'IMCbMKaLl,MM. OCbOpM}'IEHMe NMpoTOKOJ/Ia W aHaln3 pe3ynbTatoB MNpoBOAUTCA B

COOTBETCTBUWN C MHCTPYKLMEN K Npubopy.

Perncrpaums pesynbtaTtoB amnaMdukaumm ¢ UCNoNb30BaHNEM refb-aneKkTpodopesa

Mo OKOHYaHWMKM peakuMn amnanduKkaumn pesynbTaTbl  aAHaAM3MPYIOT  METOAOM
rOPU3OHTANBbHOro refb-anekTpodopesa B COOTBETCTBUM C MHCTPYKLMENH K KOMMIEKTY
peareHToB Ansa Aetexkuum npoayktos MNLP meToaoM renb-anektpodopesa.

OTKpoNTEe KPbIWKN NPOBUPOK C NpOAYKTaMM aMmniamdukaumMm n npokonute B napaduHe
0TBEpPCTUE AMaMeTPOM MNpPUMEPHO 2-3 MM C MNOMOLbIO CTasbHOW npoBonoku. [ocne
NpoKanbiBaHUs Kaxaoh NpobMpKW MNpPOBOJSIOKY MPOMbITb B EMKOCTM C BOAOMPOBOAHOW
BOAOW.

BHecnTe 0CTOpOoXHO 7,0 MKN NpOAYKTOB aMnandunKkaumm M3 Kaxxaon aMmnimburkaunoHHOM
NpobupKM B COOTBETCTBYIOLLYIO JIYHKY arapo3Horo rens nog 6ydepHblin pacTsop.
YCTaHOBUTE KPbIWKY KaMepbl ANnS anekTpodopesa U NoaKNYNTE NCTOYHUK MOCTOSHHOMO
ToKa. dnekTpodopes NpoBOAAT nMpu HanpsbxkeHun 20 BonbT/cM B TeveHne 10 MuH (npwm
WwnpmHe kamepbl 10 cM, HanpskeHue, yCTaHaBNMBaeMOe B WCTOYHMKE MNOCTOSHHOMO
TOKa, [O/MKHO 6bIThb NpMbAM3nTENbHO pasHo 200 B).

OTKOUYNTE WUCTOYHWK MOCTOSHHOrO TOKa MNOCAe OKOH4YaHus 3anekTpodopesa, CHUMUTE
KPbILWKY C Kamepbl.

BbIHbTE NMAacTUHY C arapo3HbIM refneM U3 Kamepbl AN 3neKTpodopesa, CHUMUTE reflb C
NaacTUHbI, NOALIENMB ero C Kpas, U NOMeCTUTE Ha dKpaH TpaHCUAIKOMMHATOopa.
HageHbTe  3alUMTHYIO MAcCKy WAWM  YCTAHOBMTE  3alUUTHbLIA  3KpaH, BK/OUUTE
TPAHCUANIOMUHATOP M MpOAHANM3UpyMTe  NOJSIyYeHHble  pe3ynbTatbl.  [poAayKT
amnandukaumm BuaeH B ynbtpadmnoneTtoBom ceete (AsMHA BOSHbI 254 HM unn 310 HM) B

BUAE CBETALLENCSA MONOCHI KpaCHO-OpaHXEBOro UBeTa.

YYET PE3YJIbTATOB PEAKLMA

YyeT pes3ynbTatoB peakumu C nomowbto [UP-getekTopa wnuM AeTekTupytowero
amnaundukaTopa

YyeT W uWHTepnpeTaums pesynbTaToB peakumu OCyLeCTBAsSeTCS aBTOMaTudecku C
noMoOLWbID MporpaMMHoro obecnedeHus, nocrasnsgeMoro c¢ [LUP-geTtekTopoM wnu
AeTeKTUpywmm aMnamdukaTopomM.

B 6uonornyeckmx obpasuax, coaepxawmx [OHK uuTOMeranoeBumpyca uyesioBeka
(cneundunyeckuin NpoayKT):

nporpamMma [LUP-geTekTopa @UKCUMPYeT MONOXUTENbHbIA  pe3ynbTaT. PesynbTtar
amnandukaumm BHYTPEHHEro KOHTPO/IbHOro obpasua B 3TOM Cly4dYae B Y4YeT He

NPpUHUMaETCH,
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9.1.3

9.1.4

9.1.5

9.1.6

9.2
9.2.1

9.2.2

JeTekTupyowmin - aMnnndukaTtop perncTpypyetr 3SKCMOHEHUMaNbHbI  POCT  YPOBHS
dnyopecueHunmn ana  cneumdunyeckoro  npoaykrta. PesynbtaTr amnamdukauumm
BHYTPEHHEro KOHTPONbHOro obpasLa B 3TOM Cyyae B YYET HE NPUHUMaETCS.

B 6unonornyeckmnx obpasuax, He cogepxawmx AHK uutomeranosmpyca 4enoseka:
nporpamMma [LP-getektopa nNpuM  MNONOXWUTENbHOM  pe3dynbTaTe  amnamMdbukauunm
BHYTPEHHEro KOHTPONbHOro obpasua dukcmpyeT oTpuLaTenbHbIN pe3ynbTarT;
JeTekTupyowmin - aMnnndukaTtop perncTpypyetr 3SKCMOHEHUMAaNbHbIN  POCT  YPOBHS
dnyopecueHUnM BHYTPEHHEr0 KOHTPOJIbHOro obpasua 1 OTCYyTCTBME SKCMOHEHLMANbHOro
poCTa KpMBOWN ANs cneunmdunyeckoro NnpoayKTa.

Pe3ynbTaT oUeHMBaeTCa Kak HeLOCTOBEPHbI/ B Cliy4yae:

oTpuuaTenbHOro pesynbTaTta Ha Hannume [OHK umTOoMeranoBupyca 4enosBeka U
oTpuLaTenbHOro pesynbtata aMmnanduKaumum BHyTPEeHHEro KoOHTponbHoro obpasua (MuP-
aeTexkTop).

OTCYTCTBUS 3IKCMOHEHLMaNbHOr0 pocTa YPOBHA yopecueHuum Ans cneumduryeckoro
NpoAyKTa U AN BHYTPEHHEro KOHTPOsbHOro obpa3ua (AeTekTMpyoLWwuin amnandunkaTop).
OTO MOXET 6bITb BbI3BAHO MPUCYTCTBMEM UHIMOBUTOPOB B npenapate AHK, nonyyeHHoM
M3  KJIMHMYECKOro MaTepumana; HeBepHbIM BbINOSIHEHMEM NPOTOKONA aHanusa,
HecobnoaeHneM TemnepaTypHOro pexuma amnamdukauum mn ap. B aToM cnydae
Tpebyetca nuMbo noBTOpHas MOCTaHOBKa amnandukauum npenapata [AHK, nnbo
noBTOpHOEe BblaeneHne npenapata [AHK, nvbo nOBTOpHOE B3ATME KIAMHWUYECKOro
mMaTtepuana.

Mporpamma [MUP-peTekTOpa (UKCUMPYET COMHWUTENBHbLIA pe3ynbTaT B Cry4vae, ecnu
3HayeHne Ana crneumdnyeckoro npoAaykTa nonagaeT B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3ynbtat aMnandukaumm BHyTPEHHEro KOHTPObHOro obpasua B yyeT He
npuHMMaeTtcs). B aToM cnyvae HeobxoaAnMMO MOBTOPUTL MCCNefoBaHMe AaHHOro obpasua
(cM.n.9.1.4).

Mpun nonyyeHun nonoxurensHoro pesynbTtaTta (MLUP-geTekTOp) MM 3KCNOHEHLMANbHOIo
pocTta (nyopecueHunn (geTekTUpylowmin amnandukaTop) Ans cneunduryeckoro
npoayktTa B OTpUUaTeNbHOM KOHTPONbHOM obpa3ue (K-) pesynbtatel Bcew
NOCTaHOBOYHOM cepun 6pakytoT. B 3ToM cnyvyae Heo6xoaMMo NpoBeseHne cneumanbHbIX

Meponpvmmﬁ Ana ycrpaHeHnda KOHTaMnHauuun.

YyeT pe3ynbTaToB peakunu C NOMOLLbIO refb-anekTpodopesa

B nonoxutenbHbix obpasuax A0/MKHbI 6biTb BMAHbI MOMNOCHI OpaHXeBO-KPACHOro LBeTa
Ha YpOBHE MNOJIOCbI MOJIOXUTENbHOMO KOHTPOSbHOro o6pasua, COOTBETCTBYHOLWME
¢dparmeHTy reHoma CMV pasmepom 280 n.H. Hanuume wAm OTCYTCTBME MOSOCHI,
COOTBETCTBYIOLWLEN BHYTPEHHEMY KOHTPOSIbHOMY o6pa3uy pa3MmepoM 560 n.H., B 3TOM
Cny4yae B y4yeT He NMpUHMMaLoT.

B oTpuuaTtenbHbix obpasuax, B TOM 4YMCne B OTPUUATE/NIbHOM KOHTPO/bHOM obpa3sue,
CcBeTALWMeECs NOJSIOCbl OpaHXXEeBO-KPAaCHOro LBEeTa, COOTBETCTBYHOWME parMeHTy reHoma

CMV pasmepom 280 n.H. [OMKHbI OTCYTCTBOBATb, a Mofoca, COOTBETCTBYlOWAs
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BHYTPEHHEMY KOHTPOJIbHOMY o06pa3uy pa3MepoM 560 n.H., AO/MKHA ObiTb OTYETINBO
BUAHA.

9.2.3 B cny4dae otcyTCcTBMA B uccneayeMoM obpasue nosiocbl OpaHXeBO-KPaCHOro LBETa,
COOTBETCTBYlOWEN (dparMeHTy reHoma CMV pasmepom 280 N.H. U OTCYTCTBMS MONOCHI
OpaH>XeBO-KPACHOro LUBeTa, COOTBETCTBYIOLWEN BHYTPEHHEMY KOHTPOSIbHOMY 06pa3uy
pa3MepoM 560 n.H. pe3ynbTaT CUYMTAlOT HEAOCTOBEPHbLIM. DTO MOXeT O6bITb BbI3BaHO
NPpUCYTCTBMEM UHIMBUTOpOB B npenapate [AHK, nony4eHHOM w©3 KJMHMYECKOro
MaTepuana; HeBepHbIM  BbIMOJIHEHWMEM  MPOTOKOMA  aHanu3a, HecobnaeHnem
TeEMMepaTypHOro pexuma amnamdukaumm u gp. B sTom cnydae Tpebyerca nmbo
NoBTOpHas MocTaHoBka amnnudukaumm npenapata AHK, nnbo noBTOpHOE BblaeneHue
npenapata AHK, nMbo noBTOpHOE B3SATUE K/IMHNYECKOro MaTtepuana.

9.2.4 B cny4yae HanuMuus noJsioCbl, COOTBETCTBYMOWEN dparMeHTy reHoma CMV pasmepoMm
280 n.H.,, B OTpMUATE/NIbHOM KOHTponbHOM o0b6pa3ue (K-) pe3ynbTaTbl BCek
MOCTAHOBOYHOM CEpUM CUUTaAlOT HefoCToBepHbiMW. B 3ToM cnydyae HeobxoamMmo

npoBeaeHmne cneynasibHblX MepOI'IpMFITMﬁ Ana yCtpaHeEHUA KOHTaMUHauUun.

10 TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCNJ1IYATALUNUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHne Habopa peareHTOB OCYLUECTBAAKT B TEPMOKOHTElHepax ¢
XflafgosaneMeHTaMm  BCEMM  BMAAMW  KPbITOrO  TpaHcnopTta npu  TeMmnepartype,
COOTBETCTBYHLEN YC/IOBUAM XpaHEHMST KOMMOHEHTOB, BXOASLLMX B COCTaB Habopa.

10.1.2 JonyckaeTcs TpaHCNoOpTMpOBaHMe nonmMmepasbl TexHoTaq MAX (dacoeka U) npwm
Temnepatype ot 2 °C go 8 °C He 6onee 5 cyTok.

10.1.3 Habopbl peareHTOB, TPAHCMOPTMPOBAHHbIE C HapyLleHWEM TEeMMepaTypHOro pexmma,

npUMEHEHUNIO HE noagsexar.

10.2 XpaHeHue

10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a UCKJIOYEeHMEM nonnMmepasbl TexHoTaq MAX, cnegyert
XPaHUTb B XONOANSIBHUKE UM XONOAMNBHOM Kamepe npu Temnepatype ot 2 °C o 8 °C B
TeyeHune BCero cpoka rogHocTu.

10.2.2 NMonnmepasy TexHoTaq MAX cneayeT XpaHUTb B MOPO3UJ/IbHOW KaMepe Npu TeMnepaTtype
OT MUHYC 18 °C po MuHyc 22 °C B TeueHne BCero cpoka rogHocTu Habopa.

10.2.3 CMecb pgnsa amnandukaumm M cMecb ans amnamdukauuu, 3anedaTtaHHylo napadguHOM,
cnefyeT XpaHUTb B XON0AMNbHUKE MM XON0AMBHON KaMepe npu Temnepartype oT 2 °C
0o 8 °C B 3awmLEHHOM OT CBETa MecTe B Te4YeHue BCero cpoka rogHocTn Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECA C HapylleHWEM pernameHTUMpPOBAHHOIO peXxmMma, a

TakKXe C NCTeKWwnM CpokKoM rogHoCTtmn, NnpuMeEHEHNIO HE noAasiexar.

10.3 YkasaHua no akcnayataumm
10.3.1 Habop ponxeH TMPUMEHATbLCS COrMNacHO [AENCTBYHOWEN BepcMU  YTBEPXAEHHOMN

MHCTPYKLUWKN MO NPUMEHEHNIO.
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10.3.2 Mocne BCKPbITUS YNAKOBKW KOMMOHEHTbl Habopa cneayeT XpaHUTb MpU cneayrowmx

11

11.1

11.2

11.3

12

12.1

12.2

13

13.1

14

yCNnoBusax:

KOMMNOHeHTbl Habopa cneayeT XpaHWUTb B XONOAWSIbBHUKE WU XONOANSIBHOW Kamepe npwu
Temnepatype ot 2 °C go 8 °C B TeueHMe BCEro cpoka rogHoCcT Habopa;

cMecb Ana amnandukaumm m cMecb Ana amnamdukaumm, 3anedaTaHHyl napaduHoM,
cnefyeT XpaHUTb B XON0AMABHUKE MNM XON0AMIBHON KamMepe npu Temnepartype oT 2 °C
Ao 8 °C B 3aWwMEHHOM OT CBETa MecTe B TeYeHue BCero Cpoka rogHocTu Habopa;
nonumepa3sy TexHoTaq MAX cneayeT XpaHuTb B MOPO3USIbHOM KaMepe npu TemnepaType

OT MUHYC 18 °C po MmHyc 22 °C B TeueHne BCero cpoka rogHocTu Habopa.

YKA3AHUA NO YTUIN3ALUNU

Mpn uncnonb3oBaHuUM Habopa B KAMHUKO-AMArHocTmyeckoi nabopaTtopum obpasytoTcs
oTxoA4bl knaccos A 1 b, KOTopble KNAacCUPULMPYIOTCS U YTUNU3NPYIOTCA B COOTBETCTBUM
¢ TpeboBaHmaMn CaHlunH 2.1.7.2790-10 «CaHunTapHO-anuaeMmonornyeckme tpebosaHms

K o6pau.|.eHmo Cc MEANLUNHCKNUMKN OTXOO4aMU>,

Ha6opb|, npuwegwme B HENpUrogHoCtb, B TOM 4ucne, B CBA3N C UCTEYEHUEM CPOKa
roAHOCTM W HEeWCnosib30BaHHble peakTUBbl, OTHOCATCA K KkKraccy b v noanexart

yTUIn3aumm B COOTBETCTBMU C TpeboBaHmamMm CanlluH 2.1.7.2790-10 n My 1.3.2569-09.
YnakoBka Habopa peareHToB (kopobku, rpunnepbl) Mocie WCNOAb30BaHUSA MO
Ha3Ha4YeHMIo, OTHOCUTCSA K OTX0A4aM kiacca A 1 YyTUAU3NPYETCA C BbITOBbIMU OTXOAAMMU.
FAPAHTUUN N3FOTOBUTENSA

MpeanpuaTMe-u3roToBUTENb  FapaHTMpPYeT  COOTBETCTBME  Habopa  TpeboBaHUAM
TEXHUYECKUX YC/IOBMIA MpU COBMIOAEHUN YCIOBUIM TPaHCMOPTUPOBAHUSA, XPaHEHUSA U

npuMeHeHnA, YCTaHOBNEHHbIX TEXHNYECKUMN YCNTOBUAMMN.

Cpok rogHoctm Habopa - 12 MecsueB npu cobnwgeHun Bcex  YCNOBWUM

TPaAHCNOPTUPOBAHUA, XPaHEHUA U SKCrlyaTaunun.

PEMOHT N TEXHNYECKOE OBCJ/TY)>XUBAHMUE

Ha6op peareHToB npegHasHadyeH Ana oAHOpPa30BOro UMCNosib30BaHUA WU HE NOANEXUT

TEXHNYECKOMY 06C}'IY)KMBaHM}0 N TEKYLLEMY PEMOHTY.

CNMBOJ1Ibl, NCNOJIb3YEMbIE NP MAPKUPOBKE HABOPA

Tonbko Ang in vitro aMarHoOCTUKM m{l [aTta npousBoacTea
o CoaepXXUT MHCTPYKLUMUIO Mo
TemnepaTtypHbIW ananasoH
/ﬂ/ patyp A I:E] NpUMeHeHWIo
W KonuyecTtso onpeaeneHuni REF KaTanoxHbli HoMep
g logeH oo M Afapec npoussoauTens
e He ponyckaeTcsa Bo3aencTesmne
Cepus Habopa AN
P P A COJIHEYHOro cBeTa
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15 MNEPEYEHb NPUMEHSAEMbIX HALLUOHAJNTbHbLIX CTAHOAPTOB
FOCT 2.105-95 O6wume TpeboBaHMA K TEKCTOBbIM AOKYMEHTaM.
FOCT ISO 14971-2011 U3penua ™MeauuMHCKue. [puMeHeHne MeHeoKMeHTa pucka K
MeAVULMHCKUM n3genunam.
FOCT P 15.309-98 Cucrtema pa3paboTkyM M MOCTAHOBKM MPOAYKLUMW Ha MNPOU3BOACTBO.
NcnbiTaHmsa n npuémka BbinyckaeMor npoaykumm. OCHOBHbIE MONOXEHMUS.
FOCT P 51088-2013 MeaguMuMHCKMe wusgenusa An9 OMArHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHToOB, TeCT-CUCTeMbl, KOHTPOJIbHblE MaTepuanbl, NuUTaTeNbHble cpeabl.
TpeboBaHUA K U34eNMsaM U NoaaepXuBatoLen A0KyMeHTaumu.
FOCT P 51352-2013 MeauumHCKMe wuspgenusa Ans AWMarHoCTUKM UWMH  BUTPO. MeToAabl
NCMbITAHUNA.
FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KIIMHUYECKNX nabopaTopHbIX
nccneposaHuii. Y.3. MpaBuna OUEHKU KIMHUYECKOW MHGPOPMATUBHOCTU NabopaTopHbIX
TecToB.
FOCT P NCO 18113-1-2015 MeanumnHckme wusgenua  Ans AMArHOCTUKKM  in  vitro.
NHdopmMaumsa, npepoctaBnsemMas M3rotosutenem (MapkumpoBka). Yacte 1. TepMUHBbI,
onpepeneHunsa n obwune TpeboBaHus.
FOCT P NCO 18113-2-2015 MeanuunHckme wusgenus  Ans  AMArHOCTUKKM  in  vitro.
NHdopmMaumsa, npenoctaBnsemMas usrotosmtenem (Mapkuposka). Yacte 2. PeareHTbl aons
AVarHocTuku in vitro Ansa npodeccnoHanbHOro NpUMeHeHus.
OCT P NCO 23640-2015 N3penna MeauMUMHCKME Ans AWMarHoctukum in vitro. OueHka
CTabunbHOCTU peareHToB ANa ANArHOCTUKM in vitro.
FOCT P NCO 15223-1-2014 N3penna ™MeauuumHckme. CUMBOMbI, MPUMEHSEMbIE  MpU
MapKMpPOBaHMM Ha MeAULMHCKUX U3AENUaX, 3TUKETKaX UM B COMpoOBOAMTENbHOM
AokyMeHTaummn. Y.1. OcHoBHble TpeboBaHus.
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopumu MeaunUNHCKME. TpeboBaHus
6e3onacHocTK.

MpuMeyaHne - YKasaHHble Bbile CTaHAApTbl OblM  AENCTBYIOWMMW HA MOMEHT YTBEpXAEeHUS

WHCTPYKLUMKN MO NPUMEHEHMI0. B AanbHenwem, npu nosib3oBaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuUTb

AENCTBUE CCbIIOYHbIX HOPMAaTUBHbLIX AOKYMEHTOB Ha TeKYLIJ,VIl‘/Jl MOMEHT. ECnM CCbINOYHbIN AOKYMEHT

3aMeHEH nnm VI3MeHéH, TO Npun NpUMEHEHNUN HACTOoAWEro AOKyMeHTa cfieaAyeT nob30BaTbCA 3aMEHEHHbIM

(M3MEHEHHbLIM) AOKYMEHTOM.
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Mpon3soacTBo HabopoB peareHTOB MMeeT CcepTUdULMPOBAHHYIO CUCTEMY MeHeKMeHTa
KayecTBa WU COOTBETCTBYET TpebOBaHMAM CTaHAapTa CMCTEM MeHeaKMeHTa kadyecTtea ISO 9001 B
obnactn paspaboTtka, nponsBoacTso M nNpogaxa IVD peareHToB 1 npubopoB AN MeaULMHCKOMN
MONIEeKYNSAPHO-TEHETUYECKOM  AMAarHOCTUKM W Apyroro nabopaTopHOro MNpUMEHEHUS U
EN ISO 13485 B obnactn paspaboTka, NnpomM3BOoACTBO M npogaxa IVD peareHTOB u npubopos
ANa MeAMLUMHCKOM MONeKyNsapHO-reHeTUMYeCKOn ANarHoCTUKMU.

MpousBoauTenb: O6LECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbI <«HayuHo-lpon3sBoacTBEHHOE

Ob6veanHeHne AOHK-TexHonorua», OO0 «HMNO AHK-TexHonorusa» (O6wectBO C OrpaHUYeHHOWN

OTBETCTBEHHOCTbIO), Poccums.

agpec: 142281, MockoBckas 06n., r. MNpoTtBuHo, yn. XenesHogopoxHas, a. 20.

MecTto nponsBoAacTBa:

1) OO0 «HIMNO [OHK-TexHonorua»: Poccmnsi, 142281, Mockosckas 06n.  r. MpoTBUHO,
yn. XenesHogopoxHas, a. 20.

2) 000 «OHK-TexHonorua TC»: Poccusa, 117246, r. MockBa, HayuHbln npoe3g, 4. 20, ctp.4.

Peknamaumun no Bonpocam kayectBa Habopa peareHtoB LIMB-I'EH, cneayet HanpasnsTb
no agpecy: OO0 «JHK-TexHonormna», 117587, r. Mockea, Bapwasckoe wocce, 4. 125 x, K.6.,
Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cny»xb6a KIMeHTCKOM NoaaepXKu:
8-800-200-75-15 (3BoHOK no Poccun 6ecnnatHbiin),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbsi, 3BOHOK NNaTHbIN),
E-mail: hotline@dna-technology.ru
AHKeTa ANns oCyLecTBieHMs 06paTHON CBA3M HAXOAUTCS Ha caliTe KOMMaHum

«OQHK-TexHonorma»: http://www.dna-technology.ru/customer_support/

Homep: 449-1
2018-08-08
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lMpunoxeHue A

MUP c peTekuunen B pexxnme peanbHOro BpemMeHun, cacoskun S, W

Tabnunua A.1 - T[porpaMmma amnaudukaumu ans
aetekTupyrownx amnambukaTtopos «ATnpanm», <«OTnant»,
«[OT-96», «AT-322»

Ne TemnepaTypa, - e Yuncno onflj:(evzzhlll(wx Tvn
6noka °C LMKI0B M 6noka
n3MepeHui
80 0 30
! 94 1 | 30 ! Huien
94 0 30
2 64 0 15 5 v Linkn
94 0 10
3 64 0 15 45 v Linkn
4 ] 94 [0 T 5 [ 1 ] [ Umkn
XpaHe XpaHe
> 10 Hue Hue
V' - peXuM ONTUYECKUX U3MEPEHMI
Tabnunua A.2 - [lporpaMma amnandukaumnm ans
npubopa Rotor-Gene Q
Ne TeMneopgTypa, B‘;ﬁg?& ¢ Konunyectso unknos
/Cycling /Temperature Time, s /Cycle Repeats
. 80 deg 60 .
Cycling 94 deg 20 1 time
. 94 deg 30 .
Cycling 2 57 deg v 15 5 times
94 deg 10
Cycling 3 45 times
57 deg VvV 15
V - peXuM  ONTUYECKUX W3MEpPEeHWI, YCTaHOBUTb MW3MepeHue
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.

MLUP c donyopecueHTHON aeTeKumen No KOHEYHOM
Touke, pacoBka S

Tabnunmua A.5 - TlporpamMma amnaudbukauum ans
aMNIN@UKaTopoB C aKTUBHbIM perynuposaHuem (Hanpumep,
Tepuuk). Bpema B ckobkax ykasaHO AnsS aMnandukaTopos
6€e3 akTMBHOro perynaMpoBaHus

° Bpems Konunyectso
N2 n.n. TemnepaTypa, °C o p T
1 94,0 1 00 1
94,0 0 05 (50)
2 64,0 0 05 (50) 5
67,0 0 05 (50)
94,0 0 01 (50)
3 64,0 0 05 (50) 40
67,0 0 05 (50)
4 10,0 XpaHeHune

Tabnunua A.3 - [porpaMmMma amnavbukauum aAns
amnnndukaTtopa iCycler iQ
. PCR/Melt
Cycle | Repeats | Step Dwell Time Setgg'”t' Data
Acquisition
I'IporpaMMa Anga CHUTbIBAHUA AUWHAMUYEeCKNX CbaKTOpOB NYHOK
dynamicwf.tmo.
1 1
1 1 min 80,0
2 1 min 30 sec 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 2
1 30 sec 80,0 Real Time
MporpamMma amnandukaummn
4 45
1 10 sec 94,0
45 sec 64,0 Real Time
5 10,0 storage
Tabnunua A.4 - T[lporpamMa aMmnandukaumm AnNs
amnnaungukatopa iCycler iQ5
X Setpoint, PERE
Cycle | Repeats | Step Dwell Time oC 4 Data
Acquisition
1 1
1 1 min 80,0
2 1 min 30 sec 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
4 10,0 storage

MUP c pneTtekumenr MeToaoM renb-snekTpodopesa,
dacoBka S

Tabnunua A.6 - [porpamMma amnandukaumm ans
aMNIN@PUKaToOpoB C aKTUBHbLIM perynmpoBaHueM (Hanpumep,
Tepuuk). Bpema B ckobkax ykasaHO Ans aMnaMpuKaTopoB
6€e3 akTMBHOro perynampoBaHus

° Bpems Konunyectso
N2 n.n. TemnepaTtypa, °C o p T
1 94,0 1 30 1
94,0 0 20 (50)
2 64,0 0 05 (50) 5
72,0 0 05 (50)
94,0 0 05 (50)
3 64,0 0 05 (50) 40
72,0 0 05 (50)
4 10,0 XpaHeHune

Mpu uncnonb3oBaHMM Apyrnx amnaundukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoauTens Ans

YTOYHEHNA NpPpOrpaMMbl aMI'I}'IMCbMKaLI,MM.
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MUP c peTekuunen B pexmme peanbHOro BpemMenu, dacoska U

Tabnwunua B.1 - T[porpamma amnaudpukauum ans
aetekTupyrownx amnambukaTtopos «ATnpanm», <«OTnant»,
«[OT-96», «OAT-322»
Ne TemnepaTypa, - e Yuncno on'l:j:(evzzhlll(wx Tvn
6noka °C LMKN0B M 6noka
n3MepeHuii
80 0 5
1 o4 0 5 15 Linkn
2 94 |5 Joo[ 1 ] | Lukn
94 0 30
3 64 0 15 5 Vi Lnkn
94 0 10
4 64 0 15 45 v Linkn
5 ] 94 [ o [ 5 1 ] [ Uwukn
6 10 XpaHe XpaHe
Hue Hue
V' - peXuM ONTUYECKUX U3MEPEHMI
Tabnunua bB.2 - TMporpamMa amnandukaumm ans
npubopa Rotor-Gene Q
Ne TeMneopgTypa, B‘;ﬁ"g?& ¢ Konunyectso unknos
/Cycling /Temperature Time, s /Cycle Repeats
. 80 deg 60 .
Cycling 94 deg 300 1 time
. 94 deg 30 .
Cycling 2 57 deg v 15 5 times
94 deg 10
Cycling 3 45 times
57 deg VvV 15
V - peXuM  ONTUYECKUX W3MEpPEeHWI, YCTaHOBUTb UW3MepeHue
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.

Tabnunua bB.3 - T[porpamma amnandukaumn ans
amnnndukaTtopa iCycler iQ
. PCR/Melt
Cycle Repeats Step I_?_well Set5°'”t' Déta
ime C S
Acquisition
I'IporpaMMa Anga CHUTbIBAHUA AUWHAMUYEeCKUNX d.')aKTOpOB NYHOK
dynamicwf.tmo.
1 1
1 1 min 80,0
5 min 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 2
1 30 sec 80,0 Real Time
MporpamMma aMmnandukaummn
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnunua bB.4 - TMporpamma amnandukaumn ans
amnnaungukatopa iCycler iQ5
. PCR/Melt
Cycle Repeats Step I_?_yvell Set5°'”t' Déta
ime C s
Acquisition
1 1
1 1 min 80,0
2 5 min 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
4 10,0 storage

Mpu uncnonb3oBaHMM Apyrnx amnandukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoauTens Ans

YTOYHEHUA NpPpOrpaMMbl aMI'I}'IMCbMKaLI,MM.
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