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BBEOEHUE

Gardnerella vaginalis - Hanbonee M3y4deHHbIN BarMHanbHbIi aHaspob, KOTOPbIA Hapaay C
ApYrMMnM aHaspobHbIMK HakTepusMKn, y4yacTBYET B pa3BUTMKM BakTepuanbHOro saruHosa (bBB) y
XeHwnH [1,2,3] n MOXeT Bbi3blBaTb BOCMNanuTenbHble 3aboneBaHMs HUMXKHUX OTAENO0B
MOYEnonoBbIX NyTeN y MyXuuH [4,5,6].

Knaccnmyeckmumn  cumnTtoMamMm  6akTepuanbHOrO  BarmMHO3a  CUMTAOTCA  XKuAKKUe
npo3payHble, 6enble AN cepble roOMOreHHble BblAENEHUS C HENPUATHBLIM 3anaxoM, OTCYTCTBUE
BarnMHuUTa, OAHaKo Nuwb okono 50% >XeHWWnH ¢ BB MMelT XapaKTepHble CUMMTOMbI, 4acTo
KNIMHUYECKME CUMMNTOMbI OTCYTCTBYIOT WM HecneuuduyHbl ana BB, y MHoOrmx xeHwuH BB
npotekaet 6€CCMMNTOMHO.

OcnoxHeHnamn BB saBnsawTcs BocnanutenbHble 3aboneBaHMs OpraHoB Manoro Tasa
(aHAOMETpUT, canbnuHIUT, TybooBapuanbHbii abcuecc) [7, 8, 9]. BB saBnsetca dakTopoM
pUcKa MHMEKLMNOHHbBIX OCMIOXHEHWI MPU MEANLMHCKUX M CNOHTaHHbIX abopTax.

BepeMeHHble XeHWwuHbl ¢ BB nmetoT 6onee BbICOKUI PUCK NpexAeBpPeMEeHHOro pa3spbiBa
OKOIOMNOAHbIX 060M04EK W NpexXAeBpeMeHHOro poXAeHus aeTen C HM3kuM BecoM [10], a
TakXe pa3BUTMS NOCepoa0BOro saHAOMETpUTA.

Huskas 4yBCTBMTENbHOCTb CTaHAAPTHbIX METOAOB AMArHOCTUKM W MOSIBNEHUE HOBbIX
MeToA0B MAEHTUPUKALMN MUKPOOPraHU3MOB Ha OCHOBE aMnandUKauMm HYKNEMHOBbLIX KUCNOT,
mMeToAoB, obnagalowmx UYyBCTBUTENbHOCTbIO, 6nm3koi k 100%, no3sonuno caenatb
3akntoyeHne 06 nx apdekTMBHOCTU Ansa naeHtudukaunm Gardnerella vaginalis  cBoeBpeMeHHO

Ha3HayaTb COOTBETCTBYIOLLYIO TEpANuIo.
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1 HA3HAYEHME

1.1 HacTosilwasa MHCTpYKUMSA pacnpoCcTpaHsaeTcs Ha Habop peareHToB Ans BbisneHna OAHK
rapaHepennbl BarnHanuc (Gardnerella vaginalis) MeTooOM MOAWMMEpPasHOM LenHown
peakumun (FAPO-FEH) no TY 9398-001-46482062-2008.

1.2 Habop peareHTOB npeAHasHadeH Ana BbisBneHus [OHK rapaHepennbl BarvHanmc
(Gardnerella vaginalis) metogom [UP B 6uonorMyeckoM MaTtepuane u4esioBeka:
COCKOObl 3MNUTEeNManbHbIX KMAETOK W3 YpPOreHMTanbHOro TpakTa, MoYa, CeKpeT
NpoCTaThbl, IAKYNAT.

1.3 ®yHKuMoOHaNbLHOe Ha3sHaudeHue: Uspenue npegHasHadyeHo ANS AWMATHOCTUKM in vitro
(BbisBneHne OHK Gardnerella vaginalis metogom MMLP B 6uonormyeckoMm Mmatepuane
yenoseka).

1.4 T[lokasaHuMsa K TMNpOBEAEHUID UCCNeAOBaHMA: CUMMTOMbl  MHMEKUMOHHOMO UK
BOCManuTenbHOro 3aboneBaHmMs MOYEMNON0BOro TpaKTa, KOHTPO/b Sie4eHns nHdekumu,
Bbi3BaHHOW Gardnerella vaginalis.

1.5 [lpuMeHeHWe MeOMUMHCKOro wu3gennss He  3aBUCUT  OT  MOMNYNASUMOHHBIX WU
Aemorpaduyeckmx acnekToB. NpOTUBOMOKa3aHUi K NPUMEHEHMUIO HET.

1.6 Habop MoXxeT ObiTb MCNOAb30BaH B KAWMHUKO-AMArHOCTUYECKMX NabopaTtopusax
MeAVLMHCKUX YUYpeXXaeHUA U Hay4YHO-NCCneanoBaTelbCKOM NpakTuKe Ans AMarHOCTUKM
Gardnerella vaginalis in vitro.

1.7 TloTeHuUManbHble NOMb30BaTeNN: KBANMMULMPOBAHHLIA  MepcoHan, ObyYeHHbIN
MeToAaM  MOMEKYMSpHOM  AMArHOCTUKM M npaBunam  paboTbl B KJAWHMKO-
AnarHocTm4yeckon nabopartopun.

1.8 T[puMeHATb Habop peareHTOB CTPOro MO Ha3HAYEHMK COrflaCcHO AAHHOM WMHCTPYKUMU

no NpUMEHEHUIO.

2 XAPAKTEPUCTUKA HABOPA

Habop pearenToB MAP[-TEH BbinycKaeTcs B cneaylowmnx BapnaHTax MCNOTHEHUS:

—  TMUP c petekuner B pexnme peanbHOro BpeMeHu;

—  MUP c dnyopecueHTHON AeTeKuMel N0 KOHEYHOW TOuUKeE;

— MUP c petekumnen MmetonoM renb-anekTpodopesa.

BapuaHTbl MCMOAHEeHMsa pasnuyatoTca crnocobom petekumm amnnmbuunposaHHon AHK
Gardnerella vaginalis:

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

e <«[UP c dnyopecueHTHOM aeTekuMen NoO KOHEYHOM Touke» (Mapkupyetca «Flash») -
npeaHasHadeH Ans aertekumu pesynbrtatoB [MLUP nocne okoH4YaHusa amnnandwukaummn c

nucnonb3osaHuem lLP-aeTekTOpa;

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru



rFAPAO-TEH | UHCTPYKUMA NO NpUMEHEeHUo | 443-1 ot 16 man 2018

e «MNUP c peTtekuner MeToAOM

renb-anekTtpodgopesa»
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(MapkupyeTcs «Eph») -

npegHasHavyeH anga aetekumu pesynbtatoB [lUP nocne okoH4YaHusA aMI'I}'IMCbMKaLI,MM

METOA0M 3neKTpocbope3a B arapo3HoOM rerne.

2.1
2.1.1

CoctaB Habopa

MLP c peTekuunen B pexxnme peanbHOro BpeMeHu

R1-P108-S3/9, (bacoBka S, cTpunbl

. Konnyectso HoMWHanbHbIN
HavMeHoBaHME KOMMNOHEHTOB BHewHWn Bng ~
npobupok 061EM KOMMOHEHTA
M yHasa BEeTHas
Cmecb gna aMmnandukaumm, pospatiHa becusetHa 12 cTpunos
3aneyaranHas napaduHoM XMOKOCTb, NoA BOCKOO6pasHbIM 10 8 NPOBUDOK no 20 Mkn
6enbiM cnoem pooup
PacteBop Tag-nonunmepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 NpoBUPKU no 500 mMkn
Mpo3payHas 6ecuBeTHass Bs3Kas
MwuH NbHOe Macsn 2n NPKN no 1,0 mn
€pasibHOE Maco MaC/SHUCTas XUAKOCTb pobup 01,0
MoNOXUTENbHBIN KOHTPOMbHbIN
Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 130 Mmkn
obpasey
KpbIWK® ang cTpmnos 12 wr.

R1-P108-23/9, (bacoBka S, npo6bupku

o KonunyecTtso HoMWHanbHbIN
HanmMeHoBaHMe KOMMOHEHTOB BHewHWn Bng .
npobupok 06BEM KOMMOHEHTa
Mpo3pauHas becuBeTHas
Cmecb gna amnnndukaumm,
XUAKOCTb, nNoa BOCKkoobpasHbiM | 96 Npobupok no 20 Mkn
3ane4ataHHas napaduHoM
6enbiM cnoem
PactBop Tag-nonnmMepasbl Mpo3payHasn 6ecuBeTHas XUAKOCTb | 2 NPoBUPKU no 500 mMkn
Mpo3payHas 6ecuBeTHass Bs3Kas
MuH NIbHOEe Macn 2n NPpKU no 1,0 mn
€pasibHOE Maco MaCNSHUCTasN XMUAKOCTb pobup 01,0
MoNOXUTENbHBIN KOHTPOMbHbIN
Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 130 mkn
obpasey
R1-P108-WA/9, cbacoBka W
. KonunyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMMOHEHTOB BHewHWn Bng .
npobupok 06BEM KOMMOHEHTa
lMpo3payHas XNAKOCTb oT
CMecb ans amMmnnmdukaumm 2 npobupkmn rno 1,0 mn
A ¢ Y 6ecuBeTHOro 0 po30BOro LBeTa P P !
PactBop Tag-nonnmMepasbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 Npobupkmn no 500 mMkn
Mpo3payHas 6ecuBeTHass Bs3Kas
MuH NIbHOEe Macn 2n NPKU no 1,0 mn
€pasibHOE Macro MaCNsAHUCTasN XMUAKOCTb pobup 01,0
Bockoobpa3sHass Macca  6enoro
MapaduH 2 npobupkmn rno 1,0 mn
uBeTta
MoNOXUTENbHBIN KOHTPOMbHbIN
o6paszeLl Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 130 Mkn
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R1-P108-UA/9, cpacoBka U

HavMeHoBaHME KOMMOHEHTOB BHewHW BY Konuectso HomuHanbHbit
A npobupok 06BEM KOMMOHEHTa
lMpo3payHas XNAKOCTb oT
CwMmecb ana aMnandukaumm 6ECLIBETHOTO 10 PO30BOTO LBETA 1 npobupka 600 mMkn
M yHasa BETHad BA3Kagd
Monumepasa TexHoTaq MAX pospadHasi becuseTHa 3ka 1 npobupka 30 Mkn
XUAKOCTb
MNUP-6ydep Mpo3payHas 6ecuseTHas XnAKocTb | 1 npobupka 600 Mkn
MoNOXUTENbHBIN KOHTPONbHbIN
Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 130 Mkn
obpasey
2.1.2 TUP c dnyopecueHTHOM aeTekumMen No KOHEYHOM ToUKe
F1-P108-51/1, cpacoBka S
HanMeHoBaHMe KOMMNOHEHTOB BHewHwu BnA Konnuectso H9MMHa”be'M
npobupok 06BEM KOMMOHEHTa

obpasey

CMech AnS aMANUbUKaLMK Mpo3payHas b6ecuBeTHas
! XUAKOCTb, noa BockoobpasHbiM | 100 npobupok no 20 Mkn
3anevyaTtaHHas napaguHoOM 6eMbiM CoeM
PacteBop Tag-nonunmepassbl Mpo3payHasn 6ecuBeTHas XUAKOCTb | 2 NPoBUPKU no 500 mMkn
MNuP-6ydep (doH) Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 200 mkn
Mpo3payHas 6ecuBeTHass Bs3Kas
MuHepanbHoe Macio MACASHUCTAs KUAKOCTb 2 npobupku rno 1,0 mn
MonoXuTenbHbIN KOHTPOSbHbIN
ono € OHTPO Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 130 Mmkn
obpasey
2.1.3 TMUP c petekumneir metonom renb-anekrpodopesa
E1-P108-50/1, bacoBka S
o Konnyectso HoMuHanbHbIM
HavMeHoBaHME KOMMNOHEHTOB BHewHWn Bng NPOBUPOK 06BEM KOMMOHEHTa
lMpo3payHas XXUAKOCTb
CMecb ana amnamdpukaumm
3ane'-|aflraHHaﬂ I'Iaq)ad)VIII-IlOM’ dwnonetoBoro uBeTa, noa | 100 npobupok no 20 Mkn
P BOCKOO6pa3HbIM 6ebiM CNOEM
PactBop Tag-nonnmMepasbl Mpo3payHas 6ecuBeTHas XWAKOCTb | 2 Npobupkmn no 500 mMkn
Mpo3payHas 6ecuBeTHass Bs3Kas
MuHepanbHoe Macno MACASHUCTAs KUAKOCTb 2 npobupku rno 1,0 mn
MonoXuTenbHbIN KOHTPOSbHbIN
ono € OHTPO Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 130 Mmkn

2.2 Yucno aHanmsmpyembix npob

Habop peareHToB npeAHasHayeH A/ OAHOPa30BOro MNpUMEHEHUS

M pacCynTaH Ha

96 onpeaeneHuit ans ucnonHenust «MLP c aeTtekumein B pexume peanbHOro BPEMEHU» U

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

n «MNUP c perekumen ™MeTOOOM

renb-anektpodgopesa»,

BK/KO4Yada aHanm3 HEU3BECTHbIX

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

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

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

NOMOXUTENbHbIA U OTpULATENbHbIA KOHTPOMbHbIE 06pa3Lbl).
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2.3 MpuHUMN MeToAa

Metoa: MonumepasHasa uenHas peakums (MLP) ¢ peTekuwnen pesynbTaTtoB: B pexume
peanbHOro BpeMeHun, C dNyopecueHTHON AeTekuMen Mo KOHEeYHOM TOo4yKe, MeToAOM refb-
anekTpodopesa; Ka4eCTBEHHbI aHanms.

MpuHUMN MeToAa OCHOBAH Ha MCNOAb30BaHWUM npouecca amnnudbwukaumm [JHK,
3aKoyalolerocss B MOBTOPSAIOWMXCS UMKNax TemnepaTypHoin paeHatypauum [AHK, omxura
npamMepoB C KOMMJEMEHTapHbIMKM MOCNef0BaTENbHOCTAMM U Mocneaytowen A0CTPONKM
NOSIMHYKIEOTUAHBIX Lenen ¢ 3TuX nparMepoB Tag-nonnmepason.

Ons  noBbIWEeHUs 4YyBCTBUTENBHOCTM W CrneundUyHOCTM peakuuum npefycMOTpPeHo
npUMeHeHne «rops4vero» crapta. Fopsauunii ctapt obecneumBaeTcs MeTOAMKOM NMPUrOTOBAEHUS
peakLMOHHON CMecKu, COCTosIen U3 ABYX C/oeB, pa3fefieHHbIX NMPOCIOMKON 13 napaduHa unm
ncnonb3osBaHua Tag-nonmMmepasbl 6/10KMpOBaHHON aHTUTenamm. CTapT NoJMMepasHOM LienHOoM
peakumn NpoMcxoauT TONbKO MPU pacnnaBfeHuu napaduHa unav TeMnepaTypHOM Anccoumaumm
KoMnsiekca Tag-nonmMMepasbl M aHTUTEN, UYTO UCK/OYaeT Hecrneundnyecknin omKUr npanmepos
Ha AHK-MuLwWeHW npu HavanbHOM Nporpese Npobupku.

B Habopax mncnonHeHusa «MLP ¢ petekumen B pexume peanbHOro BpemeHu» n «MLUP ¢
dnyopecueHTHON AeTeKumen No KOHEYHOM TOUYKE» B pPeaKUMOHHYI0 cMecb BBeAeHbl JHK-30HAbI,
KaXAblA M3 KOTOPbIX COAEPXMUT (DNyopecUeHTHYI0 MeTKy W racutenb dnyopecueHumn. MNpu
obpasoBaHun cneuyndudyHoro npoaykrta [AHK-30HA pa3pywaercsa, AelCTBME racuTens Ha
dyopecuUeHTHYI0 MeTKy npekpalliaeTcs, YTo BeAET K BO3pacTaHMio ypoBHA dnyopecueHuun,
KOTOPbI pUKCMpyeTca cneunanbHbiMm npnbéopamu.

KonnyectBo pa3pylleHHbIX 30HA0B (@, cnepoBaTenbHO, M YpPOBeHb dryopecueHumn)
YBE/IMUYMBAETCS NPONOPLMOHANbHO KONMYECTBY 06pa3oBaBLUMXCS cneumdmnyeckmx aMninkoHOB.
YpoBeHb pnyopecueHLMn N3MepsaeTca Ha KaXaoM Uukne amnandukaummn B ncnonHeHnm «MUP c
JeTekumMen B pexuMe peanbHOro BpeMeHW» WAW nocne nposBefeHus aMmnavdbukaumm B
ncnonHeHum «MLUP ¢ dnyopecueHTHON AeTeKumneln No KOHEYHOM TouKe».

B coctaB cMecu ansg amMnamdukaumm BKAKOYEH BHYTPEHHMA KoHTponb (BK), KOTOpbI
npeAHasHadeH AN1S OLEHKW KayecTBa NpOXOXAeHWs MonMMepasHOM LienHOM peakumun. B coctas
OHK-30HA0B, MCMNONb3ylWKUXCaS A0S AeTeKuMn npoaykta amnandwukaumm wuckomon [AHK,
BK/tOUeHa dnyopecueHTHaas MeTka Fam. B cocrtaB [HK-30HOOB, MCMonb3ylowuxcs ans
jeTekumMn npoaykta aMmnandukaumnm BHYTPEHHEro KOHTpons, BXOoAUT JlyopecLeHTHbIN
Kpacutenb Hex. B Tabnuue 1 npmBeaeHbl KaHanbl AeTeKUUM NPoayKTOB aMnnamdbukaumnu.

Tabnuuya 1 - KaHanbl AeTeKUMU NPOAYKTOB aMiandukaumnm

Fam Hex Rox Cy5 Cy5.5

Gardnerella vaginalis BK - - -

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

pa3HbIX peakuunii amnandukaumm, NpoxoaaLumx B og4Hon npobupke.
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NccnepoBaHue c ncnonb3oBaHneM Habopa peareHTtoB FAPA-FEH coctouT 13 cnepytowmx
aTanos: BbigeneHne AHK (npobonoarotoska), MNMUP-amnnudbukaunm OHK Gardnerella vaginalis,
AeTeKkumsa NpoayKTOB aMnandukaumu.

ans npoBeaeHuns rnup NMCNONb3YT  amnandukaTopsl 7 amMnnandukaTopsl
petektupylowme. Ona aHanusa npoaykrtos [MUP wncnone3yioT [lUP-pgeTekTopbl uvnan MeToA
anekTpodopesa B arapo3HoMm rene. [puM wmcnonb3oBaHuM HabopoB wucnonHeHuna «MLUP c
AeTeKuMen B pexumme peasnbHoro spemeHu» atansl MUP-amnnmndukaumm OAHK n getekummn OHK

COBMELLEHDbI.

2.4 BpeMmss npoBeaeHus aHanuMsa (BkAto4vass npobornoAroTOoBKY) - OT ABYX 4acoB, B

3aBUCMMOCTM OT ucnonblyemoro Habopa ansa sbiaeneHmns JHK.

3 AHAJTIUTNYHECKME XAPAKTEPUCTUKHA

3.1 AHanuTuyeckas cneundnyHOCTb aHanM3a

B ob6pasuax 6uonormyeckoro Matepuana u4enoseka, coaepxawmx OHK Gardnerella
vaginalis, MLUP-petekTop («MUP c cdnyopecueHTHON AeTeKuMen MO KOHEYHOM TOouKe») unu
petekTupyowmn amnnngukatop («MLUP c aetekumern B pexuMme peasnbHOro BpeMeHM») AOHKHbI
perncTpuMpoBaTb MOJIOXKUTENbHbIA pe3ynbTaT Hannuusa crneumduryeckoro npoaykta (dparmMeHTa
reHoma Gardnerella vaginalis). MNMpn ucnone3oBaHuUM MeToda renb-anekTpodopesa («MLUP ¢
JeTekuMen MeToAoM refnb-anekTpodopesa»), A0/MKHA 6biTb BUAHA NON0Ca OpaHXXeBO-KPACHOro
LBeTa, CooTBeTCTBYlOWasa dparMeHTy reHoma Gardnerella vaginalis pasamepom 445 n.H. (nap
HYK1e0TMA0B).

B obpasuax 6uonormyeckoro Matepuana, He cogepxawmx OHK Gardnerella vaginalis,
JeTeKkTupyowmn amnnugukatop mam MUP-geTekTop AOMKHBLI PerMcTpnupoBaTh OTpULAaTENbHbIN
pe3ynbTaT HanuMuusa crneundunyeckoro npoaykta (dbparmeHTa reHoma Gardnerella vaginalis) v
NMONOXUTENbHbIA pe3ynbTaT BHYTPEHHEro KOHTpons. [lpy WCNoNnb30BaHMM MeToda resib-
anekTpodopesa MNonoca OpaHXeBO-KPaCHOro LBeTa, CooTBeTcTBylowas dparMeHTy reHoma
Gardnerella vaginalis pa3mepoMm 445 n.H. OTCYTCTBYeT, a Mo0Ofaoca, COOTBETCTBYIOLLAs
BHYTPEHHEMY KOHTPOSbHOMY 06pa3uy pa3mMepomM 900 n.H., Ao/MKHA 6bITb OTYET/IMBO BUAHA.

MNMoka3aHO OTCYTCTBME HecneumduuYeckmx MoSIOXUTENbHbIX pe3ysbTaToB amnandukaumm
npn Hannumm B obpasue OHK Ureaplasma urealyticum, Mycoplasma hominis, Mycoplasma
genitalium, Ureaplasma parvum, Neisseria gonorrhoeae, Candida albicans, Chlamydia
trachomatis, Trichomonas vaginalis, Streptococcus sp., Staphylococcus sp., a Takxe [OHK

yenoBeka B KOHLeHTpauum ao 1,0x10® konwuit/mn obpasua.

3.2 [lpenen obHapyxeHus:
He 6onee 50 konun OAHK Gardnerella vaginalis Ha aMmnNIN@UKaLMOHHYO NPOBUpPKY.
Mpepen obHapyXeHuMs  yCTaHOBMNEH MNyTeM aHanmM3a CepUiiHbIX  pa3BeneHUi
nabopaTopHOro KoHTponbHOro obpasua (JIKO). Ansa kaxaoh KoHueHTpauun 6bis10 NpoBeaeHo

94 onpepeneHus.
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KoHueHTpauusa JIKO, KonnyecTtso %
. Konnyectso
KOMMA Ha aMNAMMUKALUNOHHYO HOBTODOB MONOXNTENbHbIX MONOXUTENbHbIX
npobupky P pe3ynbTaToB pe3ynbTaToB
100 94 94 100
50 94 94 100
25 94 19 20,2
0 94 0 0

MpumevyaHue - TlMpepnen obHapyxeHuna OHK Gardnerella vaginalis B obpa3ue 3aBUcuMT OT

mMeToda npobonoarotoskn obpasua n KoHeuyHoro o6béma BolgeneHHon AHK (o6béma antoumn).

Hanpumep: T[pepen ob6HapyxeHus 50 KonNuMA Ha aMMANGUKALMOHHYO Npobupky
COOTBETCTBYET CMeAylwWmnM 3HadeHMsaM KoHueHTpaumn [AHK Gardnerella vaginalis npw
NCNO/Ib30BaHUN KOMIMJIEKTOB AN BblAENEHUS HYKIEeNMHOBbIX KucnoT npomssoactea OO0 «HIMO

OHK-TexHonornsa»:

KoMnniekTbl ANa BbiAeNeHUS HYKJIEMHOBbIX KUC/IOT
6 NMPOBA-MY4-
O6pazeu NPOBA-HK NPOBA-IC PANVA NPOBA-
(npu anouuun B PANMUA
300 mkn)
- cockob
aNUTeNMnanbHbIX
knetok B 500 mMkn
TPaHCMOPTHOM Cpeabl;
- 2gakynat B 500 mkn
TPaHCMOPTHOI cpeabl; 500 1000 3000 5000
- CceKpeT npocTtaTbl B konuii/obpaseL | konui/obpasew konui/obpasew konui/obpasew
500 MKk TpaHCNOPTHOM
cpeabl;
- Mouya (npu BblaeneHnu
m3 1,0 mn obpasua)

3.3 [unarHoCcTnyeckue xapakTepUCTUKU:
Konnuecteo o6pasuos (n) — 398;
JnarHoctmnyeckasi YyBCTBMTENLHOCTL cocTasnseT (95% AN): 98,9% (97,2-99,6%);

OnarHoctnueckas cneumduryHocTb coctasnset (95% AN): 97,0% (93,9-98,6%).

4 MEPbI NPEAOCTOPOXXHOCTUA

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

OpraHmusaumna pabotbl [LUP-nabopatopun, ob6opyaoBaHne u MaTepuanbl  AOMKHbI
cooTBeTCcTBOBaTb TpeboBaHmaMm TOCT P 52905-2007, meToanyeckmx ykasaHumm MY 1.3.2569-09
«OpraHusauus paboTtbl nabopaTopuin, UCNOMb3YIOWMX METOAbl aMnandUKauum HYKIENHOBbIX
Kncnot, npu pabote ¢ MatepuanoMm, coaepxalmM MUKPoopraHmamebl I-IV rpynn natoreHHoCTu»,
C cobniopeHneM caHuTapHo-anuaemmonornyeckmx npasmn CM 1.3.2322-08 «Bbe3onacHocTb
paboTbl C MukpoopraHmamamu III-IV rpynn naTtoreHHoCcTM (OonacHoCTu) u BO3byauTensamu
napasuTapHbIX 60ne3Hen>.

Nccnenyemble obpasubl paccMaTpMBaKOTCA KakK MoTeHuManbHO-onacHble. Mpu paboTe ¢

HabopoM crieayeT HaAeBaTb OAHOPA30Bble MepyaTkm 6e3 Tanbka.
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K pabote c HabopoM peareHTOB AOMYyCKAETCS TOSIbKO MepcoHasn, o0by4yeHHbIn MeTodaM
MOJIEKYNAPHOMN ANArHOCTUKK M nNpaBmnaM paboTbl B KIMHUKO-AMArHOCTMYECKON nabopaTopun.

Boipenenne [OHK cneayet npoBoAMTb B NlaMMHApHbIX wWKagax C  BKIKOYEHHbIM
NaMuMHapHbIM noTokoM. [MoarotoBky k [UP ¢ mncnonb3oBaHneM Habopa peareHToB cneayet
nposoanTb B MLP-60Kkcax.

Bce nabopatopHoe ob6opynoBaHue, B TOM 4uCie A03aTOpbl, WTaTuBbI, JlabopaTopHas
nocypa, xanaTtbl, rofloBHble y6opbl M Np., @ TakXe pacTBOPbl peareHToB AO/MKHblI ObITb CTPOro
CTauMoHapHbIMK. 3anpeLlaeTcs X nepeMelleHne n3 ogHOro rNnoMeLLeHmns B gpyroe.

Jo3aTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM mnoBepeHbl (B aKKpeaMTOBAHHbIX
nabopaTopusix) n NpoMapKMpOBaHbI.

Ypanate oTtxoabl ¢ npoayktamm [UP HeobxoanMMoO TONbKO B 3akKpbiToM Buae. He
A0nycKaeTcst OTKpbIBaTb NPObMpKK nocne aMmnamdmkaunm 3a UCKIYEeHNeM aTana nposBeaeHus
JeTeKUuMNn MeTOAO0M refb-anekTpodopesa, KOTOpbIi NPOBOAAT B 30He 4 (MY 1.3.2569-09).

Bce nosepxHocTuM B nabopatopum (paboume cTonbl, WwTaTMBbl, 06opyaoBaHWe wn Ap.)
eXXegHEeBHO noABepratoT BAaxXHoM yb6opke C MNpuMMEHEeHMeEM Ae3MHPUUNPYIOLWMX/MOKLWLNX
CpeAcTB, pernaMeHTMpPOBaHHbIX CaHUTapHbIMK NpaBunamn CI 1.3.2322-08.

Mpu wncnonb3oBaHMn Habopa peareHToB B ucnosHeHun <«[LUP ¢ petekumern metoaom
renb-anekTpodopesa» AN9 NpeaoTBpalleHns KOHTaMMHauum 3Tanbl BblaeneHms AHK, MUP un
JeTeKkuun cnegyeTt npoBoAUTb B pasfefibHblX MOMeWeHMaX WAu TaTeNbHO WM30/IMPOBAHHbIX
30HaX, CHabXeHHbIX KOMMMEeKTaMM MNOoyaBTOMATUUYECKUX [03aTOpPOB, XajlaTaMM WU MPOUYMMMK
NMPUHALEXHOCTAMM.

3anpewaercs CHUMaTb KPbIWKY C 3N1eKTpodopeTnyeckon Kamepbl, €CnM oOHa
NOAKOYEHA K UCTOYHUKY MUTAHUS.

Mpu pabote C BKJIKOYEHHbIM TPAHCUIIOMMHATOPOM HeobxoAMMO MNOJSIb30BaTbCS
3aWMTHbIM 3KPaHOM WM CrieumanbHON 3aWMTHOM MACKOMN.

Mpu wncnonb3oBaHuUM Habopa B KIMHUKO-AMArHocTuyeckown nabopatopum obpasytorcs
oTxoabl knaccoB A n b, koTopble KnaccuMpuumpyoTcs M YTUIN3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmnamm CanlluH 2.1.7.2790-10.

He ponyckaetcsa ncnonb3oBatb Habop peareHToB:

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

- no NCTeYEHNO CPpOKa rogHoCTu.

MpumeyaHue - Habop peareHTOB HE COAEPXUT MaTepuanbl 6MONOrMYECKOr0 MPOUCXOXAEHUS,
BewecTs, 06n1a4alWmx KaHUEPOreHHbIM, MyTareHHbIM AeNCTBMEM, a TaKXe BAUAIOWMUX Ha
pPENPOAYKTUBHYIO GYHKUMIO 4enoBeka. [pu UCMONb30BaHMM MO Ha3HayeHutio U cobnaoaeHun Mep

NpefoCTOPOXHOCTU SIBASIETCS 6e30MNacHbIM.

5 OBOPYAQOBAHUE N MATEPUAJDbI

Mpu pabote c Habopom peareHToB MAPA-TEH TpebylTcsa cnepytowmne obopyaoBaHue,

peareHTbl U pacxXogHble€ MaTeEpUabl:
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O6opynoBaHue, peareHTbl U pacxoaHble MaTepuarnbl Real-time Flash Eph
MLUP-6okc na na na
aMnInduKkaTop AETEKTUPYIOLLNIA aa HeT HeT

eTeKTo nonvMepasHom enHom eakummn
A P - P H peaku HeT Aa HeT
dyopecuUeHTHbIN
TepMocCTaT nporpamMmmpyemsbin ang NLUP-aHanusa HeT Aa Aa
TepMmocTaTt TBEPAOTENbHbIN nporpamMMmnpyeMbli

P TBEPA porp Py nal HeT HeT
ManorabapuTHbIN
YCTPOWCTBO ANs 31eKTpodopesa HYKITeNHOBbIX KUCOT B Het Het a
araposHbIX M akpuiaMuaHbix rensx A
TpaHcunntoMuMHaTop ynbTpaduroneToBbln (pryockon) HeT HeT na
MUKpoLEeHTpudyra-BopTeKc Aa Aa Aa
X0/10AUIbHUK 6bITOBOM C MOPO3U/IbHON KaMepoM aa aa aa
wTaTtmeB «paboyee MecTo» Ans npobmpok aa aa aa
[03aTopbl MexaHu4deckune nnu 3/1eKTPOHHbIE
OAHOKaHasbHble C NnepeMeHHbIM 06bEMOM, MO3BONSAOWME na na a
oTbupatb 06BEM xwuagkoctm 0,5-10 mkn, 2,0-20 wmkn, A

20-200 mkn, 100-1000 mkn

OAHOpa3oBble HaKOHEYHNKMN c dwunbtpoM AN
rnoslyaBToMaTUYeCKnX Ao3aTopoB, cBoboaHble oT PHKas aa aa aa
n JHKa3, o6bémom 20 Mk, 200 Mk, 1000 Mkn
npobmpkn MuUKpoueHTpudyxHbole obvéMomM 1,5 mn ¢

KpblLIKaMM Aa Aa Aa
npobupkn amnnmdumkKaunoHHble  ob6béMom 0,2 Mn C 2
na HeT HeT
KpblLIKaMM
konb6a MepHasi, BMecTuMocTbio 1000 mn HeT HeT ha
BOAA ANCTUNIMPOBAHHas na na na
OAHOpa30Bble nMepyaTku MeauuuHckue, 6e3 Tanbka, na na a
TEKCTYPUPOBaAHHbIE A
peareHTbl ANna  AEeTeKUMW HYKJIEUHOBbLIX KWUCIOT B
HeT HeT Aa
araposHbIX rensx
Mapke NVH  aMnNanduumMpoBaHHbIX arMeHToB
prep A duump ®p HeT HeT Aa
(pUC19 OHK/MspI)
éMKOoCTb ans cbpoca McCnosnb3oBaHHbIX HAKOHEYHWKOB, na na fa
npobMpoK M ApPYrMX pacxoAHblX MaTepuasoB
Ae3nHbuumpytoliee CpeacTso na na na
Aosupytowiee yctpomcrso ATcTpumM
repmeTusmnpytouiee yctpomctso Tnak
na’ HeT HeT
ueHTpudyra ans mukponnaHwert lMLP
rnosvMepHas TepMonseHkKa ans 3anevyaTbiBaHuMS
MUKponaaHwert MNP
p)
MukponnaHweT MUP (96 nyHok) Aa HeT HeT
5
MukponnaHweT MUP (384 nyHkn) Aa Her HeT

nna dacoskm W

ans gacosok U, W

ansa dacosok U, W ¢ ncnonb3oBaHMeM aBTOMaTU3NPOBAHHOIO A03MPOBaHMS
ansa dacoBkm W € Ucnosb3oBaHMEM aBTOMaTU3NPOBAHHOIO A03MPOBaHNS

2
3
4
> nna dacoskn U € MCNOMb30BaHMEM aBTOMATM3MPOBAHHOIO A03MPOBAHUS

MpunbopHoe obecneueHune

Onsa npoBeaeHuns rnupP NMCNONb3YT  amnandukaTopsl 7 amMnnandukaTopsl
petektupylowme. Ana aHanumsa npoaykrtos [MUP wucnonb3yioT [lLUP-pgeTekTopbl uvan MeToA
anekTpodopesa B arapo3HoMm rene. [puM wmcnonb3oBaHuM HabopoB wucnonHeHma <«MLUP c
AeTeKuMen B pexumme peanbHoro spemeHu» atansl MUP-amnnmndukaumm OAHK n getekummn OHK
COBMeLLUEHbI.
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» TUP c peTekuuelt B pexuMe peanbHOro BPeEMEHW: aMnnMduKaTopbl AETEKTUPYHOLLME
OTnant, ATnpanm, AOT-96 wnn AT-322 (000 «HMO [AOHK-TexHonorus»); Bepcus
nporpaMMHoro obecneuveHus He Huxe 7.3.4.0' unn amnnudukatopsl iCycler iQ u iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen). Bo3MOXHOCTb MCMNOMb30BaHNA APYrux
amnandukaTopos HeobxXooMMO  YTOYHUTb Yy nNpeacTaBuTens Komnanum  «AHK-
TexHonormna».

» TMUP c dnyopecueHTHOM AeTeKLMen No KOHEYHOW ToUYKe: TepMOCTAT NMporpaMMUpyeMmbIit
ana nposeaeHmsa TLUP aHanusa JeTbipexkaHanbHbIi <«Tepunk» WAM  aHaNoOrn4YHbIN,
neTekTop MNyopecueHTHbIA «KUH» nnu «IxuH-4» (000 «HMO AHK-TexHonornsas).

» TMUP c peTekuuwei MeToAoM renb-anekTpodopesa: TepMocTaT MporpaMMUpyeMblidi ANS
nposeneHns TLUP aHanuM3a JeTblpexkaHanbHbii «Tepumk» (000 «HMO [AHK-

TexHONormsa») uan aHasaornyHbIN.

6 AHAJIUSNPYEMBbBIE OBPA3LbI

B kadectBe 6monornyeckoro MaTepuasia UCNoJib3yrT Cockobbl anuTenmnanbHbIX KNeToK
N3 YPOreHnUTaabHOro Tpakrta, Mo4y, CEKPET NPOCTaTbl, IAKYJIAT.

PeweHne o0 HeobxoAMMOCTM WwCCNenoBaTb TY WKW WHYKO JNoKannsaunko npuHUMaeT
nevyawmi Bpa4y Ha OCHOBaHMM COBOKYMHOCTU »Kanob naumeHTa u KINHNUYEeCKoMn KapTUHbI.

UccneposaHue wMetogoM [ILUP oTHocuTCca K NpsAMbIM - MeToAaMm na6opaTopHoro
nccneaoBaHna, NosToMy B3ATUE 6rnonornyeckoro MaTepuana Heobxoammo npoBoANTb U3 MECTA
noKann3aumn MHCDEKLI,MOHHOFO npouecca.

Ona nonyyeHnsa KOPPEKTHbIX pe3yfibTaToB MMeeT 3HaudeHuMe KayecTBO B3ATUA o6pa3L|.a
6MOMaTepmana ana nccnenoBaHnd, €ro XpaHeHue, TpaHCnopTupoBaHME WM NpeaBapuUTEsibHas

obpaboTka.

6.1 UHTepdepupyrowme BelecTsa

Hannumne wHrmbutopos [MLP B o0b6pasue 6Guonornyeckoro MaTtepmana MoOXeT 6biTb
NPUYMHON COMHUTENbHbIX (HeonpeaenéHHbiX) pe3ynbTaTtoB. [pu3HaAKoM uHrnbuposaHus TMLP
ABNSETCA  OAHOBpPEMEHHOe  OTCYTCTBME  aMnanduKaumMnm  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,
npumeceln Kposu; NybpuKaHTbl, TanbK, MECTHbIE NeKapCTBEHHbIE Npenaparthbl.

Ons cHMxXeHus konuyectsa MHrmbutopos MLIP Heobxoaumo cobnogaTb npasunia B3ATUS
buonormnyeckoro matepuwana. Npu Noao3peHMn Ha Hanuume B obpasue 6oNnbLIOro KonnyecTsa
nurnéutopos [LP pekomeHayeTca BbibupaTe MeToabl BbiaeneHna [OHK, nossonsatowme
MaKCMManbHO yAanuTb UHrnMéutopel MUP u3 obpa3ua, He pekoMeHAYyeTCs WCNoNb30BaTb

aKcnpecc-MeToabl BblaeneHunsa OHK.

! - npousBoanTenb pekoMeHAyeT CBOEBPEMEHHO O6HOBASTb NporpaMMHoe obecneuveHue  AnS
AeTeKTUpywmux  amnamdukatopoB. AKTyanbHyto Bepcuio MO MOXHO ckayaTb Ha cailTe KOMMaHuu
«[OHK-TexHonorusa»: htt://www.dna-technology.ru/po/
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6.2 0cobeHHOCTM B3ATUS YpOoreHuUTanbHbIX COCKOH60B

XKeHLWnHbI HakaHyHe ob6cnefoBaHMs He A0MKHbI NPOBOAUTL TyaneT NOJSIOBbIX OPraHoB U
cnpuHueBaHue. Onsa nony4yeHns obbEKTUBHOrO pesyfbTtaTta Heobxoammo, 4Tobbl uccnenyemblii
MaTtepuan cogepxasna BO3MOXHO 6osbliee KOMMYECTBO INUTENMANbHbIX KNETOK U MUHMMasbHOE
KONIMYeCTBO C/IM3M U MPUMECU KpoBU. HenpaBuabHoe B3aTME BuoMaTepmana MoXeT NpuBecTU K
HeLOCTOBEPHOMY pe3ynbTaTy W, BCAeACTBME 3TOro, HeobXx0AMMOCTM MOBTOPHOrO B3ATUSA

6buomaTepmana.

6.2.1 OcobeHHOCTUN B3STMSA MaTepuana M3 Bnaranmua

MaTtepuan pomkeH 6biTb B3ST A0 MPOBEAEHMS MaHyaNlbHOro WccriegoBaHMsa. 3epkano
nepes MaHUNynsiUMEnR MOXHO CMOYUTb ropsiyen BOAOK, MNPUMEHEHME aHTUCENTUKOB ANns
06paboTkun 3epkana npoTtuBonokasaHo. Cockob 6epyT c 3agHebokoBOro csoga Bnaranuwa. Y
AEeBoYeK B3ATME MaTepuana NpousBoAAaT CO CAM3UCTOM 060N104YKKM NpeaaBepus Bnaraauwa, a B

OTAENIbHbIX Cny4YadaXx — U3 3agHEro CcBoAda Biarajimiuia 4epes rMMeHasibHbl€ KOJibLa.

6.2.2 0OcobeHHOCTU B3ATUA MaTepuana 13 ypeTpsbl

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

HenocpeacreeHHo nepes B3aTveM 6uomatepuana HeobxoauMmMo ob6bpaboTaTb Hapy>kHoe
OTBEpPCTUE YypeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUSIbHLIM (U3NONOrUMYECKUM
pacTBOPOM.

Mpn HanWMuMn rHOMHbIX BblAeNeHun Cockob pekomeHayeTcs 6paTb yepe3 15-20 MUHYT
nocne MOYencnyckaHus, Npu OTCYTCTBUM BblAENEHUI HEOBXOANMMO MPOBECTU Maccax ypeTpbl C
NOMOLLbLIO 30HAA ANs B3aTUA 6MoMaTepmana. B ypeTpy y XXeHLWWH 30HA4 BBOAMUTCSA Ha rnybuHy

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 CMM3b M 3aTeM
obpaboTtaTb WeNKY MaTKU CTEPUNbHbIM (QU3MONOrMYECKUM PpacTBOpPOM. 30HA BBOASAT B
LepBMKanbHbIN KaHan Ha rnybuHy 0,5-1,5 cM. Mpu n3BnevyeHmMn 3oHA4a HeO06X0AMMO MOSIHOCTbLIO

UCKJ/TIOYUTb €ro KaCaHme CTEHOK BJiaranauiia.

6.3 CockobHoe oOTaensemMoe 3nuTeNManbHbiX KIETOK W3  YpPOreHMTasbHOro TpakTa

(uepBuKanbHOro KaHana, Bnaranumiia, yperpbl)

OrpaHMyeHue MeTofa - MeCTHOe [MpUMMEHEHMEe NeKapCTBEHHbIX npenapaTtos, Y3U
BarvHasbHbIM AAaTYMKOM MeHee YeM 3a 24 4aca A0 MccnenoBaHus.

B3aTne maTepmana oCyLLECTBASIOT C NMOMOLLbIO CreunasnbHbIX CTEPUNbHBIX OAHOPA30BbIX
WHCTPYMEHTOB — YPOreHuUTasbHbIX 30HAOB, LWTOLLETOK WM TaMMNOHOB, B 3aBUCUMOCTU OT
NCTOYHWKA KJIMHNYECKOro MaTepuana, cCoriacHo yCTaHOBNIEHHOM npoueaype.

B3aTne cockoboB npoBoanTCcs:

— B nfacTukoBble npobupku o6vEMOM 1,5 mMn, B KOTOpble nNpeaBapuTenbHo BHeceHo 300-

500 Mk un3nonornyeckoro pacteopa CTepusibHOro;
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— B nNpobuMpKM C TpPaHCNOPTHOW CpenoK, npeaHasHavyeHHOW npoussBoauTenem Ans
TPaAHCNOPTUPOBAHUA W XpaHeHus obpa3uos 6uonormyeckoro Martepuwana ana MMLP-
nccnenoBaHui;

- B npobupkm c peaktnsoMm <«[MPOBA-PAMNA» (npoussogutens 000 «HMO [OHK-
TexHonormns»).

BHMUMAHME! «[POBA-PANWAO» He pekomeHayeTca Ansa BbiaeneHns OHK um3 cockobos u3
YPOr€HUTANbHOro TPaKTa Yy MY>X4MH.

Mopsaok B3ATUSA:

OTKpoONTE KpbIWKY NPO6MPKMU.

2. [lNepeHecuTe 30HA C 6uoMatepmanoM B NpobupkKy C (PpU3NOIOrMYECKMM pacTBOPOM,
TpaHCNopTHOM cpeao munu peaktnsom «MPOBA-PAMNA», n TwaTtenbHO npononouwurte
ero, usberas pa3bpbi3rMBaHMsa KXWAOKOCTU. 3aTeM U3BNEKUTE 30H4 W3 pacTBopa,
npmXxunuMmas ero K cTeHke npobupKu, OTOXMUTE M3ObITOK XMAKOCTW, yAanuTe 30H4 WU
BblbpocbTe. [pn HeobxoammocTu B3aTUA 6GuoMaTepmana M3 HecKosbkux 6uoTtonos
noBTOpUTE Mpoueaypy, Kaxabli pa3 3abupas MaTepuan HOBbIM 30HAOM B HOBYH
npobupky.

3. TINOTHO 3aKponTe KpbiWKY NpobMpKK, NMpoOMapKMpyinTe Nnpobupky.

BHUMAHME! [onyckaetca XxpaHeHue ob6pa3uoB npu Temnepatype oT 2 °C pmo 8 °C He
6onee 24 u.

MpenobpaboTky, NpobonoAroToBKY M XpaHeHue mMaTtepuana NpoBoAAT B COOTBETCTBUM C
WHCTpYKLUMENn K KoMnnekTy/Habopy peareHToB Ansa BblaenenHums [AOHK u3 6uonormyeckoro
mMaTtepuana.

4. Tpu B3AaTMM COCKOBOB B NpobUMpPKU C DU3MOMOrMHECKMM pacTBOPOM MM TPAHCMOPTHOWM
cpegon nepea BblgenenHnem [OHK  komnnektamm  «[MPOBA-IFC» wunun  «lMPOBA-HK»
BbINONHUTE NpenobpaboTky:

4.1 Mpobupky, coaepXally aHanmM3Mpyemblin  MaTepuan, UeHTpudyrupymnte npwm
13 000 06/MuMH B TedeHmne 10 MMH Npu KOMHATHOM TemnepaType oT 18 °C go 25 °C.
MpuMmeyaHne - Vcnonb3ynte ueHTpudyry ana 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 HafoCaAO4YHYH XWAKOCTb, OCTaBMB B Npobupke npumepHo 50 mMkn (ocagok +
xuakas dpakumnsa) npyM UCNob30BaHUN ANA BblAENEHUS KoMnsekTa peareHToB MPOBA-
NC nnm 100 mkn (ocapgok + xmakas dpakums) nNpu MCNOSb30BaHUM ANS BblAeNeHUs
komnsekTa peareHToB NMPOBA-HK. Mpobupkn NAOTHO 3aKpbiTbh KPbIWKaMU.

Mony4yeHHbIN MaTepunan rotos ansa sbigenenns AHK.

Mpn B3aTMKM cockoboB B Npobupku ¢ peakTnsom «MPOBA-PAMNO» [ONOAHUTENBHOM

npenobpaboTku He TpebyeTcs, MaTtepuan rotos An4 Bbiaenedna AHK.

6.4 MepBas nopums yTpeHHen Mouu
MepByl0 MOPUMIO YTPEHHEN MOYM B KavecTBe OMOMIOrMYECKOro mMatepuana WUCnonb3yloT
npuM OCTPOM BOCMaNUTE/IbHOM MpouUecce HWMXHUX OTAESIOB MOYENOSIOBOrO TpakTa B CBA3U C

Bblpa)l(eHHOVI 60Ne3HEeHHOCTbIO B3STUA COCKOBa anuTenmanbHbIX KIETOK.
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Ons aHanusa oTbupaloT nepBylo MOpUMIO YTPEHHEeNW Mouum B konumdectse 10-15 mn.
Bo3MOXHO uccnenoBaHne nNepBoi NOpUUM MOYM, NONYYEHHOM Yepes ABa M 6bonee yacos nocne
NnpeaLwecTBYOLWEro MoYencnyCckaHus.

OT60p MOUM NPOBOAAT B CeLManbHY CYyXylo CTepuibHY0 EMKOCTb 06bEMOM 0 60 mn,
CHABXEHHYI0 repMeTUYHO 3aBMHUYMBAIOLLENCS KPbILIKOW.

Mocne c6opa MoYM KOHTEMHEP MIOTHO 3aKPbIBAOT U MapKUpPYIOT.

6.5 Cekpert npocratbl (NpeacTaTenbHOM Xxenesbl)

Mepen B3ATMEM CeKkpeTa MpOCTaTbl PEKOMEHAYETCs MON0BOE BO3AepXaHue B TeuveHue
Tpex CYTOK A0 uccnefoBaHus.

Mepen B3ATUEM CeKpeTa NpoCTaThl FONIOBKY MNONOBOro YaeHa obpabaTbiBatoT CTepUbHbIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3NOIOTMYECKMM PaCTBOPOM.

CekpeT npoctaTbl cobupaloT nocne npeaBapuTesibHON0 Maccaxka npocTaTbl 4epes
npsMy0 KuUWwKy. Maccax npoBoAUT Bpad, MOCPEeACTBOM 3SHEPruyHoro HanaB/MBAOLWEro
OBWXKEHUS OT OCHOBAHMSA K BepXyLUKe Xxenesbl.

Mocne OKOHYaHMSA Maccaxa BbIAEMBLUMIACA MPOCTAaTUYECKUI CceKpeT B BuAae CBO6OAHO
ctekatowen kanam (0,15-1,0 mn) cobupaloT B OAHOPA30BYIO CYXYH CTEPUNbHYIO NpoBUpKy
06bEMOM 2 M1 UK KOHTenHep 06béMomM Ao 60 M.

EMKOCTb C CEKPETOM NPOCTaThl FEPMETUYHO 3aKPbIBAIOT KPbILWKONA 1 MapKUPYIOT.
BHMUMAHME! T[IpM noAO3peHMM Ha OCTpbii NPOCTAaTUT BbIMNOJHATL MacCaXx MnpocTaThbl

KaTeropuyecku sanpewieHo!!!

6.6 Dakynar

Mepen c6opoM askynaTa (CEMEHHOM XUAKOCTU) peKOMEeHAYETCS MOSI0OBOE BO3AEpXaHue B
TeyeHue Tpex CyTOoK A0 UCCeaoBaHUS.

Mepen c60poM 3gKynsaTa NaumMeHT MOUYMTCS B TyaneTe, NOSIHOCTbIO OMOPOXHSAS MOYEBOM
ny3blipb.

Mocne MoyencnyckaHuMsa NaumeHT AO/KEH TWaTelbHO BbIMbITb PYKW C MbIJIOM U NMPOBECTH
TyaneT Hapy>XHbIX NOSIOBbIX OPraHOB C MbIJIOM U BOAOW. [0NOBKY MOSIOBOrO YneHa U KparHIo
NA0Tb HEO6XOANMO BbICYLUUTb CTEPUBHOM CandeTKoMn.

DAKYNAT NoNy4yaloT nyTeM Mactypbaumm n cobupatoT B CTEPUNBbHbBIA KOHTEHEDP 06BEMOM
Ao 60 mn.

EMKOCTb C 39KYNSTOM FrEPMETUYHO 3aKpbIBAOT KPbILIKON U MapKUPYIOT.

6.7 TpaHcnopTMpoBaHue M XpaHeHUe uccnenyembix obpasuos

JonyckaeTcs xpaHeHne obpasuosB npu Temnepartype oT 2 °C go 8 °C He 6onee 24 4. B
cnyyae HeBO3MOXHOCTW AOCTaBKM MaTepuana B nabopaTopuio B TeYeHWe CYTOK AOMNyCKaeTcs
OLHOKpaTHOe 3aMopa)kmBaHue MaTepuana. [JonyckaeTcs XxpaHeHue 3aMOpPOXEHHOro Matepmana

npu Temnepatype oT MUHYyc 18 °C ao MnHyc 22 °C B TeueHne o4HOro Mecaua.
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7 NMPOBEAEHUVE AHAJIN3A

7.1 BoigeneHne JHK n3 6rnonornyeckoro matepmana

7.1.1 BbigeneHne OHK npoBoaaT B COOTBETCTBMM C MHCTPYKLMEN K UCNONb3YEMOMY KOMMIEKTY
peareHToB. PekomeHayloTCca KoMmniekTbl Ansa Bblaenenvs [OHK w3 6uonornyeckoro
maTepunana: [MPOBA-HK, TIPOBA-I'C, T[1POBA-PANWA, TPOBA-MY-PAMNA. He
peKOMeHAYyeTCs UCMnonb3oBaTb KoMnnekT peareHToB NMPOBA-PAMUA npu BbiaeneHnn AHK
N3 COCKOB0B N3 YPOreHUTaslbHOrO TpaKTa My>XXU4MH.

BHMUMAHME! He3aBucMMO OT MCNOAb3yeMOro KoMmrnsekta Angd Bblgenedns [OHK u3

buonormyeckoro Matepuana OAHOBPEMEHHO HeobxoAMMO NOArOTOBUTH  OTpULIATENbHbIN

KOHTPONbHbIN obpasel, Npowealnii BCce aTanbl NpobonoAroToBkM. B kadecTBe oTpuUaTENbHOrO

KOHTPONAbHOro obpasua peKkoMeHAyeTCcs MCNoNb30BaTb (PM3MONOMMUYECKMA pacTBop, B 06bEMe,

YKa3aHHOM B MHCTPYKLMM K KOMMNEKTY peareHToB Ans BblaeneHmnsa JHK.

7.2 Mogrotoeska n nposegeHue MLUP. ®acoBka S

7.2.1 TpoMapkupyinTe Heobxoammoe KONM4yectBO NpPobMpPOK CO CMecbik AA5 aMmnandukauumu,
3aneyaTaHHoOM napaduHOM: AN  uccnegyembix 06pasuoB, A0S  MOAOXUTENbHOMO
KOHTpONbHOro obpasua (K+) u oTpuuaTenbHOro KoHTponbHoro obpasua (K-). lMpwu
ncnonb3oBaHuM Habopa peareHToB B MCnosiHeHUU «[MMUP ¢ dnyopecueHTHOM AeTeKunen
NO KOHEYHOW TO4YKe» MPOMApPKUPYNTE AONOSAHUTENbHO ABe npobupkn «O®OH» ansa

KOHTpons doHa dbnyopecueHumn.

Mpumep: Heobxoammo npoaHanmanposaTtb 4 obpa3sua. [nsa aTtoro Heob6xoanMo:

—  «[UP c peTtekumen B pexume peanbHOro spemeHun», «lLP c geTekumen MeToAOM refb-
anekTpodopesa»: npomMapkupoBaTb 4 Npobupku Ans uccrnepyemblX 06pasLoB, OAHY
npobupky onsa «K-» n ogHy npobupky ana «K+». Obuwee konmyecTso Npobupok - 6.

- «[UP c ddnyopecueHTHON JeTeKumel No KOHEYHOMW Touke»: MpoMapKMpoBaThb
4 npobupkn ana nccnepgyemoix 06pasuoB, ogHy Npobupky ana «K-», ogHy npobupky ans

«K+», nBe npobupkn «®OH». ObLllee konmyecTso Npobupok — 8.

7.2.2 BCTpsAXHMTe npobupky C pactBopoM Tag-nonumepasbl B TedyeHne 3-5¢c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpPOLLeHTpUdyre-BopTeKce.

7.2.3 [dobaBbTe BO BCe MNpPOMapKMpoBaHHble Mpobupkm (kpome npobupok «®OH»), He
nospexpaas cnoi 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 Mkn). 3akporTe NAOTHO NPobMpPKK.

7.2.5 BctpaxHuTte npobupkn ¢ npenapatoMm  [AHK, NONOXUTENbHbIM  KOHTPOJSIbHbIM
obpasuom (K+) mn oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeuyeHume 3-5c u

LeHTpUdyrnpyiTe B TeyeHme 1-3 ¢ Ha MUKpPOLEeHTpUdYyre-BopTeKce.
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BHUMAHME! [1ng npeaoTBpalleHnsa KOHTaMMHaumMu cnepyet nepes sHeceHneMm AHK oTkpbiBaTh
KPbILWKWN TOSIbKO TeX Npobunpok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN obpa3eL, U 3aKpbiBaTb UX,
nepen BHeceHueM cnepytouwero. [lpenapatbl AHK cneayetr BHOCUTbL HAaKOHEYHWKaMU C

dUNbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHLIME MNPOMapkKuMpoBaHHble MNpobupkKn, He noBpexaas Cnou
napadwuHa, 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 KOHTPONbHOro obpasua, npoweawero atan BblaeneHus OHK
(cM.n.7.1),

7.2.8 BHecuTe B npobupkKy, npomMapkupoBaHHYyk <«K+», He nospexzaas cfnol napaduHa,
5,0 MK NONOXUTENbHOrO KOHTPOSIbHOIro obpasua.

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

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

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

MHOrOKpaTHO MpW Kaxxaon aetekumun pesynbtaToB MLP ¢ peakUuMOHHbIMKU NMpobupkaMu U3 TOW Xe cepuu

Habopa peareHToB. HOpMMpPOBOYHbLIE NMPOBUPKM XpaHUTb MNpu TemnepaTtype oT 2 °C go 8 °C B TeuyeHue

OAHOro Mecsila B TEMHOM MecTe. [pu npoBeAeHUMW AeTeKunn NpobupKkM AONXKHbI UMETb KOMHATHYIO
TeMmnepaTtypy ot 18 °C go 25 °C, gns 3Toro, 3a OAMH 4Yac A0 NpOBEAEHUs AeTeKuUu, ux HeobxoamMmo

AOCTaTb U3 XonoaubHUKaA.

7.2.10 LeHTpndyrnpyinte 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 dacoskm S npmeedeHbl B Tabnmuax A.1-A.6 (MpunoxeHune A).
BHMUMAHME! B cnyvyae BapuaHTa ucnonHeHunsa «[MLP c pgetekuumer B pexuMme peanibHOro
BpeMeHn» (Real-time), BO3MOXHO MCNONb30BaHWE NporpamMmmbl amnandukaumm, NnpuBeaeHHOn B
Tabnuuax B.1-B.3 (MpunoxeHue B), obuwen ana Bcex HabopoB peareHTOB MNPOM3BOACTBA
000 «HMO AHK-TexHonorug», npeAHasHayeHHbIX An4 BbigBneHns OHK MukpoopraHusmos, B
3TOM Cny4Yae npuv aHanuse pe3ynbTaToB Heobxoammo obpaliaTe BHMMaHWE Ha 3HaveHue
noporosoro umkna Ct (Cp), NONOXUTENbHbIMU CYUTAKOTCA 06pasubl ANs KOTOPbIX 3HAa4yeHue

Ct (Cp) no Fam MeHbLue unan pasHo 35 (cM. n.8.2).

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

TeyeHne OAHOro Mecsiua unum nNpu Temnepartype ot MMHyc 18 °C ao MuMHyc 22 °C B TeyeHue 12 mecsues.

7.3 MoarotoBka v nposeaeHue MLUP. ®acoska W.
7.3.1 TMpoMapkupyinTe HeobxoaAMMOe KOMMYECTBO UYMUCTbIX aMmAMMUKaALUWUOHHBLIX MNpobupok
o6bémom 0,2 MAn: ana uccneayembix 06pasuoB, AN MNONOXUTENBHONO KOHTPOSIbHOrO

obpasua (K+) n oTpuuatenbHOro KoHTponbHoro obpasua (K-).
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Mpumep: Heobxoaumo npoaHanm3ampoBatb 4 obpasua. [Adnsa 3Toro  HeobxoanMo
npoMapknpoBaTb 4 Npobupkn Ans mccnepyemblx 06pasuos, O0AHY npobupky ana «K-» n ogHy

npobupky onsa «K+». Obliee KoNM4YeCTso Npobmnpok — 6.

7.3.2 BCTpsAXxHMTe npobupky co cMecbio ana amnamdbukaumm B TedeHne 3-5¢ wu
LeHTpudyrmpymnTe B TeyeHme 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 NpoMapKMpoBaHHYt Npobupky no ogHoin kanne (okono 20 mkn)

npeaBapuTeNbHO pacnfaBieHHoro napaduHa. 3akponTe NpobUpKK KpbiLKaMu.

BHMUMAHME! [MapadumH pomkeH 6biTb npeaBapuTeNibHO pacniaBneH Ha TBepAOTebHOM

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 TEpMOCTAaT M WHKYbUpynTe 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 TedyeHne 3-5c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

7.3.9 BHecuTe BO BCe MNpOMapKMpoBaHHble NMpobUpKM, He noBpexaas CcnoM napaduHa, no
10 Mkn pacrteopa Tag-nonnMepasbl.

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+) n oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeueHume 3-5c u

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

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

dUNbTPOM.

7.3.12 BHecuTe B COOTBETCTBYHLIME MNPOMapkKuMpoBaHHble MNpobupkK, 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 oTpuuaTeNnbHOro KOHTPOSIbHOro obpasua, npoweawero stan 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 LleHTpndyrnpyinte Bce npobupkn B TedeHme 3-5 ¢ Ha MUKpoLeHTpudyre-BopTeKkce.
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7.3.16 YctaHoBUTe BCe Npobupkn B 610K geTekTupytowero amnandukartopa n nposeante MLUP ¢
yyeToM 06bEéMa peakUMOHHOW cMecu, paBHoro 35 mkn. MporpamMmMbl amnnmdumkaumm ans

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

7.4 MogrotoBka wu npoeeaeHne TILUP. ®acoBka W, C MCNOAb30BaHWEM [03MPYIOLLErO
ycTponctea ATcTpum

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

7.4.2 BCTpsAXHMTE nNpobupky C pactBopoM Tag-nonumepasbl B TedyeHne 3-5c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.4.3 BcTpsAxHuUTe npobupkn ¢ npenapatoM [JHK, MONOXWUTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) mn oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeueHme 3-5c u
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.4.4 YctaHoBuTe nMpobupKM CO CMecbio Ansd amnaudukaumu, pactBopoM Tag-nonuvmepasbl,
napacdvHOM, MUHepanbHbIM MacnoM, C npenapatamMm [OHK, nonoxurenbHbIM
KOHTPO/bHbIM 06pasuLoOM W OTpUUaTeNbHbIM KOHTPOJIbHbIM 06pa3uUoM, a TakK Xe
MukponnaHwet ansa MUP Ha pabounnn crton ATcTpuM UM npoBeamTe A03MpoOBaHue
KOMMNOHEHTOB COr/laCHO PYKOBOACTBY MO 3KCMayaTtauuu.

7.4.5 TlloMecTuTe akKKypaTHO, He BCTPAXMBAA MUKPOMIAHLIET B MOANOXKY repMeTusnpytolero
ycTpoinctea [ATnak nocfne 3aBepleHuMs nporpaMMbl Ha [03MPYHOLWEM YCTpOKMCTBE
OTctpum.

7.4.6 TpoBeaute npouenypy 3anedaTbiBaHMS MUKPOMAHLWIET TEepMOMJeHKOM COornacHo
WMHCTPYKLUMK K Npubopy ATnak.

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

7.4.8 YcTaHoBMTe MuKponaaHweT B 610K ageTekTupytowero amnnndbukatopa n nposeante MLP
C y4yeToM o6bEMa peakUMOHHOM cMmecu, paBHoro 35 Mkn. MporpamMmbl amnavdukaunm
ansa dacoskn W npueefeHbl B Tabnnuax A.1-A.4 (MpunoxeHune A).

BHMUMAHME! BO3MOXHO MCNOMb30BaHWe nporpaMmmbl aMnavdukauum, nNpuBeaeHHON B

Tabnuuax B.1-B.3 (MpunoxeHne B), obwen ana Bcex HabopoB peareHTOB MNPOM3BOACTBA

000 «HMO AHK-TexHonorus», npeAHasHayeHHbIX An4 BbigBneHnsa OHK MukpoopraHusmos, B

3TOM Cny4ae npuv aHanuse pe3ynbTaToB HeobxoaMmo obpaliaTe BHMMaHWE Ha 3HaveHue

noporosoro uukna Ct (Cp), MONOXWUTENbHbIMU CYUTAKOTCA 06pasubl ANs KOTOPbIX 3Ha4yeHue

Ct (Cp) no Fam mMeHbLue unan pasHo 35 (cM. n.8.2).

7.5 Toarotoska n nposeneHwue MLP. ®acoska U
7.5.1 TlpoMapkupyiTe HeobXxoAMMOEe KOMMYECTBO UYMUCTbIX aMmaMMUKaALUWUOHHBLIX MNpobupok
o6bémom 0,2 MAn: ana uccneayembix 06pasuoB, AN MNONOXUTENbHONO KOHTPOSIbHOMO

obpasua (K+) n oTpuuatenbHOro KoHTponbHoro obpasua (K-).

Mpumep: Heobxoaumo npoaHanum3ampoBatb 4 obpasua. [Ons 3Toro  Heobxoaumo
npoMapkupoBaTb 4 nNpobupkn onsa nccnegyemolx 06pasuos, oAHy nNpobupky ansa «K-» n ogHy

npobupky onsa «K+». Obuiee KoNM4YeCTBo Npobmupok - 6.
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7.5.2 BCTpsAXHMTe nNpobupky co cMecbio ana amnnmdbukaumm B TedeHne 3-5¢ wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.5.3 BHecuTe B KaxAayw NpoOMapkupoBaHHyk npobupky no 6,0 Mkn cMecn Ans
amnnndukauunn.

7.5.4 BcTpsAxHuTe npobupku c MUP-6ydepom n nonumepason TexHoTaq MAX B TedeHue 3-5 ¢

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

MpumeuyaHne - MNMonumepasy TexHoTaq MAX pocraBaTb M3 MOPO3WSIbHOW KaMepbl HEMoCpeaCTBEHHO

nepeg ncnosib3oBaHMEM.

7.5.5 TMMpurotoBbTe cMech MLP-6ydepa c nonmmepason TexHoTag MAX. lnsa aToro cMewanTte B
oTAenbHoOM npobupke:
e 6,0x (N+1) mkn MNUP-6ydepa;
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,

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

Mpumep: Heobxoammo npoaHanmsanpoBaTtb 4 obpasua, «K-», «K+».
MpomMapknpoBaHHbIX 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

TeyeHune 3-5 ¢ n ueHTpudyrmupyiite B TeueHmne 1-3 ¢ Ha MUKpPOLEHTPUdYre-BopTeKCE.

MpumeyaHne - Cmecb [UP-6bydbepa wn nonumepasbl TexHoTaq MAX HeobxoAMMO rOTOBUTb

HenocpeacTBeHHO nepej McnoJsib3oBaHNEM.

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

nonnmepasbl TexHoTaq MAX. 3akpoiTe NJ0THO NPoBMpPKK.

MpuMmeuyaHue - MNMocne pobasneHns cmecu MUP-6ydepa n nonnmepassl TexHoTag MAX B npobupku co

CMecChblo Ans amnamdbukaumm HeobxoanMo B TeyeHme ABYyX 4YacoB BbINOAHUTL nn.7.5.8 - 7.5.13

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

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

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

dUNbTPOM.

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

7.5.10 BHecuTe B NpobupKy, NpoMapknpoBaHHyto «K-» 6,0 MkN oTpMUATENbHOMO KOHTPOIbHOIO
obpasua, npowealero atan sbigeneHmsa AHK (cm.n.7.1).

7.5.11 BHecute B npobupky, npomMapkupoBaHHyto «K+» 6,0 MK  NOMOXUTENBHOro

KOHTposibHOro o6pasua.
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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 amnandukaumm ans

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

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

7.6.1 BcTpsAxHMTe npobupky co cMecbio Aana amnamdbukaumm B TedeHne 3-5¢c wu
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.6.2 BcTpsAxHuTe npobupku ¢ MUP-6ydepom n nonumepason TexHoTaq MAX B TedeHune 3-5 ¢

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

MpuMmeuyaHne - MNonumepasy TexHoTaq MAX pocraBaTb M3 MOPO3UIbHOM KaMepbl HEMoOCpeACTBEHHO

nepeg ncnosib3oBaHMEM.

7.6.3 Cnepysa ykasaHuam O posupyrowero ycrponcrsa ATCTpuM, B OTAENbHOM Npobupke
npurotoBbTe cMech MNLUP-6ydepa c nonmmepasoi TexHoTaq MAX.

7.6.4 BcTpsaxHuTe npobupky B TeuyeHume 3-5C M ueHTpudyrmpynte B TedeHume 1-3 C Ha
MUKpOLLeHTpUdyre-sBopTeKkce.

7.6.5 BctpaxHute npobupkm ¢ npenapatoM [OHK, NONOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) n oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeuyeHme 3-5c u
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.6.6 YctaHoBuTe NpobUpPKM CO cMecblo Ansa amnandwukaumm, co cmecbto MUP-6ydepa u
nonuMmepasbl TexHoTaq MAX, c¢ npenapatamm [OHK, nNoNoXutenbHbIM KOHTPOJIbHbIM
06pasLoM M oTpuuaTenbHbIM KOHTPOJSIbHLIM 06pa3LoM, a Tak Xe MukponnaHwet ans MNuP
Ha paboumin cron [AOTcTpuM wn npoBeauTe [03MPOBaHWE KOMMOHEHTOB COM1acHO
PYKOBOACTBY MO 3KCN/yaTauuu.

7.6.7 TloMecCcTuTe akKypaTHO, He BCTPSAXMBAs MUKPOMIAHLIET B MOAJSIOXKY FepMETU3MUPYIOLLErO
ycTpoinctea [ATnak nocfne 3aBepleHuns MnporpaMMbl Ha [03UMPYHOLWEM YCTpOKMCTBE
OTctpum.

7.6.8 TpoBeaute npouenypy 3anedaTbiBaHMS MUKPOMJAHLIET TEPMOMJIEHKOMW COrnacHo
WMHCTPYKLUMK K Npubopy ATnak.

7.6.9 UeHTpndyrnpynte mukponnaHwet npu 1000 06/MuH B TeueHune 30 c.

7.6.10 YcTaHOBUTE MUKpOMaHLWeET B 6/10K AeTeKkTupylowero amnamdukaropa u nposeaute MUP
C y4yeToM o6bEMaA peakUMOHHOMW cMmecu, paBHOro 18 mks. Mporpammbl amnavdukaunm
ansa dacoskn U npuseseHsbl B Tabnuuax b.1-6.4 (MpunoxeHue b).

BHMUMAHME! BO3MOXHO WCMNONb30BaHWe nMporpaMMmbl aMmnnvdukKaunum, npuBeaeHHON B

Tabnuuax I.1-I.3 (MpunoxeHne I), obwer aAna Bcex HabopoB peareHTOB MNPOU3BOACTBA

000 «HMO AHK-TexHonorus», npeAHasHayeHHbIX An4 BbigBneHns OHK MukpoopraHusmos, B

3TOM Cny4Yae npuv aHanuse pe3ynbTaToB HeobxoamMmo obpaliaTe BHMMaHWME Ha 3HaveHue

noporosoro umkna Ct (Cp), NONOXUTENbHbIMU CYUTAKOTCA 06pasubl ANs KOTOPbIX 3Ha4yeHue

Ct (Cp) no Fam mMeHbLue unn pasHo 35 (cM. n.8.2).

22

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru



rFAPAO-TEH | UHCTPYKUMA NO NpUMEHEeHUo | 443-1 ot 16 man 2018 4 ﬂHK-TEXHUHUFIﬂﬂ

8 PETMCTPALMNA PE3YJIbTATOB AMITTIUOUKALIAN

8.1 Perncrpaums pesynbtatoB amnamdukauum ¢ ucnonblosaHunem MNLUP-getekTopa
Mocne npoxoXxaeHus peakumu amnandukaumm npobupkm nomectute B lNLIP-peTekTOp,
odopMuTE MPOTOKON W NpoBeaAnTe perncTtpaunto pesyfbTaToB B COOTBETCTBUMU C
MHCTpYKUMen K npubopy (noporoBble 3HadeHMs pAna cneumduryeckoro npoaykTta

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

8.2 Perunctpaums pe3ynbTaToB aMnandukaumm C  WUCNOMb30BaHWEM  AETEKTUPYHOLNX
aMmnandukaTopos
Perncrpaums curHana dgpayopecueHunm NpoBoanTcs NpnbopoM aBTOMaATUYECKN BO BpeEMS
amnnndukaumn. OdopMaeHne npoTokosaa WM aHanui3 pe3ynbTaToB MPOBOAUTCA B
COOTBETCTBMWU C MHCTPYKUMEN K Npnbopy.

BHUMAHME! B cnyyae ucnonb3oBaHMs AeTekTupylowero amnnmdukatopa Rotor-Gene Q

NONOXUTENBbHBIMK CUYMTAKOT 06pa3ubl, ANS KOTOpbIX 3HayeHne Ct no kaHany Green MeHblle UK

pasHo 30.

8.3 Perucrpauus pesynbTaToB amnanduKaumm ¢ UCNONb30BaHNEM refib-aneKkTpodopesa

8.3.1 0 OKOHYaHMKW peakuun amnanduKauum pesynbTaTbl aHaANUM3UPYOT MEeToAO0M
rOPU30OHTANbHOro refb-anekTpodopesa B COOTBETCTBUM C MHCTPYKLMENR K KOMMIEKTY
peareHToB Ansa Aetekuum npoayktos MNLP meToaoM renb-anektpodopesa.

8.3.2 OTKpoNnTe KpbiWKKN NPOo6MPOK C NpOoAYKTaMW aMmnandukaumMm n npokonute B napaduHe
0TBEpPCTUE AMaMeTPOM MNpPUMEPHO 2-3 MM C MNOMOLbIO CTanbHOM MnpoBonoku. Mocne
NpoOKanbiBaHUs Kaxaoh NpobMpKU MNpPOBOJSIOKY MPOMbITb B EMKOCTM C BOAOMPOBOAHOWN
BOAOW.

8.3.3 BHecuTe 0CTOPOXHO 7,0 MKN NPOAYKTOB aMnanduKaumn u3 Kaxaon amnandukaLmoHHom
NpobupKM B COOTBETCTBYIOLLYIO JIYHKY arapo3Horo rens nog 6ydepHblin pacTsop.

8.3.4 YcTaHOBUTE KPbIWKY Kamepbl Ang anekTpodopesa U NoaKIYUTE NCTOYHUK NMOCTOSAHHOMO
ToKa. dnekTpodopes NpoBoOAAT nMpu HanpsbxkeHun 20 BonbT/cM B TeveHne 10 MUH (npwm
WwnpmHe kamepbl 10 cM, Hanps»keHue, yCTaHaBNMBaeMOe B WCTOYHMKE MNOCTOSHHOMO
ToKa, [O/MKHO 6bIThb NpMbAM3nTENbHO pasHo 200 B).

8.3.5 OTKAYMTE UCTOYHMK MOCTOSIHHOrO TOKa Mocfie OKOHYaHuSA 3anekTpodopesa, CHUMUTE
KPbILWKY C Kamepbil.

8.3.6 BbIHbTE NACTUHY C arapO3HbIM resieM U3 Kamepbl AN 3neKTpodopesa, CHUMUTE refib C
NaacTUHbI, NOALIENMB ero C Kpas, U NOMeCTUTE Ha dKpaH TpaHCUAIKOMMHATOopa.

8.3.7 HapeHbTe 3alUMTHYKO MAcKy WM  YCTAHOBUTE  3alUMTHbIA  3KpaH, BK/OUUTE
TPAHCUANIOMUHATOP M MpOAHANM3UpymMTe  MNOJSIyYeHHble  pe3ynbTatbl. [poAayKT
amnandukaumm BuaeH B ynbtpadmnoneTtoBom ceete (AsMHa BOSHbI 254 HM unn 310 HM) B

BUAE CBETALLENCSA MONOCHI KpaCHO-OpaHXEBOro UBeTa.
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9 YYET PE3YJIbTATOB PEAKLMA

9.1 YyeT pe3ynbTaTtoB peakuMnm c nomowebto [UP-peTekTopa WM AOeTEKTUPYOLWEro
amnnundukaTopa

9.1.1 Y4yeT UM uWHTepnpeTaums pe3ynbTaTOB peakuMu OCYLUEeCTBNAEeTCA aBToOMaTU4YecKu C
noMoOLWbID MporpaMMHoro obecnedeHus, nocrasnsgeMoro c¢ [LUP-geTekTopoM wnu
AeTeKTUpywmm aMmnamdukaTopomM.

9.1.2 B 6uonornyeckmx obpasuax, copepxawmnx AHK Gardnerella vaginalis (cneundunyeckni
NPOAYKT):

e nporpamma [UP-pgetektopa GUKCUPYET MNONOXWUTENbHbIM pe3ynbrat. PesynbTaT
amnandukaumm BHYTPEHHEro KOHTPO/bHOro obpasua B 3TOM Cly4dYae B Y4YeT He
npuHNUMaeTcs;

e JeTeKTUpYyWMin aMnandukaTop perucTpupyet 3KCMOHeHUMWanbHbIi POCT  YPOBHS
dnyopecueHunmn ana  cneumdunyeckoro  npoaykrta. PesynbtaTr amnavdukauumm
BHYTPEHHEro KOHTPONbHOro obpasLa B 3TOM Cyyae B YYET HE NPUHUMaETCS.

9.1.3 B 6uonormndeckunx obpasuax, He cogepxawmx AHK Gardnerella vaginalis:

e nporpamma [LP-peTtektopa npu  NOMOXUTENBHOM  pe3ynbrate  amnandukaumm
BHYTPEHHEro KOHTPONbHOro obpasua dukcmpyeT oTpuLaTenbHbIN pe3ynbTarT;

e JeTeKTUpYyWMin aMnandukaTop perucTpupyet 3KCMOHEeHUMWanbHblIi POCT  YPOBHS
dnyopecueHUnM BHYTPEHHEr0 KOHTPOJIbHOro obpasua 1 OTCYyTCTBME SKCMOHEHLMANbHOro
poCTa KpMBOWN ANns cneumdunyeckoro NnpoaykKTa.

9.1.4 Pe3ynbTaT OLEHNBAETCS KaK HEAOCTOBEPHbIN B ClyYae:

e OTpuuUaTenbHOro pesysnbTata Ha Hanuume OHK Gardnerella vaginalis v oTpuuaTenbHOro
pe3ynbTaTa aMmnamdurKaunm BHyTpeHHero KoOHTponbHoro obpasua (MLUP-aetexkTop).

e  OTCYTCTBMSA 3KCMOHEHLUMaNbHOro pocrta ypoBHS dnyopecueHumMn ansa crneundunyeckoro
NpoAyKTa U AN BHYTPEHHEro KOHTPOsbHOro obpa3ua (AeTekTMpyoWwmuin amnandunkaTop).
DTO MOXET 6bITb BbI3BAHO MPUCYTCTBMEM UHIMBUTOPOB B npenapate AHK, nonyyeHHoM
M3 KJMHUMYECKOro MaTepuana; HeBepHbIM BbINOJHEHMEM NPOTOKOMA aHanun3a,
HecobnoaeHneM TemnepaTypHOro pexuma amnamdukauum mn ap. B aToMm cnydae
Tpebyetca nmMbo noBTOpHas MOCTaHOBKa amnandukauum npenapata [AHK, nnbo
noBTOpHOEe BblaeneHne npenapata [AHK, nvbo nOBTOpHOE B3ATME KIAMHWUYECKOro
MaTepuana.

9.1.5 TMporpamma [MLUP-getektopa GOUKCUPYET COMHUTENbHbIM pe3ynbTaT B CAyyae, ecnu
3HayeHne Ana crneumdnyeckoro npoAaykTa nonagaeT B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3ynbtat aMnandukaumm BHyTPEHHEro KOHTPOIbHOro obpasua B yyeT He
npuHMMaeTcs). B 3ToM cnyvae HeobxoaAnMOo MOBTOPUTL UCCNefoBaHMe AaHHOro obpasua
(cM.n.9.1.4).

9.1.6 T[pu nony4dyeHnun nonoxumtenbHoro pesynetata (MLP-geTekTOp) MAN 3KCMOHEHUNANbHOro
pocTta (nyopecueHunn (geTekTupylowmin amnandukaTop) Ans cneunduryeckoro

npoaykTa B  OTPULIATENbHOM  KOHTPoSfibHOM o6pasue (K-) pe3ynbTaThl BCeW
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NMOCTAHOBOYHOM cepun 6paKyloT. B aToM cnyyae Heo6xoaAnMo NpoBeaeHne creumanbHbIX

Meponpvmmﬁ Ana ycrpaHeHnda KOHTaMnHauuun.

9.2  Yyet pe3ynbTaToB peakuMun C MOMOLLbIO renb-3nekTpodopesa

9.2.1 B nonoxwuTenbHbix obpasuax AoMXKHbl 6biITb BUAHbLI NOSIOCHI OpaHXXeBO-KpaCcHOro LBeTa
Ha YpOBHE TOA0Cbl MOMOXWUTENBHONO KOHTPOSIbHOro obpasua, COOTBETCTBYIOLWIMNE
dparmMeHTy reHoma Gardnerella vaginalis pa3mepom 445 n.H. Hannumve unm oTCyTCTBUE
NoJsI0Cbl, COOTBETCTBYIOLLEN BHYTPEHHEMY KOHTPOSbHOMY o6pa3uy pa3mepom 900 n.H., B
3TOM CJ/ly4ae B y4yeT He MpUHUMALOT.

9.2.2 B orpuuatenbHbix obpasuax, B TOM 4ucne B OTpUUATENbHOM KOHTPONbLHOM obpasue,
CBeTSALMECs MON0Cbl OpaHXeBO-KPacHOro LBeTa, COOTBETCTBYOLWME dparMeHTy reHoma
Gardnerella vaginalis pa3mepoM 445 n.H. [0/MKHbI OTCYTCTBOBAaTb, a MNoJoca,
COOTBETCTBYHOLAA BHYTPEHHEMY KOHTpPOJSibHOMY o06pa3uy pa3MepoMm 900 n.H., AO/MKHA
6bITb OTYETNMBO BUAHA.

9.2.3 B cny4dae otcyTCcTBMA B uccneayeMoM obpasue nosiocbl OpaHXeBO-KPaCHOro LBETa,
cooTBeTCcTBYHOLWEN dparMeHTy reHoma Gardnerella vaginalis pasmepoMm 445 n.H. u
OTCYTCTBMSI MOJSIOCbI OpaHXeBO-KPaCHOro LBETa, COOTBETCTBYHOLWENA BHYTPEHHEMY
KOHTPO/sIbHOMY 06pa3uy pa3smepoM 900 n.H. pe3ynbTaT CYMTAKOT HEAOCTOBEPHbIM. ITO
MoXeT 6bITb BbI3BAHO MPUCYTCTBMEM MHrMbMTOpoB B npenapaTte AHK, nonyyeHHoMm u3
KJIMHNUYECKOro mMaTtepuana; HeBEepHbIM BbIMNO/IHEHNEM NpoToKOna  aHanusa,
HecobnoaeHneM TemnepaTypHOro pexuma amnamdukauum mn ap. B aTom cnydae
Tpebyetca nmMbo noBTOpHas MOCTaHOBKa amnamdukauum npenapata [AHK, nnbo
noBTOpHOEe BblaeneHne npenapata [AHK, nvbo nOBTOpHOE B3ATME KIAMHWUYECKOro
mMaTtepuana.

9.2.4 B cny4yae Hanmuums Nonocbl, COOTBETCTBYIOLWEN pparMeHTy reHoMma Gardnerella vaginalis
pa3mMepoM 445 n.H., B OoTpMuUATEeNbHOM KOHTpPOnbHOM obpa3ue (K-) pe3synbTaTbl BCel
NOCT@aHOBOYHOM CEpUM CUUTAKOT HenoCToBepHbiIMM. B 3TOM cnyyae Heobxoaumo

npoBeaeHmne cneynasibHblX MepOI'IpMFITMﬁ Ana yCtpaHeEHUA KOHTaMUHauUun.

10 TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCNJ1YATALUNUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHne Habopa peareHTOB OCYLUECTBAAKT B TEPMOKOHTEelHepax ¢
XflafjosaneMeHTaMm  BCEMM  BMAAMW  KPbITOrO  TpaHCnopTta nNpu  TeMmnepartype,
COOTBETCTBYHLEN YC/IOBUAM XpaHEHMST KOMMOHEHTOB, BXOASLLMX B COCTaB Habopa.

10.1.2 JonyckaeTcs TpaHCNoOpTupoBaHue nonumMmepasbl TexHoTaq MAX (dacoska U) npwm
Temnepatype ot 2 °C go 8 °C He 6onee 5 cyTok.

10.1.3 Habopbl peareHTOB, TPAHCMOPTMPOBAHHbIE C HapyLleHWEM TeMMepaTypHOro pexuma,

npUMEHEHUNIO HE noasexar.
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10.2 XpaHeHue

10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a UCK/OYEeHMEM nonnmepasbl TexHoTaq MAX, cnegyer
XPaHUTb B XON0ANSIBHUKE 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
OoT MMHyC 18 °C go MmnHyc 22 °C B TeyeHue BCEro cpoka rogHoctn Habopa.

10.2.3 CMecb gnsa amnaudukaumm M cMecb ans amnavdukauuu, 3anedaTtaHHyo napadguHOM,
cnefyeT XpaHUTb B XON0AMNBHUKE MNM XON0AMIBHON KaMepe npu Temnepartype oT 2 °C
0o 8 °C B 3awMLEHHOM OT CBETa MecTe B Te4YeHme BCero cpoka rogHocTn Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECA C HapyLleHWEM pernameHTUPOBAHHOIO pexuMma, a

TakKXe C NCTeKWwnM CpoKoOM rogHoCTtn, NnpuMeEHEHNIO HE noAasexar.

10.3 YkasaHua no akcnayataumm
10.3.1 Habop ponXkeH nMPUMEHATbCS COMMlacHO AENCTBYIOLWEN Bepcun  YTBEPXAEHHOWN
MHCTPYKLWUM NO MPUMEHEHMUIO.
10.3.2 NMocne BCKpbITUA YMakOBKM KOMMOHEeHTbl Habopa creayeT XpaHWUTb MNpU Cleaylowmnx
yCnoBusaXx:
- KOMMOHeHTbl Habopa creayeT XpaHUTb B XONOAWNbHUKE UMW XONOAWUNBLHOM Kamepe npu
Temnepatype oT 2 °C ao 8 °C B TeueHune BCero cpoka rogHocTn Habopa;
- CMecb Ansa aMmnaMdukKauum u cMecb Ans amnandukaumu, 3anedataHHyo napaduHoM,
cnefyeT XpaHUTb B XON0AMNBHUKE MNM XON0AMBHON KaMepe npu Temnepartype oT 2 °C
0o 8 °C B 3aWwMEHHOM OT CBETa MecTe B TeYeHue BCero Cpoka rogHocTu Habopa;
- nonuMmepasy TexHoTaq MAX cneayet XpaHUTb B MOPO3W/IbHOW KaMepe npu TeMmnepartype

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

11 YKA3AHUA NO YTUIN3ALUNU

11.1 [pu wucnonb3oBaHuM Habopa B KIMHUKO-AMArHOCTUYECKOW nabopaTopum obpasytoTcs
oTxoA4bl knaccos A 1 b, KOTopble KNAaCCUPULMPYIOTCS U YTUNU3NPYIOTCA B COOTBETCTBUM
¢ TpeboBaHmsaMn CaHlunH 2.1.7.2790-10 «CaHunTapHO-annaemMumonornyeckme tpebosaHms

K o6pau.|.eHmo Cc MeEANLUNHCKNUMKN OTXOAaMU>,

11.2 Habopbl, Npuweawmne B HENPUrOAHOCTb, B TOM 4UMUCie, B CBSI3W C UCTEYEHMEM CpoKa
rOAHOCTM W HEWCNoNb30BaHHble peakTUBbI, OTHOCATCS K knaccy B w nopnexar

yTunun3aumm B COOTBETCTBMK C TpeboBaHMsaMn CaHlnH 2.1.7.2790-10 1 MY 1.3.2569-09.

11.3 YnakoBka Habopa peareHToB (KOpob6KW, rpunnepbl) MoOcCAe WCNONb30BaHUA MO

Ha3HaYeHMo, OTHOCUTCSA K OTX04aM Knacca A U yTUNU3NpyeTca C 6bITOBbIMM OTXOAAMMN.

12 FAPAHTUN N3TOTOBUTENSA

12.1 [IpeAnpuATME-U3roTOBUTENb  rapaHTUpyeT  COOTBETCTBME  Habopa  TpeboBaHMAM
TEXHUYECKUX YC/IOBUIA MpU COBMIOAEHUN YC/IOBUIM TPaHCMOPTUPOBAHUSA, XPaHEHUSA U

npuMeHeHnA, YCTaHOBNEHHbIX TEXHNYECKUMN YCNTOBUAMMN.
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12.2 Cpok rogHoctm Habopa - 12 MecaueB npu cobnwgeHnn Bcex  YCNOBWUM

TPaAHCNOPTUPOBAHUA, XpPaHEHUA U SKCrlyaTaunun.

13 CNMBOJ1Ibl, NCNOJIb3YEMbIE NP1 MAPKUPOBKE HABOPA

Tonbko Ans in vitro m{l
A [aTa npoussoacTsa
AVMArHoCTUKM
. XUT UHCTPYKLIM
/ﬂ/ TemnepaTypHbIii AMana3oH [1i] Conep CTpyKuuto
MO MPUMEHEHUIO
; Konnuectso onpeaeneHunii REF KaTanoxHblit HoMep
E foaeH Ao M Apnpec npovsBoanTens

He ponyckaeTcs
LoT Cepvst Habopa AN BO34eicTBYe
CONTHEYHOro CBeTa

14 NEPEYEHb NPUMEHAEMbIX HALLMOHAJIbHbLIX CTAHOAPTOB

FOCT 2.105-95 O6wune TpeboBaHMA K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 U3penua MeauuMHCKue. [puMeHeHne MeHeoKMeHTa pucka K
MeAVULMHCKUM n3aenunam.

FOCT P 15.309-98 Cucrtema pa3paboTkyM M MOCTAHOBKM MPOAYKLUMW Ha MNPOU3BOACTBO.
NcnbiTaHmsa 1 npuémka BbinyckaemMor npoaykumm. OCHOBHbIE MONOXEHMUS.

FOCT P 51088-2013 MeagMumMHCKMe wusgenusa An9 OMArHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHToOB, TeCT-CUCTeMbl, KOHTPOJIbHblE MaTepuanbl, nNuUTaTeNbHble Ccpeabl.
TpeboBaHuA K U34eNMsaM U NoaaepXxuBatolen A0KyMeHTaumu.

FOCT P 51352-2013 MeauumHCKMe wuspgenusa ans AWMarHoCTUKM WMH  BUTPO. MeToAabl
NCMbITAHUNA.

FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KIIMHUYECKNX nabopaTopHbIX
nccneposaHuii. Y.3. MpaBunia OUEHKU KIMHUYECKOW MHGPOPMATUBHOCTU NabopaToOpHbIX
TecToB.

FOCT P NCO 18113-1-2015 MeanumnHckme usgenus  Ans AMArHOCTUKKM  in  vitro.
NHdopmMauma, npepoctaBnseMas uM3rotosutenem (MapkumpoBka). Yacte 1. TepMUHBbI,
onpepeneHunsa n obwune TpeboBaHus.

FOCT P NCO 18113-2-2015 MeanumnHckme wusgenus  Ans AMArHOCTUKKM  in  vitro.
NHdopmMaumsa, npenoctaBnsemMas usrotosutenem (Mapkuposka). Yactbe 2. PeareHTbl ons
AVarHocTuku in vitro Ansa npodeccnoHanbHOro NpUMeHeHus.

OCT P NCO 23640-2015 N3penna MeauMUMHCKME Ans AMarHoctuku in vitro. OueHka
CTabunbHOCTU peareHToB ANa ANArHOCTUKM in vitro.

FOCT P NCO 15223-1-2014 N3penna ™MeauuumHckme. CUMBOMbI, MPUMEHSEMbIE MpU
MapKMpPOBaHMM Ha MeAULMHCKUX U3AENUsaX, 3TUKETKaX UM B COMpoBOAUTENbHOM
AokyMeHTaummn. Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopumu MeaunUNHCKME. TpeboBaHus

6e3onacHoCTu.
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MpuMmeyaHMe - YKasaHHble Bble CTaHAApTbl 6biM AENCTBYHOWMMW Ha MOMEHT YTBEPXAEHUS
WHCTPYKLUMKN MO NPUMEHEHMI0. B fAanbHenwem, npu nosib3oBaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuUTb
[ENCTBME CCbIIOYHbIX HOPMATMBHbLIX [OKYMEHTOB Ha TeKyWMiA MOMEeHT. ECnu CCbU1OYHbIA AOKYMEHT
3aMeHéH WM U3MEeHEH, TO NMpW NPUMEHEHMM HACTOSILLEro AOKYMEHTa cliefyeT Nosib30BaTbCs 3aMEHEHHbIM

(M3MEHEHHbLIM) AOKYMEHTOM.

15 AAPEC ANSA OBPALLEHUA

Mpon3soacTBo HabopoB peareHTOB MMeeT cepTUdULMPOBAHHYIO CUCTEMY MeHeKMeHTa
KaydecTBa W cooTBeTCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeMKMeHTa KauyecTsa
ISO 9001:2015 B obnactn paspaboTka, Npom3BoACTBO M npoaaxa IVD peareHToB u npmbopos
AN MeOUMUMHCKOM  MOJSEKYNISIPHO-FEHETUYECKOM AMArHOCTUKM W apyroro nabopaTopHOro
npumeHeHna n EN ISO 13485:2016 B obnactn paspaboTka, nNpom3BoACTBO M npogaxa IVD
peareHToB 1 NpMbopoB AN MEANUMHCKON MOSIEKYNSPHO-TreHEeTUYECKON ANArHOCTUKM.
MpousBoguTenb: O6LECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbID <«HayuHo-lpoun3sBoacTBEHHOE
O6bveanHerHne [OHK-TexHonorus», 000 «HIMO AHK-TexHonorms» (O6wecTtBo C oOrpaHUYeHHOM
OTBETCTBEHHOCTbIO), Poccums.
agpec: 142281, MockoBckas 06n., r. MNpoTtBuHo, yn. XenesHogopoxHas, a. 20.

Mecrto npoussoacTBa:

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

2) 000 «OHK-TexHonorua TC»: Poccusa, 117246, r. MockBa, Hay4Hblin npoe3g, 4. 20, ctp.4.

Peknamaumun no Bornpocam kayectsa Habopa peareHTtoB TAPA-TEH, cneayeTt HanpasnsaTb
no agpecy: OO0 «OHK-TexHonorma», 117587, r. Mockea, Baplwasckoe wocce, 4. 125 x, K.6.,
Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cny»x6a 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 oCyLeCcTBIeHMs 06paTHON CBA3M HAXOAUTCS Ha caliTe KOMMaHum

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

Homep: 443-1
2018-05-16
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lMpunoxeHue A

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

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

Pexxnm
Ne TemnepaTypa, - e Yuncno TS Tvn
6noka °C LMKI0B M 6noka
n3MepeHui
80 0 30
! 94 1 | 30 ! Huken
94 0 30
2 64 0 15 5 v Linkn
94 0 10
3 64 0 15 35 i Lnkn
4 ] 94 [0 T 5 [ 1 ] [ Umkn
5 10 XpaHe XpaHe
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 ) 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 - peXrM  ONTUYECKUX U3MEpPEHWN, YCTaHOBUTb M3MepeHune
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) wu Yellow
(Hex) npu 57 °C.

MLUP c donyopecueHTHON aeTeKumen No KOHEYHOM
Touke, pacoBka S

Tabnunwua A.5 - Tlporpamma amnaudbukauum ans
aMNIN@UKaTopoB C aKTUBHbIM perynuposaHuem (Hanpumep,
Tepuuk). Bpema B ckobkax ykasaHO Ans aMnandukaTopos
6€e3 akTMBHOro perynampoBaHus

Ne n.n. | Temnepatypa, °C M Bpena c KO::;:ES-;BO
1 94,0 1 00 1
5 94,0 0 05 (50) 5
67,0 0 15 (50)
94,0 0 01 (50)
3 67,0 0 15 (50) 30
4 10,0 XpaHeHune

Tabnunmua A.3 - [T[lporpamma amnaudukaumn ans
amnnndukaTtopa iCycler iQ
X Setpoint, PERE
Cycle | Repeats | Step Dwell Time oC 4 Data
Acquisition
I'IporpaMMa Ang CHUTbIBAHUA AUWHAMUYEeCKUNX 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 aMmnandgukaummn
4 35
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnunua A.4 - [TlporpamMma amnandukaumm ans
amnnaungumkatopa iCycler iQ5
. PCR/Melt
Cycle | Repeats | Step Dwell Time Setﬁg'”t' 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 35
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,
Tepumk). Bpema B ckobkax ykasaHO Ans aMnaMpuKaTopoB
6€e3 akTMBHOro peryampoBaHus

8 Bpema Konunuectso
N2 n.n. TemnepaTypa, °C o p T —
1 94,0 1 30 1
94,0 0 20 (50)
2 67,0 0 05 (50) 5
72,0 0 05 (50)
94,0 0 05 (50)
3 67,0 0 05 (50) 30
72,0 0 05 (50)
4 10,0 XpaHeHune

Mpu uncrnonb3oBaHMM Apyrnx amnaundukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoAuTens Ans

YTOYHEHNA NpPpOrpaMMbl aMI'I}'IMCbMKaLI,MM.
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} AHK-TEXHONOIruA

MUP c peTekuunen B pexxmme peanbHOro BpemMenu, dacoska U

Tabnwunua B.1 - T[porpamma amnaudpukauum ans
aetekTupyrownx amnambukaTtopos «ATnpanm», <«OTnant»,
«[OT-96», «AT-322»
Ne TemnepaTypa, Yuncno PR Tvn
MWH (o} onTnYyeckunx
6noka °C LMKI0B o 6noka
n3MepeHumn
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 35 v Linkn
5 ] 94 [ o [ 5 1 ] [ Uwukn
6 10 o | .| XpEHE Xpare
Hne Hne
V' - peXuM ONTUYECKUX U3MEPEHMI
Tabnunua bB.2 - TMporpamMa amnandukaumm ans
npubopa Rotor-Gene Q
Ne TeMﬂeopé!Typa, B?ﬁ%?é ¢ Konnyectso 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
\/ - pexunm onTNnYecKnx IABMepeHIAI;i, YCTaHOBUTb n3mepeHune

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 35
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 35
1 10 sec 94,0
2 45 sec 64,0 Real Time
4 10,0 storage

Mpu uncnonb3oBaHMM Apyrux amnandukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoauTens Ans

YTOYHEHNA NpPpOrpaMMbl aMI'I}'IMCbMKaLI,MM.
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lMpunoxeHue B

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

Tabnunwua B.1 - T[porpaMmma amnavdukauumu ans Tabnwunua B.2 - nMporpamma amnandukaumm ans
aetekTupyrownx amnambukaTtopos «ATnpanm», <«OTnant», amnnungukatopa iCycler iQ
«OT-96», «OAT-322»
A A Setpoint PCR/Melt
Cycle | Repeats | Step Dwell Time E 4 Data
Pexxnum C S
Ne TemnepaTypa, - e Yuncno RIS Tvn Acquisition
6noka °C Lumknos M3MepeHnit 6noka MporpamMma Ans CYMTbIBAHUSA ANHAMUYECKUX (PaKTOPOB /TYHOK
dynamicwf.tmo.
1 gg (1) ;8 1 Lunkn 1 1
1 1 min 80,0
o4 ) 30 2 1 min 30 sec 94,0
2 64 0 15 5 v Linkn 2 5
1 30 sec 94,0
%94 0 10 2 45 sec 64,0
3 64 0 15 45 i Lnkn 3 2
1 30 sec 80,0 Real Time
4 o4 [0 [ 5 | 1 [ [ Unkn MporpamMma amMnaudmuKaLmm
4 45
5 10 XpaHe XpaHe 1 10 sec 94,0
Hue Hue 2 45 sec 64,0 Real Time
V - peXunM ONTUYECKUX U3MEPEHUIt 5 10,0 storage
Tabnunwua B.3 - [T[porpamMma amnandukaumm ans
amnnaungukatopa iCycler iQ5
. PCR/Melt
Cycle | Repeats | Step Dwell Time Setﬁg'”t' 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

Mpu ucnonb3oBaHUM Apyrnx amnaundukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoauTens Ans
YTOUYHEHWS NPOrpamMMbl aMnaMUKaLUN.
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MpunoxeHue

MUP c peTekuunen B pexxmme peanbHOro BpemMenu, dacoska U

Tabnwunua .1 - nMNporpamma amnandukaumm Ans Tabnunua T.2 - T[porpamma amnandukaumm aAns
aetekTupyrownx amnambukaTopos «ATnpanm», <«OTnant», amnnungukatopa iCycler iQ
«[OT-96», «OAT-322»
A A . PCR/Melt
Dwell Setpoint,
P Cycle Repeats Step Time oC Data
Ne TemnepaTypa, Yuncno Sl Tvn Acquisition
6noka °C R LMKI0B OMTAMECKNX |~ 6 1oka n
IABMepeHIAI;i porpaMMma Ans CHUTbiBaHUA ANHaAMUYECKUX CbaKTOpOB NYHOK
dynamicwf.tmo.
1 gg 8 g 15 Linkn 1 1
1 1 min 80,0
2 5 min 94,0
2 94 | 5 Joo| 1 | | umkn 5 5
1 30 sec 94,0
94 0 30 2 45 sec 64,0
3 64 0 15 5 Vi Lnkn 3 B
1 30 sec 80,0 Real Time
94 0 10
4 45 Lnkn MporpamMma aMmnandukaummn
64 0 | 15 v
4 45
1 10 sec 94,0
5 94 0 5 1 nKn L
| | | | | | 4 2 45 sec 64,0 Real Time
Xpane Xpane 5 10,0 storage
6 10
Hne Hne
\/ - PeXnM onNTn4yecKnx IABMepeHIAﬁ
Ta6bnumua TI.3 - TlporpaMma amnaudbukaumm AaAns
amnnaungumkatopa iCycler iQ5
. PCR/Melt
Cycle | Repeats Step I.?_mfg Setﬁg'”t' Data
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 uncnonb3oBaHUMM Apyrux amnaundukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoauTens Ans
YTOUYHEHWS NPOrpamMMbl aMnaMUKaLUN.
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