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BBEOEHMUE

Gardnerella vaginalis - Hanbonee n3y4yeHHbIN BarnMHasabHbIM aHa3pob, KOTOPbIN Hapsaay C
APYrMMUK aHaspobHbIMM BakTepusaMu, ydacTByeT B pa3BuTum baktepmanbHoro BarmHosa (BB) y
XeHwmH [1,2,3] n MOXeT Bbi3blBaTb BOCNanuTesbHble 3aboneBaHMs HWUXHUX OTAeNoB
MOYEnosIoBbIX NyTeN Y MyXuuH [4,5,6].

Knaccmyeckmmm  cuMnToMamMm  6akTepuManbHOro  BarmHo3a  CUYMTAKOTCS  Xuakue
npo3spayHblie, 6enblie UM cepbie rOMOreHHble BblAeNIeHNS C HEMpPUATHbIM 3arnaxoMm, OTCYTCTBUE
BarmMHuTa, oAHako nuuwb okono 50% xeHwuH ¢ BB nMelT xapakTepHble CUMMMATOMbI, 4acTo
KNIMHUYECKNe CUMMNTOMblI OTCYTCTBYHOT WAM HecneumduyHbl ans BB, y MHOrmx >eHwuH BB
nportekaeT 6ecCMMNTOMHO.

OcnoxHeHnammn BB gaBnswTca BocnanutTenbHble 3aboseBaHUs OpraHoB Masnoro Tasa
(aHpoomeTpuT, canbnuHrmut, TybooBapuanbHbil abcuecc) [7, 8, 9]. BB sasnsetrca dakTopom
pUCKa MHPEKUMOHHbIX OCOXHEHMUN NPpU MEAULMHCKUX U CNOHTaHHbIX abopTax.

bepeMeHHble XeHLWMUHbl ¢ BB nMmetoT 6onee BbICOKMI PUCK NpeXAeBpPEMEHHOr0 pa3pbiBa
OKOJIONA0AHBLIX 060M04YEK M MpexXAeBPEMEHHOro poXAEeHUS AeTer C Hu3kuM BecoM [10], a
TaKXe pa3BUTUSA NOCepoa0BOro sHAOMETpUTA.

Hu3kas 4yBCTBUTENbHOCTb CTaHAAPTHbIX METOAO0B AMArHOCTUKM U MosiIBEHWE HOBbIX
MeToA0B MAEHTUPMKALMN MUKPOOPraHM3MOB Ha OCHOBE aMMan@UKauMm HYKNEMHOBbLIX KUCNOT,
MeToAoB, obnagalowmx 4YyBCTBUTENbHOCTbO, 6nm3kor k 100%, no3Bonunio caenatb
3aknoyeHne 06 nx addekTmBHOCTM Ansa naeHTudukaumm Gardnerella vaginalis 1 cBoeBpeMeHHO

Ha3HayaTb COOTBETCTBYOLLYIO TEPANUIO.
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HA3HAYEHME

HacToswas MHCTpyKuMsa pacnpocTpaHsaeTcs Ha Habop peareHToB Ans BbisiBneHunsa AHK
rapaHepennsl BarmHanuc (Gardnerella vaginalis) MeToaoM noOAMMepasHOW LEnHOWN
peakuun (FAPO-FEH) no TY 9398-001-46482062-2008.

Habop peareHTOB npegHasHadeH And BbigeneHus [OHK rapaHepennbl BarvHanmc
(Gardnerella vaginalis) metogom MNLP B 6uonornyeckoM maTtepuane 4yenoBeka: COCKO6bI
3NUTENNANbHbIX K/1ETOK U3 YPOreHMUTanbHOro TpakTa, Moda, CeKpeT NMpocTaTthbl, 3AKYNAT.
QOyHKUMOHaNbHOEe Ha3HadeHue: W3penune npeagHasHayeHo A7 AUMArHOCTUKM in vitro
(BbisBneHne OHK Gardnerella vaginalis metogom MMUP B 6unonornyeckom Matepuane
yenoseka).

NMoka3aHua K TMpoBeAeHUI0  UCCNefoBaHUA:  CUMMMATOMbl  MHMEKUMOHHOro  Uau
BOCMannTenbHoro 3aboneBaHUsi MOYEMNOSIOBOr0 TPaKTa, KOHTPOJSb fleYeHUs MHQEKUUu,
Bbl3BaHHOWM Gardnerella vaginalis.

NpuMeHeHne  MeAMLUMHCKOro  U3Aenna  He  3aBUCUT  OT  MONYJIAUMOHHBIX WU
Aemorpaduyeckux acrnekTos. [poTMBONOKa3aHU K NMPUMEHEHUIO HET.

Habop MoxeT O6bITb WCMNOAb30BaH B  KJAMHUKO-AMArHOCTUYECKMX nabopatopusax
MEAULUMHCKUX YUYPEeXAEHUA N Hay4HO-UCCeAOoBaTeNIbCKOW MpakTUKe OS5 ANArHOCTUKM
Gardnerella vaginalis in vitro.

MoTeHuManbHble MONb30BaTENN: KBANUMOULMPOBAHHLIA NepcoHan, o0by4vyeHHbIi MeToaaM
MONIeKYNAPHON AMAarHoCTMKM W npasunam paboTbl B KIAMHUKO-AMArHOCTUYECKOWN
nabopatopuu.

MpuMeHATb Habop peareHTOB CTPOro MO Ha3HAYEeHWID COrNacHO AAHHON WMHCTPYKLUMW NO

NPUMEHEHMUIO.

XAPAKTEPUCTUKA HABOPA

Habop peareHTtoB NAPA-IEH BbinycKaeTcsi B CieAyOWMX BapMaHTax UCMOMHEHUS :
MLP c peTekumen B pexnMe peanbHOro BpeMeHu;

MLP c dpnyopecueHTHON aeTeKumen no KOHEeYHOM To4Ke;

MUP c getekunen metoaoMm renb-anekrtpodopesa.

BapuaHTbl ncnonHeHuss pasnuuatotcs cnocobom gertekumn amnamdpuumposaHHon [OHK

Gardnerella vaginalis:

«MUP c petekumenm B pexumMme peanbHOro BpemeHu» (MapkumpyeTca «Real-time») —
npeaHasHavyeH Ang getekumun pesynbstatos lNLP Bo BpeMs aMnandukaumMm C NOMOLbLIO
aMnanduKaTopos AeTEKTUPYIOLWMNX;

«MLUP ¢ dnyopecueHTHOMN AeTeKuMelr Nno KoHe4YyHoW Touke» (Mapkupyetcs «Flash») —
npefHasHavyeH ana aetekumm pesynbTaToB [LUP nocne okoHYaHus amnaudwukaumm c
ucnonb3oBaHuem lLP-aeTekTOpPa;

«MUP ¢ petekumenn ™MeToAoOM renb-anektpodopesa» (MapkupyeTcs «Eph>») -
npeaHasHavyeH Ansd getekuuu pesynbtatoB [LUP nocne okoHuaHusa amnaudukaumm

MEeToA0M 3J'IEKTp0q)ODGBa B arapo3HoM rerne.
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2.1 Cocras Habopa

2.1.1 TUP c peTtekumen B pexmme peasibHOro BpEMEHHU

:‘ AHK-TEXHONOrusa

R1-P108-S3/9, cpacoBka S, CTpunbl

o Konunuectso HOMWHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHunn Bug -
npobupok 06BbEM KOMMOHEHTa
Mpo3payHas 6ecuBeTHas
Cmecb ansa amnandukaumm, posp H 12 ctpunos
3aneyaraHHas napabuHoM XXWOAKOCTb, NOA BOCKOO6pa3sHbIM 16 8 NDOBUDOK no 20 Mkn
6enbiM croem P P
PacTBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHasa XUAKOCTb | 2 Npobupkmn no 500 mkn
Mpo3pauHas 6ecuBeTHaa BsA3Kas
MuHepanbHOe Macno posp L 2 npobupkn rno 1,0 mn
MaCNSaHUCTas XUAKOCTb
MoNoXNTENbHbIA KOHTPOJSIbHbIN
Mpo3payHas 6ecuBeTHas XMAKOCTb | 1 npobupka 130 MKn
obpasey,
KpbIlWK®W ana ctpunos 12 wr.

R1-P108-23/9, ¢pacoBka S, Nnpobupku

" Konuyectso HoMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun BnA .
npobupok 06BbEM KOMMOHEHTa
Mpo3payHas becuBeTHas
CMmecb ansa amnnmdukaumu,
XWNOKOCTb, Mo BOCKoo6pasHbiM | 96 npobupok no 20 mMkn
3aneyaTaHHasa napaduHoM
6enbiM crnoem
PacTBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHasa XNAKOCTb | 2 Npobupkm no 500 mkn
Mpo3pauHas 6ecuBeTHaa BsA3Kas
MunHepanbHoe Macno posp H 2 npobupku no 1,0 mn
MacistHUCTas XUAKOCTb
MoNOXUTENBHBIN KOHTPObHbIN
Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
obpasel,
R1-P108-WA/9, chacoBka W
o Konuyectso HoMWHanbHbIN
HanmeHoBaHMe KOMMOHEHTOB BHewHunn Bug -
npobupok 06BbEM KOMMOHEHTa
Mpo3payHas XNOKOCTb oT
Cmecb ana amnavdukaumm posp A 2 npobupkun no 1,0 mn
6ecuBeTHOro 40 pO30BOro LBeTa
PactBop Tag-nonnmMepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb | 2 Npobupku rno 500 Mkn
Mpo3payHasa 6ecuBeTHas BA3Kas
MwuHepanbHoe Macnio posp H 2 npobupku no 1,0 mn
MaCNSaHUCTas XUAKOCTb
BockoobpasHas mMacca  6enoro
MapaduH P 2 npobupku no 1,0 mn
LuBeTa
MoNOXUTENbHBIN KOHTPObHbIN
Mpo3pauHas 6ecuBeTHas XUAKOCTb | 1 npobupka 130 MKn

obpasel,
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R1-P108-UA/9, cpacoBka U

o Konunuectso HOMWHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHunn Bug -
npo6upok 06BbEM KOMMOHEHTa
Cmecb ana amnavdukaumm Mpospauynas KNAKOCTL oT| 4 npobupka 600 mkn
6ecuBeTHOro 40 po30BOro LBeTa
Mpo3pauHas 6ecuBeTHaa BsA3Kas
Monumepasa TexHoTaq MAX posp H 1 npobupka 30 MKkn
XMOKOCTb
MnupP-6ycdep Mpo3payHasa 6ecuBeTHas XnAKoCTb | 1 npobupka 600 mkn
MoNOXUTENbHBIA KOHTPOSbHbIN
Mpo3payHasn 6ecuBeTHas xmnakocTb | 1 npobupka 130 mkn
obpasey,
2.1.2 TUP c dpnyopecueHTHOM geTekumern no KOHEYHOM To4uke
F1-P108-51/1, c¢acoBka S
o Konuyectso HoMWHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHunn Bug -
npo6upok 06BbEM KOMMNOHEHTA
Mpo3payHas 6ecuBeTHas
CMmecb ansa amnnudukaumu,
XWAKOCTb, noa BockoobpasHbiM | 100 npobupok no 20 mMkn
3aneyaTaHHasa napaduHoM
6enbiM crnoem
PacTBop Tag-nonnmMepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb | 2 Npobupku no 500 mkn
MNUP-6ydep (doH) Mpo3payHasa 6ecuBeTHas xmnakocTb | 1 npobupka 200 mkn
Mn yHad BETHasd BA3Kas
MuHepanbHoe Macno pospayHas  6ecusetHa 3ka 2 npobupku no 1,0 mn
MacistHUCTas XMUAKOCTb
MoNOXUTENbHBIN KOHTPObHbIN
Mpo3payHas 6ecuBeTHas XUAKoCTb | 1 npobupka 130 MKn
obpasel,
2.1.3 TMUP c peTekunen MmeToaom refb-anektpodopesa
E1-P108-50/1, dacoBka S
o Konunuectso HOMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHW Buna .
npobupok 061bEM KOMMOHeHTa
Cmecb ana amnandukaumm lpospadnas AKWAKoCTb
3aneyaTaHHas na ad)MHOM’ ¢dwnonetosoro uBeTa, nog | 100 npobupok no 20 mMkn
P BOCKOO6pa3HbIM 6e/ibiM Cnoem
PactBop Tag-nonnmMepassbl Mpo3payHasa 6ecuBeTHas XUAKOCTb | 2 Npobupku rno 500 Mkn
n YyHas BeTHas Bs3Kas
MwnHepanbHoe Macno pospauHas ~ becusetHa 3ka 2 npobupku no 1,0 mn
MaCNSaHUCTas XUAKOCTb
MoNOXNTENbHbIA KOHTPOJbHbIN
P Mpo3payHasa 6ecuBeTHas xmnakocTb | 1 npobupka 130 mkn

obpasey,

2.2

Yncno aHanusupyembix npob

Habop peareHTOB npedHasHayeH AN OAHOPA30BOro MPUMEHEHUS

M paccuuTaH Ha

96 onpepeneHnn ans ucnosiHeHus «MUP c pgeTtekunmen B pexuMe peasibHOro BPEMEHU» W

100 onpegenenunin ana ucnonHenus «MNUP ¢ dnyopecueHTHOMW AeTeKumen No KOHEYHOM Touke»

n «MUP ¢ perekunen MeToaoMm

renb-anexktpodopesa»,

BK/lO4Yaa aHalM3 HEU3BECTHbIX

06pa3Ll,OB, MONTOXXUTENTbHbIX KOHTPOJIbHbIX O6p83L|,OB M oTpuuaTesiIbHbIX KOHTPOJIbHbIX o6pa3u03.

Habop peareHToB B ¢hacoBkax U m W paccumtaH Ha npoBeneHune 96 onpepeneHun npum

YyC/10BUM MOCTAHOBKM HEe MeHee 5 06pa3uoB B O4HOM uccrieaoBaHuMn (3 HeEM3BeCTHbIX obpasua,

NONOXUTENbHbBIN WU OTpULAaTENbHbIN KOHTPO/IbHblE 06pa3ubl).
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2.3 MpuHUMN MeToAa

Metoa: MonumepasHas uenHasa peakumsa (MLP) ¢ petekuumen pesynbTaToB: B pexume
peanbHOro BpeMeHu, C GdNyopecueHTHON AeTeKuMen Mo KOHEYHOW TOYKe, MeTOAOM refib-
anekTpodopesa; KayeCTBEHHbIN aHanms.

MpuHUMN MeToAa OCHOBaAH Ha WCNOAb30BaHWMM npouecca amnamdukaumm [OHK,
3aK/oyatolerocs B MOBTOPSIOWMXCA UMKAaxX TemnepaTypHol AeHaTypaumu [AHK, omxkura
nparvMepoB C KOMMJIEMEHTAPHbIMM MOCAeA0BaTENbHOCTAMM U Nocieaytowen OOCTPONKU
NOJSIMHYKNEOTUAHbIX Lenei ¢ 3TMX nparMepos Tag-nonmmepason.

Ons  noBbllWeHUs 4YyBCTBUTENbHOCTM W cneunduyHOCTM peakuum npeaycMoTpeHo
npuUMeHeHne «ropsa4dero» crapTa. Fopsauun ctapt obecneumBaeTcsa MeTOAMKOW MPUIrOTOBIIEHUS
peakUMOHHOM CMeCcK, COCTOSILLEN M3 ABYX C/I0€B, pa3AefieHHbIX NMPOC/ONKON K3 napaduHa mnm
ncnonb3oBaHmMa Tag-nonmmepasbl 610KMpoBaHHOM aHTUTenamu. CtapT nMoaMMeEpas’HOW LEernHoMn
peakuMn NponcxoamT TONbKO Npu pacniasneHum napaduHa nam TemnepaTypHor amccoumaunm
KoMmnnekca Tag-noamMMepasbl M @aHTUTEN, YTO UCKIOYaeT Hecneunduyeckun oTKUr npammepos
Ha AHK-MuwWweHn npn HavyanbHOM Nporpese Npobupku.

B Habopax ucnonHeHusa «MUP c geTekumen B pexume peanbHOro spemMeHu» n «MLUP c
(nyopecueHTHON AeTeKLUEN N0 KOHEYHOM ToUYKe» B peakUMOHHY cMecb BBeaeHbl JHK-30HAbI,
KaXAbll M3 KOTOPbIX COAEPXKUT (DNyOopecueHTHYI0 MeTKy W racutenb dnyopecueHumn. Mpu
obpasoBaHun cneundudHoro npoaykta [AHK-30HA pa3pylaercs, AencTBMe racmtens Ha
(pnyopecueHTHY0 MEeTKy MnpeKkpalaeTcs, 4YTo BeA&T K BO3pacCTaHWIO YPOBHS QayopecueHumu,
KOTOpbIN pukcnpyeTcsa cneumanbHbiMu npnbopamu.

KonunyectBo pa3spylleHHbIX 30HAOB (@, cnepoBaTefnlbHO, W ypoBeHb dnyopecueHuumn)
yBen4YnBaeTcs nNponopunoHanbHO Konnyectsy obpasoBaBlunxcs cneundunyeckmx amnanKoHoB.
YpoBeHb dhriyopecueHUnm n3MepsieTcs Ha KaXxaom umkne amnamdukaumm B ncnonHenmn «MLP c
OeTeKuMen B pexume peasibHOr0 BpeMeHu» WAKM Mnocne npoBeAeHus aMmnamdukaumm B
ncnonHeHun «MLUP ¢ dnyopecueHTHON aeTeKunen No KOHEYHOM TouKe»,

B coctaB cmecu ansa amnaumdukaumm BKAOYEH BHYTPEHHUN KOHTponb (BK), koTopbiit
npeaHasHadeH 419 OLEHKM KadecTBa NMPOXOXAEHWS MoSiIMMepasHon LenHowW peakuun. B coctas
OHK-30HA0B, ucnonb3ylwmMxca Ans AeTekumu npogykrta amnandukaumm wmckomom [OHK,
BKOYeHa nyopecueHTHas Metka Fam. B coctas [OHK-30HZoB, wucnonb3ylowmxca Ans
AeTeKunn npoaykta amnandukauum BHYTPEHHEro KOHTPOAs, BXOAUT (yopecLeHTHbIN
KpacuTenb Hex. B Tabnuue 1 npuBeaeHbl KaHasbl AeTeKUUM NPOAYKTOB aMmnandukaumu.

Tabnuya 1 — KaHanbl getekunm npoaykToB amMmnandumkaumm

Fam Hex Rox Cy5 Cy5.5

Gardnerella vaginalis BK - - -

Ncnonb3oBaHMe HECKONbKUX (IIYOPEeCLEHTHbIX KpacuTenel Mo3BOJISIET COKpaTUTb
KO/IMYeCcTBO MNpo6MpPOK, MOCKOJSIbKY MO3BOASIET OAHOBPEMEHHO PErncTpupoBaTb pe3yfbTaThl

pasHbIX peakunm amnnmdukaumm, Nnpoxoasawmx B ogHom npobupke.
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WccnepoBaHue € ucnonb3oBaHneMm Habopa peareHtoB MAPA-FEH coctouT 13 cnepytowmx
aTanos: BbigeneHne AHK (npob6onoarotoska), MUP-amnandukaumn AHK Gardnerella vaginalis,
OEeTeKUuns NpoayKToOB aMnndukaunm.

Ona nposeaeHns nup UCMONb3YIOT amnnmndunkaTopsl 7 amnnmdukaTopsl
aetektupywwue. Ana aHanusa npoayktos [UP wucnonb3ytoT [LUP-geTekTopbl unmn MeTon
anekTpodopesa B arapo3HoMm rene. [pn ucnonb3oBaHMM HabopoB wucnonHeHus «MUP ¢
AeTeKunen B pexume peanbHoOro spemeHm» atanbl MUP-amnandukaummn OHK n getekumn OHK

COBMELLEHDI.

2.4 Bpema npoBeaeHus aHanuza (BkaoYas npobonoAroToBkKy) — OT ABYX 4acoB, B

3aBUCUMMOCTU OT MCNO/b3yeMoro Habopa ans sbigeneHuns OHK.

3 AHAJIMTUYHECKME XAPAKTEPUCTUKHA

3.1 AHanuTnyeckas cneumdunyHoOCTb aHanmsa

B ob6pa3suax 6uonormyeckoro ™Matepuana uyenoseka, cogepxawmx [OHK Gardnerella
vaginalis, MUP-getektop («MUP c dnyopecueHTHON AeTekumen rno KOHEYHOW TOouKe») Wuau
petektTmpytowmnin amnandukatop («MUP ¢ getekumen B pexnme peasibHOr0 BpEMEHU») AO/XKHbI
perncTpnpoBaTbh MONOXUTENbHbIA pe3ynbTaT Hanuuusa cneumduyeckoro npoaykra (dparMeHTa
reHoma Gardnerella vaginalis). lNpu ncnonb3oBaHWMM MeToda renb-anekTpodopesa («MUP ¢
AEeTeKuMen MeToAoM renb-anekTpodopesa»), Ao0/HKHa O6biTb BMAHA MNOM0Ca OpaHXEeBO-KPacHOro
uBeTa, CooTBeTCTBylWas ddparMeHTy reHoMa Gardnerella vaginalis pasmepom 445 n.H.
(nap HykneoTnaoB).

B obpasuax 6uonornyeckoro maTtepuana, He cogepxawmux OHK Gardnerella vaginalis,
AeTeKkTupyowmnn amnandunkatop mnum MNLP-geTekTop A0NXKHbI perMcTpupoBaTb OTpULATENbHbIN
pe3ynbTaT Hannuymsa cneumduueckoro npoaykrta (dbparmeHta reHoma Gardnerella vaginalis) u
NONOXMUTENbHbIN pe3ynbTaT BHYTPEeHHero KoHTpons. [Mpu wncnonb3oBaHWM MeToda refb-
anekTpodopesa Mnosoca OpaHXeBO-KPACHOro LBeTa, COOTBETCTByloWas QparMeHTy reHoMa
Gardnerella vaginalis pa3MepoM 445 n.H. OTCYTCTBYeT, a nMosoca, COOTBETCTBYOLWAd
BHYTPEHHeMY KOHTposibHOMY o6pa3uy pasmepom 900 n.H., Ao/KHa 6bITb OTYETAIMBO BMAHA.

lMokasaHo OTCYTCTBME HecneumdUuuecknx MNoSIOXKUTENbHbIX pe3ynbTaToB aMmnandukaumm
npu Hannumm B obpasue OAHK Ureaplasma urealyticum, Mycoplasma hominis, Mycoplasma
genitalium, Ureaplasma parvum, Neisseria gonorrhoeae, Candida albicans, Chlamydia
trachomatis, Trichomonas vaginalis, Streptococcus sp., Staphylococcus sp., a Takxe [OHK

yenoBeKka B KOHUeHTpaunu go 1,0x108 konuin/mn obpasua.

3.2 Mpenen obHapyxeHus:
He 6onee 50 konun OHK Gardnerella vaginalis Ha aMnandukaumMoHHYO NpobupkKy.
Mpepen ob6HapyXeHWss yCTaHOB/AEH NYyTEM aHanM3a CEepUNHbIX  pasBeaeHun
nabopaTtopHoro KoHTponbHoro obpasua (JIKO). Ons KaX4on KOHUEeHTpauuu 6bi10 NpoBeaeHO

94 onpepeneHuns.
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KoHueHTpauus JIKO, KonuyecTtso %
o KonnyecTtso
KOMWIA Ha aMNINMUKaLMOHHYIO NOBTOPOB MONOXUTENbHbIX MNONOXUTENbHbIX
npobumpky pe3ynbTaToB pe3ysbTaToB
100 94 94 100
50 94 94 100
25 94 19 20,2
0 94 0 0

MpumevaHue — lNpepen obHapyxeHus OHK Gardnerella vaginalis B obpa3ue 3aBucut oT

MeToaa npobonoarotoBku obpasua U KoHe4yHoro o6bEma BbigeneHHor AHK (o6béma antounn).

Hanpumep: Tpegen ob6HapyxeHua 50 konui Ha aMIM@UKAUMOHHYKO Npobupky
COOTBETCTBYEeT cneaylwmMm 3HadeHmaMm KoHueHTpaumn [OHK Gardnerella vaginalis npwu
MCMNOMb30BaHMM KOMMJIEKTOB A1 BblAENEeHUS HYKNEUHOBbIX KNCNOT npounssoactsa OO0 «HIMO

JOHK-TexHonormnsa»:

KoMnnekTbl ANna BbiAesIeHUA HYKJIEMHOBbIX KUC/IOT
NMPOBA-MY-
O6pazey NPOBA-HK NPOBA-IC PAMWA NPOBA-
(npwu anouum B PANNA
300 Mmkn)
- cockob
aNUTENNANbHbIX
knetok B 500 Mkn
TPaHCNOPTHOM Cpeabl;
- a2akynar B 500 Mkn
TpchnopTHoﬁ cpenbl; 500 1000 3000 5000
- ceKpeT npocTaTbl B konui/obpasel | konwuii/obpasey, Konuin/obpaseL, konuin/obpaseL
500 MK/ TPaHCMOPTHOM
cpenbl;
- Moua (Npu BblaeNeHNn
n3 1,0 mn obpasua)

3.3  [varHoctnyeckme XapakTepUCTUKW:
Konnuecteo obpasuos (n) — 398;
JnarHoctmnyeckas 4yBCTBUMTENbHOCTb cocTtaBnseT (95% [AWN): 98,9% (97,2-99,6%);

OnarHoctmnyeckas cneunduyHocTb coctasnseT (95% AN): 97,0% (93,9-98,6%0).

4 MEPbI MPEAOCTOPOXXHOCTU

O6wme TpeboBaHma 6esomacHoCcTM K HabopaM peareHTOB Ans in vitro AWarHOCTUKK B
cootBeTcTBMM € TOCT I1SO 14971-2011.

OpraHusaumsa pabotbl [MLUP-nabopatopun, obopyaoBaHue U MaTtepuanbl  AOSXKHbI
cooTBeTcTBOBaTb TpeboBaHmaMm MOCT P 52905-2007, meToanmyeckux ykasaHumn MY 1.3.2569-09
«OpraHunsauunsa paboTbl nabopaTopuii, UCNOAbL3YKOLWNX MeToAbl aMmnaMduKaumm HYKJIEMHOBbIX
KMUCNOT, Npu paboTe Cc MaTepuasnoMm, cogep)kawmmMm MnKkpoopraHnsmel I-IV rpynn natoreHHoOCTU»,
Cc cobnwgeHneMm caHuTapHo-anugeMmuonornyecknx npasmn CIM 1.3.2322-08 «be3onacHoCcTb
paboTbl C MukpoopraHmamamm IlI-IV rpynn natoreHHoCTM (OnacHOCTM) M BO3byauTensimm
napasuTapHbiX 6onesHen».

Nccneayemblie obpasubl paccMaTpuBalrTCA Kak NoTeHumanbHo-onacHble. Mpu pabote ¢

HabopoM cnenyeT HageBaTb OAHOPa30Bble nNepyaTku 6e3 Tanbka.
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K pabote ¢ HabopoM peareHTOB AOMYyCKAETCHA TONIbKO MepcoHasi, 0by4deHHbIh MeTohaM
MOJIEKYNAPHOM ANArHOCTUKM M NpaBunamM paboTbl B KIIMHUKO-ANArHOCTMYECKON nabopaTtopun.

Bolpenenne [OHK cneayetr npoBoaMTb B JlaMMHAPHbLIX WKagaxXx C  BKAOYEHHbIM
JlaMMHapHbIM noTokoM. [MoarotoBky k [MLUP ¢ wncnonb3oBaHneM Habopa peareHTOB cnepyet
nposoanTb B MLIP-6okcax.

Bce nabopatopHoe obopyaoBaHme, B TOM 4uCiie A03aTOpbl, LWTaTMBbI, NabopaTopHas
nocyaa, xanartbl, ronoBHble yb6opbl M Np., @ TakXe pacTBOpPbl peareHToB AOMXHbl 6bITb CTPOro
CTauMoHapHbIMKU. 3anpeLlaeTcs nx nepeMeLleHme n3 o4HOro NoOMeLLeHns B Apyroe.

Jo3aTopbl A0MXKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeauTOBaHHbIX
nabopaTtopusix) n NpoMapKMpoBaHblI.

Ypanate oTxoabl C npoayktamu TP Heobxoammo TONMbKO B 3akpbiTOM Buge. He
AOMyCcKaeTcsa OTKpbiBaTb Npobupku nocne amnandumkaumm 3a UCKIOUYEeHMEM 3Tana npoBeaeHuns
AeTeKunn MeToaoM renb-asnekTpodopesa, KOTopbli NpoBoAdaT B 30He 4 (MY 1.3.2569-09).

Bce noBepxHocTn B nabopatopumn (paboume crtonbl, wTaTtuBbl, obopyaoBaHue v ap.)
eXXegHeBHO MoaBepraloT BaxHon ybopke C MpUMEHEHMEM Ae3nHPUUUPYOWMX/MOKLWMX
CPEeACTB, pernamMeHTUpoBaHHbLIX CaHUTapHbIMKM npasunamu CI 1.3.2322-08.

Mpu ncnonb3oBaHMn Habopa peareHToB B wucnosHeHun «[UP c pgetekumenn meTtoaoMm
renb-anexkTpodopesa» ANs NpeaoTBpalleHMss KOHTaMMHauunm 3Tanbl Bblaenenms OHK, MUP u
AeTekunn cnepgyet NpoBOAUTL B pa3fesibHbiX MOMELWEeHUSX WAW TwaTeslbHO M30JMPOBAHHbIX
30Hax, CHab)XeHHbIX KOMMJeKTaMM MOoSyaBTOMAaTMYECKNX [03aTOpPOB, XasaTtaMu M NpoYuMuU
NPUHAAIEXHOCTAMM.

3anpellaeTcs CHUMaTb KPbIWKY C 31eKTPodopeTnyeckon Kamepbl, eCnm OHa
NoAKOYEHA K UCTOYHUKY MUTAHUS.

Mpn pabote C BK/AKYEHHBIM TPAHCWJIIOMMHATOPOM HeobxoAMMO MOb30BaTbCA
3alNTHBLIM 3KPAHOM MM CNeUnanbHOM 3aWMTHOM MacKoMn.

Mpn wncnonb3oBaHnM Habopa B KIMHMKO-AMArHocTnyeckor nabopatopum obpasytotcs
oTxoabl knaccoB A n b, kKoTopble KNaccuuumpyroTcad M YTUIN3UPYIOTCAS B COOTBETCTBUU C
TpeboBaHmammn CanluH 2.1.7.2790-10.

He ponyckaeTcs ucnonb3oBatb Habop peareHToB:

—  Npuv HapyLWeHUN YyCIOBUIA TPAHCNOPTUPOBAHUSA U XpaHEHUS;
—  Npu” HECOOTBETCTBUM BHELUHEro BMAa peareHToB, yKa3aHHOro B nacnoprte K Habopy;
—  Npuv HapyLeHUN BHYTPEHHEN YNakoBKW KOMMNOHEHTOB Habopa;

- Mo UCTEYEHUIO CPOKa NrMAHOCTU.

MpumedyaHue — Habop peareHTOB HE COAEPXMUT MaTepuasbl GMOIOrMYECKOro MPOUCXOXAEHWS,
BELWlecTB, 06Ma4alWmnx KaHUEPOreHHbIM, MyTareHHbiM [AelCTBMEM, a TakKXe BMAKWNUX Ha
penpoayKTUBHYIO GYHKUMIO denoBeka. [pv UCMNONb30BaAHUM MO Ha3HayeHuo U cobnogeHun Mep

NpeAOCTOPOXHOCTU ABNAETCA 6e3onacHbIM.
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5 OBOPYAQOBAHME U MATEPUAJIbI

:‘ AHK-TEXHONOrusa

Mpu pabote c Habopom peareHToB FAPA-IEH TpebytoTcs cnepytowmne obopyaosaHue,

peareHTbl U pacxXogHbl€ MaTeEpPUasibl:

MukponnaHuwet MNLUP (384 nyHku)

O6opynoBaHue, peareHTbl U pacxogHble MaTtepuansl Real-time Flash Eph
MLP-60kc aa Aa Aa
aMnanuKaTop AeTeKTUPY LN aa HeT HeT

€TeKTop NMoJSIMMEepPasHOM LeNnHON peakumnm
a p Up L p ) HeT na HET
pnyopecueHTHbIN
TEpPMOCTAT nporpamMmMmpyembii ans MNLP-aHanusa HeT na na
TepMOCTaT TBEPAOTENbHbIA NPOrpaMMUpPYEMbIN

P pA porp Py nat HeT HeT
ManorabapuTHbIf
YCTPOMCTBO ANS 3neKTpodope3a HYKNEeNHOBbIX KUCNOT B et et na
arapo3HbIX U akpuaaMnaHbIxX renax
TpaHCcUIIOMMHATOP ynbTpaduoneToBbili (payockon) HeT HeT ha
MUKpPOLEHTpUdYyra-sopTekc aa aa na
X0/10U/TIbHUK 6bITOBOW C MOPO3UIbHOW KaMepon za aa aa
wTaTme «paboyee MecTo» Ansa npobmpok aa aa aa
[03aTOpbl MEXaHUYECKNE WU 3IeKTPOHHbIE
OfHOKaHaJsbHble C NepeMeHHbIM 06BLEMOM, NO3BONAKOLLME na na na
otbupaTb 06bEM xumakocTtn 0,5-10 mkn, 2,0-20 Mk,

20-200 mkn, 100-1000 Mkn
OZHOpPa30Bble HAKOHEYHUKM C PUNLTPOM ANs
rnoslyaBToOMaTU4YeCKMX Ao3aTtopos, cBoboaHbie oT PHKas na na na
m AHKa3, o6béMom 20 Mk, 200 mkn, 1000 mkn
Nnpo6bmpKM MMKpoLeHTpudyxHbie obbEMOM 1,5 Mn C na na na
KpblLKaMmn
npobmpkn amnanpukauymoHHsle o6bvémom 0,2 Mn C 2

ha HeT HeT
KpblLKaMun
konba MepHasi, BMecTuMocTbio 1000 mMn HeT HeT Aa
BOAa AUCTUNNpoOBaHHasA na na na
OAHOpa30Bble NepyaTkm MeanumHckme, 6e3 Tanbka, na na na
TEKCTYpPUPOBaHHbIe
peareHTbl ANa AeTeKUuMnN HYKIEMHOBbIX KUCIOT B

HeT HeT aa
arapo3sHbIx rensax
Mapkep ASIMH aMnnmMdUUMpoBaHHbIX dparMeHToB

pkep 4 duump ®p HeT HeT aa
(puUC19 OHK/Mspl)
éMKOoCTb Ans cbpoca ncnonb3oBaHHbIX HAKOHEYHUKOB, na na 13
npobUpoK M APYrMX pacxoAHbIX MaTepuanos
AesnHdbuumpytoulee cpeactso aa aa aa
Ao3upyiolee ycTponcTso ATcTpuM
repMeTusmpytoLiee ycTporcteso ATnak

pas HeT HeT
ueHTpudyra ana mukponnanwert MLP
nosiMMepHasi TepMornaeHKka 475 3anevyatbiBaHuUs
MukponnaHwet MLP
4
MukponnaHuweTt MUP (96 nyHok) Aa HeT Her
nas HeT HeT

1nns dacoskn W

2 nnsa dacosok U, W

3 ans dacosok U, W ¢ MCNO/Ib30BaHMEM aBTOMATM3MPOBAHHOIO [03MPOBaHMS
4 pna dacoskn W ¢ Mcnosib30BaHMEM aBTOMaTU3MPOBAHHOMO A03MPOBaHUSA

5 ans dacoBku U € MCNO/Ib30BaHMEM aBTOMaTM3MPOBAHHOIO [03MPOBaHMS
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MpubopHoe obecneveHne

Ansa nposeaeHns rnup MCNoNb3YKT  aMnamduKaTopsbl 7 aMnangukaTopsl
aetekTupyrowme. [nga adHanum3sa npoaykrtos [MUP wucnonb3ytoT TUP-petekTopbl wanm MeToA
anekTpodopesa B arapo3HoMm rene. [lpn ucnonb3oBaHMM HabopoB wucnonHeHuns «MUP ¢
OETEKUNEN B pPEXUME peanbHOro BpemeHu» 3Tansl MNMUP-amnnndpukaunmm OHK mn getekunmm OHK
COBMeLLEeHbl.

» TIUP c peTekuumeln B pexuMe peanbHOro BpeMeHW: aMnauduKaTopbl AeTeKTupylolme
OTnant, OTnpanm, AOT-96 wam AT-322 (000 <«HMNO [AOHK-TexHonorus»); Bepcus
nporpaMMHoro obecneyeHunst He Huxe 7.3.4.01 nnu amnnudukatopsl iCycler iQ n iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen). Bo3MOXHOCTb MCNO/Ab30BaHUA APYIrUX
amnandmnkaTopos HeobxoAMMO YTOYHWTbL Y nNpeacTaBuTens KomnaHum  «AHK-
TexHonormnsa».

» TUP c dnyopecueHTHOW AeTeKUMeN No KOHEYHOM TOYKe: TEPMOCTAT MporpamMMumpyeMmbiii
ons npoeegeHus TUP aHanm3a uyeTblpexKaHalibHbIN «Tepuuk» WAM aHaJIoOrMYHbIN,
[eTeKTop (PAYyOpPEeCUEHTHbIN «KNH» nnn «xnH-4» (000 «HIMO OHK-TexHonormns»).

» TUP c pgertekuuein MeToAOM refb-3neKTpodopesa: TepMoCcTaT MporpaMMupyeMbiin Ans
nposegeHus TUP aHanuza 4JeTblpexkaHanbHbil «Tepuuk» (000 <«HMNO [OHK-

TexHOoNormsa») nan aHanornyHbIn.

6 AHAJTIUSNPYEMBIE OBPA3Lbl

B kauyectBe 6Mon0OrMyeckoro martepuana WCMofb3yT COCKOObl anUTeNnasnbHbIX KNEeTOK
M3 YpPOreHUTasbHOro TpakTa, Mo4y, CeKpeT NpocTaThbl, SAKYAT.

PeweHne o HeobxogmMmocTM uccneposatb Ty WINM WHYKO JNoKanusauuio MnpuHUMaeT
nevyawmim Bpay Ha OCHOBAHWM COBOKYMHOCTU Xanob naumeHTa n KINHUYECKON KapTUHbI.

WccneposaHme MetogoM [UP oTHocuTcs K npsiMbIM - MeTogaM NnabopaTopHOro
nccnenoBaHms, NoaToMy B3ATME BMONOrMYecKoro Matepuana Heob6xoaMMO NMpPoBOAUTL M3 MecTa
JloKanusaummn MHQeKLMOHHOro npouecca.

Ons nony4vyeHnMss KOPpPeKTHbIX pe3ynbTaTOB MMEEeT 3HauyeHWe KayecTBO B3ATUA obpasua
bnomaTepuana Ans MccnenoBaHUsl, €ro XpaHeHwe, TPaHCMOpPTMPOBaHMe W npeaBapuTesibHas

obpaboTka.

6.1 WHTepdepupytoLme BeLLecTBa

Hanuune wHrnébmtopos [MLULP B o06pasue 6uonormyeckoro maTtepuana MoxeT ObITb
MPUYMHON COMHUTENBbHbIX (HeonpeaenéHHbix) pe3ynbTaTtoB. [Npu3HakoM MHrmbmposaHus TMLP
SABNSIETCA  OAHOBpPEeMeHHoe  OTCyTCTBMe  amnauduKaumm  BHYTPEHHEero  KOHTponsa w
cneumduyeckoro npoaykrta (cMm.pasgen 2.3, pasgen 9.1.4, 9.2.3).

K mHrmbmutopam MNLP oTHOCATCS cnepylowme BelecTBa: NMpUCyTCTBue B obpasue cnusu,

npuMecei KpoBu; Ny6punKaHTbl, TaslbK, MECTHbIE JIEKapCTBEHHbIE Npenaparhbl.

1 - npousBoauTENb pPEKOMEHAYET CBOEBPEMEHHO O6HOBMATL  MporpaMMHoe  obecrnedeHve  Ans
AeTekTupyrowmx  amMnamdukaTopoB. AkTyanbHyt Bepcumio MO MOXHO CKayaTb Ha calTe KOMMaHuu
«OQHK-TexHonorua»: htt://www.dna-technology.ru/po/
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Ong cHuxeHns konudectsa MHrmbutopos MLP Heobxoanumo cobnoaaTb npasunia B3ATUS
6uonornyeckoro matepmana. lNMpu nNoao3peHMn Ha Hanmudue B obpasue 607bWIOro KonmMyecTsa
nHrnéutopos TLP pekomeHayeTca BbibuMpaTe MeToabl BblaeneHns [OHK, nossonswowme
MakCMManbHO yAanuTb WHrnbutopbl [MUP u3 ob6pa3ua, He pekoMeHAYyeTCs WCNonb30BaTb
aKcnpecc-MeToabl BbigeneHusa AHK.

6.2  0Ocob6eHHOCTU B3ATUS YpOreHUTanbHbIX COCKOH60B

XKeHLWmHbl HakaHyHe obcnefoBaHUsa He AO0/KHbI MPOBOAUTL TyasieT NOSOBbIX OPraHoB U
cnpuHueBaHue. Ona nonydyeHuns ob6beKTUBHOro pesynbTaTa HeobxoauMo, 4YTO6bl UccneayeMbln
MaTtepuan cogepxan BO3MOXHO 6ofbliee KOMMYECTBO 3NUTeNuanbHbIX KIETOK U MUHUManbHoe
KONIMYECTBO C/N3M N MPUMECU KpoBU. HenpasuibHoe B3aTMe BuoMaTepmana MOXET NpUBECTU K
HefOCTOBEPHOMY pe3ynbTaTy W, BCNeACTBME 3TOro, HeobxoAMMOCTM MOBTOPHOMO B3ATUSA

éunomaTtepuana.

6.2.1 OcobeHHOCTK B35ITMS MaTepuana n3 Bnaraauwa

MaTtepuan posmxkeH 6biTb B3AT A0 NpPOBeAEHMS MaHyaslbHOro uMccnenoBaHusa. 3epkano
nepes MaHuUNynsuMen MOXHO CMOYUTb ropsiyen BOAOM, MNPUMEHEHMEe aHTUCENTUKOB ANb
06paboTkn 3epkana npotmsonokasaHo. Cockob 6epyT ¢ 3agHebokoBoro csoga Bnaranuuwa. Y
AeBOYeK B34TWUE MaTepuana Npom3BOAAT CO CN3UCTOM 060M04YKM NpeaaBepus Bnaraavwa, a B

OTAENIbHbLIX CNy4daaX — U3 3aAHEro CBoja BJiarajsuula 4yepe3 rmMeHasibHble€ KOJibLia.

6.2.2 OcobeHHOCTUN B35ITMS MaTepuana u3s ypeTpsbl

MNepen B3ATMEM 6uvoMaTepuana nauMeHTy peKOMeHAyeTCs  BO34epXxaTbCd  OT
Mo4yeucrnyckaHus B TedeHune 1,5-2 vacos.

HenocpeactBeHHO nepea B3sTMeM 6uomaTepuana Heobxoammo obpaboTaTb HapyxxHoe
OTBEpPCTUE YpeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUSIbHLIM  (DU3NONOrMYECKNM
pacTBOpPOM.

Mpun HanWMuMM FHOMHBIX BblAeneHun cockob pekomeHayeTcs 6paTb depe3d 15-20 MUHYT
nocsie MoYencnyckaHus, npu OTCYTCTBUU BblAENEHUI HEOOXOAMMO NMPOBECTU Maccax ypeTpbl C
NOMOLLbLID 30HAA ANS B3aTUa 6uomaTepmana. B ypeTpy y XeHWWH 30H4 BBOAMUTCS Ha rnybuHy
1,0-1,5 cMm, y geTert matepuwan Ana UccnefoBaHuUs 6epyT TONbKO C Hapy>XHOro OTBepCTUS

ypeTpbl.

6.2.3 OcobeHHOCTW B3ATMSA MaTepmana 13 LepBMKaabHOro KaHana:

Mepen B3sATMEM MaTepuana HeobxoamMMO yAanuTb BaTHbIM TaMMOHOM CAM3b U 3aTeEM
obpaboTaTb LWeNKy MaTKM CTepPUSIbHbIM (U3NONONMYECKMM pacTBOpOM. 30HA BBOAST B
LepBuKanbHbI KaHan Ha rnybuHy 0,5—-1,5 cm. MNMpu n3BneyeHnn 3oHaa HEO6XO0AMMO MOSTHOCTLIO

NUCKJTIOYNTb €ro KaCaHme CTeEHOK Biaraauviia.

6.3 CockobHoe oTaensgeMoe snuTeNManbHblX KMNETOK W3 ypOreHWUTasIbHOro TpakTa
(uepBMKanbHOro KaHana, Bnaranuwa, ypeTpsbl)
OrpaHMuyeHue MetTopa — MeCTHOEe [MpUMEHEeHMe JeKapCTBEHHbIX npenapaTos, Y3U

BarMHanbHbIM 4AaTYMKOM MeHee 4yeM 3a 24 4yaca 40 UccaefoBaHus.
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B3aTne mMatepmana OCyLLeCTBAAIOT C MOMOLbIO CreunasnbHbIX CTEPUSbHBLIX O4HOPa30BbIX

MHCTPYMEHTOB — YpPOreHutajibHbIX 30HAOB, UWTOWETOK WM TaMNOHOB, B 3aBUMCMMOCTU OT

MCTOYHMKA KIMHNYECKOro Mmatepuasa, cornacHo YCTaHOBﬂeHHOVI npoueanype.

B3aTmne cockob6oB nNpoBOANTCS:

B nsactmkoBble npobupkm ob6béEMoM 1,5 Mn, B KOTOpble npeaBapuTenbHO BHECEHO
300-500 MK pU3MONTOrMYECKOro pacteopa CTEPUIbHOrO;

B Npobupknm C TpaHCMOPTHOM Cpeaon, npeaHasHauyeHHOW npou3BoauTenem Ans
TpaHCNOPTUPOBaHMA W XpaHeHus obpasuos 6uonormyeckoro Matepuana ans [MLUP-
NCCNeaoBaHuig;

B npobupkn ¢ peaktmsom <«[MPOBA-PAMWLO» (npoussogutens 00O «HMO [AOHK-

TexHonorns»).

BHUMAHME! <«[POBA-PAMNO» He pekomeHayeTcss ans Bblgenenmss OHK wmn3 cockoboB w3

YPOreHUTaNbHOro TpakTa y MY>UMH.

3.

Mopanok B3ATUSA:

OTKpoONTe KpbILWKY NpobupKu.

MNepeHecuTe 30HA C 6uomaTepuanoM B MNpPobUPKY C GU3MONOTMYECKMM PacTBOPOM,
TPaHCNOPTHOW cpepolt unu peaktnsom «MPOBA-PAMWO», n TwaTenbHO nponosowuTe
ero, usberas pas3bpbi3rMBaHUS XWMAKOCTM. 3aTeM U3BMEKUTE 30HA4 W3 pacTBopa,
NpMXuMas ero K CTeHKe Mpobupku, OTOXMUTE MU3ObITOK XWMAKOCTWU, yAanuTe 30HA4 U
BbibpocbTe. [pn HeobxoammocTu B3aTUS 6GuomaTepmana U3 HecKoNbkux 6moTonos
nosTopuTE Mpoueaypy, KaxAablii pa3 3abupass MaTepman HOBbIM 30HAOM B HOBYH
npobumpky.

MAOTHO 3aKponTe KPbIWKY NpobMpKM, NpOMapKNpymnTe npobupky.

BHUMAHME! [onyckaetca xpaHeHue o6pa3uoB npu Temnepatype oTr 2°C pgo 8°C

He 6onee 24 v,

MNpeno6bpaboTky, NpobonoAroTOBKY U XpaHEHME MaTepuana NpoBOAAT B COOTBETCTBUU C

WHCTPYKUMEN K KOMMNekTy/Habopy peareHToB ans BbliaeneHms JHK 13 6uonormyeckoro Mmatepuana.

4.

Mpu B3aTMK COCKOBOB B NMPOBMPKKM C PU3NOMOrMYECKMM PacTBOPOM WKW TPAHCMOPTHOWM
cpepoin nepen BblgeneHneM [OHK komnnektamm  «MPOBA-ITC» wnn  «MPOBA-HK»

BbINosHUTE NpenobpaboTky:

4.1 MpobupKy, coAepxawyl aHaAu3MpyeMblii  MaTepuan, ueHTpudyrnpyinte npu

13 000 06/MUH B TeyeHme 10 MUH NMpM KOMHaTHOM TemnepaTtype oT 18 °C go 25 °C.

MpuMeuyaHue — Mcnonb3ynte LeHTpudyry ansa npobupok ob6bémMom 1,5 mn ¢ RCF He HmMxke 13 000 x g,
Hanpumep, ueHTpudgyry HERAEUS picol7 (17 000 x g unun 13 000 06/MuH).

4.2 YpanuTte HagoCafo4vHYH XWAKOCTb, OCTaBMB B nNpobupke npumepHo 50 mkn (ocagok +

Xunakas dpakuus) npu UCNoSb30BaHUWM ANS BblAeNneHuss KoMmnnekTa peareHtoB NMPOBA-
C nan 100 mkn (ocapgok + xuakas dpakuus) npu UCNosb30BaHUM ANS BblAeNeHUs
komnnekTa peareHToB NMPOBA-HK. NMpobupkn NaoTHO 3aKpbITh KPbILLKaMK.

Mony4deHHbIn MaTepmnan rotos 4nsa sblaeneHna OAHK.

Mpu B3aTMKM cockob6oB B Npobupkm ¢ peaktnsoM «IMPOBA-PAMNO» AONOAHUTENBHON

npenobpaboTkm He TpebyeTcs, MaTepmnan rotos Ansa sblgeneHmna JHK.

15



:‘ AHK-TEXHONOrusa

FAPA-TEH | WHCTpYKUMSA NO NPUMEHEHUIO | 443-2 o1 21 nioHa 2021

6.4 MepBas nopums yTpeHHen Moun

MepBylO MOpUMIO YTPEHHEN MOYM B KayecTBe 6MOMOrMYeckoro mMartepuana UCNoNb3yloT
npu OCTPOM BOCMajIMTENIbHOM MNpoOLEcce HWUXHUX OTAEeNO0B MOYEenosI0BOro TpakTa B CBA3U C
BblpaXX€HHON 60NEe3HEHHOCTbIO B3ATUS COCKO6a annTeNmasnbHbIX KIETOK.

Onsa aHanusa oTbupaloT nepByl MOpUMIO YTPEHHEeNW Mouu B konuyectse 10-15 mn.
BO3MOXHO uccrnegoBaHue nepson NopuuM MO4YM, NOSYyYEeHHOM 4Yepe3 aBa U Honee yacos nocne
npealwecTBYOWEro Mo4YencnyckaHus.

OT60p MOYM NPOBOASAT B CreuManbHY CyXyl CTepunbHY EMKOCTb 06béMoM o 60 mn,
CHA6XXEHHYI0 repMeTUYHO 3aBMHUYMBAIOLLENCS KPbILWKOMN.

Mocne cb6opa MOUYM KOHTENHEP MJIOTHO 3aKpbIBAOT U MapKUPYIOT.

6.5 CekpeT npoctartbl (NpeacraTenbHOM Xenesbl)

MNepen B3ATWMEM ceKpeTa MNpoOCTaTbhl peKOMEeHAYEeTCS MON0BOE BO3JepXaHue B TeueHue
Tpex CyTOK A0 UccnenosaHus.

Mepen B3gTMEM ceKpeTa NpocTaThbl rOSI0BKY MOM0BOro YaeHa obpabaTbiBaloT CTEPUIBbHBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PN3NOIOrMYECKUM PacTBOPOM.

CekpeT npoctatbl cobupaloT nocne npeaBapuUTENbHOrNO Maccaxa npocTaThl 4epes
npsMyl0  KUWKY. Maccax npoBOAUT Bpay, MNOCPeACTBOM 3SHEPruyHoOro HaaaB/IMBAKLLEro
ABUXEHUS OT OCHOBaHUS K BEPXYLUKE XKese3bl.

Mocne OKOHYaHMS Maccaxka BbIAENMBLUMNCSA MPOCTAaTUYECKUIA CEKPET B BuAae CBOOOAHO
cTtekawowen kannam (0,15-1,0 mn) cobupaloT B OAHOPA30BYK CYXYH CTeEpWbHYH Npobupky
06BEMOM 2 MM UMK KOHTENHep 06BbEMOM A0 60 M.

EMKOCTb C CEKPETOM MpOCTaThl FEPMETUYHO 3aKPbIBAKOT KPbILIKOWA M MapKUpPYIOT.
BHUMAHME! Tlpn nogo3peHMM Ha OCTPpblA MPOCTAaTUT BbIMOJHATE MaccaXx npocTaThl

KaTeropmyeckmu 3anpeweHo!!!

6.6  2akynaTr

Mepen cb6opoM 3skynsaTa (CEMEHHON XMAKOCTN) PEKOMEHAYETCS NO0BOE BO34epXKaHue B
TeyeHme Tpex CyTOK A0 UCCNeaoBaHus.

Mepen cb6opoM 3sKynsaTa NaUMEHT MOUUTCSA B TyaneTe, NOJHOCTbIO OMOPOXKHAS MOYEBOWN
ny3blpb.

Mocne MoyencnyckaHmsa naumeHT AO/IKEH TWwaTeNlbHO BbIMbITb PYKU C MbIZIOM U MPOBECTU
TyaneT Hapy>XHbIX NOSIOBbIX OPraHOB C MbIIOM U BOAOM. [ON0OBKY MOSIOBOrO 4YfeHa U KpanHIoW
NMaoTb Heo6XoANMO BbICYLWIUTb CTEPUIbHOW candeTKoN.

DAKYAAT nonyyaroT nyteM mactypbaummn n cobmpatotT B CTEPUIbHBIN KOHTENHEP 06bEMOM
Ao 60 mn.

EMKOCTb C 39KYNSTOM FrEPMETUUYHO 3aKPbIBAKOT KPbILWIKON U MapKUpYIOT.

6.7  TpaHcnopTMpoBaHWE U XpaHeHne uccnegyembix 06pa3Los

JonyckaeTcsi xpaHeHne obpasuos npu Temnepatype oT 2 °C go 8 °C He 6onee 24 4. B
Clyvyae HeBO3MOXHOCTWM AOCTaBKM MaTepuana B nabopaTtopuio B TeyeHMe CYTOK AonyckaeTtcs
OAHOKPATHOE 3aMopaxuBaHue Matepuana. [lonyckaeTcs XxpaHeHue 3aMOPOXEHHOro Matepuana

npu TemnepaTtype oT MUHycC 18 °C no MuHyc 22 °C B TeyeHue o4HOro Mecsua.
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7 NMPOBEAEHUE AHAJIN3A

7.1 Boloenenne AHK n3 6uonormyeckoro matepuana

7.1.1 Bbigenenne OHK npoBoasT B COOTBETCTBUM C MHCTPYKUMEN K UCMOSIb3YEMOMY KOMMJIEKTY
peareHToB. PekoMeHAyloTCA KoMnnekTbl Ans BblgeneHmsa [OHK w3 6uonormyeckoro
MaTepuana: MPOBA-HK, MPOBA-TC, MPOBA-PANNA, MPOBA-MY-PANNA.
He pekoMeHayeTca uUcCnonb3oBaTb KoMnekT peareHTos MNPOBA-PAMWA npwu BbigeneHum
OHK n3 cocko60B 13 yporeHnUTanbHOro Tpakta My>X4uH.

BHUMAHME! He3aBucMMO OT MUCMOJIb3yeMOro KoMmriekta angd BblgeneHna [OHK w3

buonornyeckoro Martepuana OOHOBPEMEHHO HeobxoaMMo NOArOTOBUTb  OTpuUATESNbHbIN

KOHTpPOJIbHbIN 06paseul, npoweawnin Bce 3Tanbl Npob6onoaroToBku. B KayecTBe oTpmuaTenbHOro

KOHTpOJIbHOro ob6pa3sua peKkoMeHAyeTCs WUCMOob30BaTb (PU3MONIOTMYECKNIA pacTBop, B 06béme,

yKa3aHHOM B MHCTPYKLUMM K KOMMNEKTY peareHToB 415 Bblagenenmns QHK.

7.2 MoarotoeBka u nposeneHue MNLP. ®acoeka S

7.2.1 TpomapkupyinTe HeobxoamMoe KOAMYeCcTBO NpobmMpok co cMecbk ana amnandukauyum,
3aneyataHHonm napaduHOM: 4S9 uccnegyembix o06pasuoB, 4758 MOJIOXUTENbHOMO
KOHTpONbHOro obpasua (K+) u oTpuuaTenbHOro KOHTpoSnbHOro obpasua (K-). lMpwu
NCNonb3oBaHUM Habopa peareHToB B ucnoaHeHun «lMLUP ¢ dnyopecueHTHON aeTekumen
MO KOHEYHOW TOYKe» MpPOMapKUpPyMTe A[OMNONHUTENbHO ABe npobupkn «OOH» ans

KOHTpona ¢oHa dnyopecueHuunn.

Mpumep: Heobxoammo npoaHanmsuposaTtb 4 obpa3sua. Ansa aTtoro Heob6xoanMo:

—  «[MUP c petekumen B pexmme peanbHoro spemeHun», «lMLP c geTekumen MeToaoM resib-
anekTpodopesa»: npomMapkuposatb 4 npobupkn A[ns wmuccnepyemblx o06pasuoB, OAHY
npobupky anga «K-» n ogHy npobupky ans «K+». Obwee konmyectso Nnpobupok — 6.

— «MUP c dnyopecueHTHON JeTeKuMel Mno KOHEYHOW TOouKe»: MpoMapKMpoBaTb
4 npobupkn ansa nccnegyemolx 06pasuoB, oaHy Npobupky ansa «K-», ogHy npobupky ans

«K+>», aBe npobmpku «®OH». Obuwee kKonmyecTso Npobupok — 8.

7.2.2 BcTpaxHuTe npobupky C pacTtBopoM Tag-nosvMepasbl B TedeHMe 3-5¢C u
LeHTpudyrnpynTte B TeyeHue 1-3 ¢ Ha MMKpoUEHTpudyre-sopTekce.

7.2.3 [obaBbTe BO BCe MNpoMapKkMpoBaHHble npobupku (Kpome npobupok «OOH»), He
noepexpgass cnonm napadwuHa, no 10 mkn pactBopa Tag-nonuMmepasbi. B npobupkun,
npoMapkmpoBaHHble «®OH», nobaebTe no 10 mkn MUP-6ydepa (dhoH).

7.2.4 [obaBbTe B Kaxayt npobupky (npm Heo6XxoAMMOCTM) MO OAHOM Kanae MUHepasibHOro
macna (okono 20 Mkn). 3aKkporTe NAOTHO Npobupku.

7.2.5 BcTpsixHuTe npobupkn ¢ npenapatoM [AHK, nNoONoXuTenbHbIM  KOHTPOJIbHbIM
obpasuom (K+) n oTpuuaTenbHbIM KOHTPONbHbIM 06pa3uom (K-) B TeyeHune 3-5C u

LeHTpUdYrmpymTe B Te4eHme 1-3 ¢ Ha MUKpOLIEHTpUdyre-sopTeKkce.
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BHUMAHME! [1na npenoTBpalleHna KOHTaMUHauuu cneayet nepef sHeceHmeM [AHK oTKpbiBaThb
KPbILWKN TOSIbKO TeX Npobupok, B KOTOpble ByaeT BHOCUTBLCSA AaHHbIN 0bpa3el, M 3aKkpbiBaTb UX,

nepen BHeceHueM cneaytouwero. MNMpenapatbl AHK cneayeT BHOCUTb HAaKOHEYHUKAMKU C PUNBTPOM.

7.2.6 BHecuTe B COOTBETCTBYHOLWIME MNPOMapKUpoOBaHHble MpPobMpKKM, He noBpexaas Cnom
napaduHa, 5,0 Mkn BbigeneHHoro n3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+», «OOH>»).

7.2.7 BHecuTe B NpobupKy, NpoOMapKMpoBaHHYtO «K-», He noBpexaas cioi napaduHa, 5,0 Mkn
OTpULATENBbHOro KOHTPOSIbHOro obpasua, npoweawero 3tan sbigenenmns AHK (cm.n.7.1),

7.2.8 BHecuTte B npobupky, npoMapkumpoBaHHYyl «K+», He noBpexaas cion napaduHa,
5,0 MK/ NOSIOXNTENBHOIO KOHTPOJIBHOrO o6pasua.

7.2.9 BHecunte B npobupku, npomapkumpoBaHHble «®OH», 5,0 wMkn1 oTpuuaTenbHOro

KOHTpoJsibHOro obpasua, npoweawero stan sBbigeneHusa AHK (cM. n.7.1).

MpumMmeyaHne - [oTOBblIE HOPMMPOBOYHbLIE MpPobupkn «®OH» gonyckaeTcsa MCNosib30BaTb

MHOTOKPaTHO MpU Kaxaol aeTekuuu pesynbraToB MLP ¢ peakumoHHbIMU Npo6UpKaMU U3 TOWN e cepun

Habopa peareHTOB. HOpMMpPOBOYHbIE NPOBUPKK XpaHUTb Npu TemnepaTtype oT 2 °C go 8 °C B TeyeHue

Of4HOro Mecsiua B TeMHOM MecTe. [pu npoBeaeHMM AeTeKuMUM MpPobMpKU AOMKHBI UMETb KOMHATHYHO
TemnepaTypy oT 18 °C go 25 °C, ansa 3Ttoro, 3a OAMH 4ac A0 MpoBeAeHUs AeTeKkuuu, nx Heobxoammo

AOCTaTb U3 XonoaulbHUKaA.

7.2.10 LUeHTpudyrmpyinite Bce Nnpobupkn B TeveHne 3-5 ¢ Ha MUKpoLeHTpudyre-sopTekce.
7.2.11 YcTaHoBuTe BCe NpobMpKM B TEPMOCTAT NporpaMmMmmpyemMbin nnm B 610K amnamdukaTopa
n npoeeamte TMLUP B pexume, nNpuMBeAEHHOM AN aMMJAM@PUKATOpOB C aKTUBHbIM
perynmpoBaHueM, C yyeToMm obbéMa peakuMOHHOM cMecu, paBHoro 35 Mkn. MporpaMmel
amnandukaumm ana dacoskm S npmueedeHnol B Tabnuuax A.1-A.6 (MpunoxeHune A).
BHMUMAHME! B cnyuyae BapumaHTa ucnonHenus «[lMUP c getekumen B pexumme peanbHOro
BpeMeHn» (Real-time), BO3MOXHO WCMOSb30BaHMEe NporpaMMmbl amnandunkaumm, NnpuBegeHHoON B
Tabnuuax B.1-B.3 (Mpunoxenne B), obwen ana Bcex HabopoB peareHTOB MpPOM3BOACTBA
000 «HIMO AOHK-TexHonoruna», npegHasHadeHHbIX Ans BbigerieHua OHK MukpoopraHusmoB, B
3TOM C/lydae MpuW aHanuse pe3ynbTaToB HeobxoauMMo obpawaTb BHMUMaHME Ha 3Ha4deHue
noporosoro uumkna Ct (Cp), nonoxuTtesnbHbIMKM cuMTalOTCA ob6pasubl AN KOTOPbIX 3HA4YeHue

Ct (Cp) no Fam MeHbLue nnu pasHo 35 (cm. n.8.2).

MpuMeyvaHune - T[lpoAyKTbl amMnanduKaumMm MOXHO XpaHuTb npu Temnepatype oT 2 °C go 8 °C B

TeyeHme OAHOro Mecsia unm nNpu TemnepaTtype ot MUHYC 18 °C go MmHyc 22 °C B TeyeHune 12 MecsiLes.

7.3 Moarotoska un nposeneHue MNLP. dacoBka W.
7.3.1 TlpoMapkupynTe HeobxoaAMMOe KOIMYECTBO YUCTbIX aMnaMduKaunmoHHbIX Npobupok
obbémom 0,2 Mn: ana uccnegyembix 06pasuyoB, ANS MNOSOXUTENbHOrO KOHTPOJSIBHOMO

obpasua (K+) 1 oTpuuaTenbHOro KoHTposibHoro obpasua (K-).

Mpumep: Heobxoanmo npoaHanm3mpoBatb 4 o6pasuya. [Ana 371oro Heobxoammo
npomMapkmpoBaTtb 4 npobupkn onsa uccnegyembix ob6pasuos, ogHy nNpobupky ans «K-» n ogHy

npobupky ans «K+». Obwee KonmuyecTtso Npobmpok — 6.
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7.3.2 BcTpsixXHUTE npobupkKy CO CMecbld Ans aMmnamdukaumum B TedeHue 3-5C u
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLLEeHTpUdYyre-BopTeKkce.

7.3.3 BHecuTe B KaxAaylw MNpPOMapKMpoBaHHy npobupky no 20 MK cMecu Ans
amnandunkauun.

7.3.4 [obaBbTe B KaxAayl NMpOMapKMpOBaHHYyl Mpobupky no ogHon kanne (okono 20 mkn)

npeaBapuTENbHO pacriaB/ieHHOro napadguHa. 3aKkponTe NpobUPKN KpblLLKaMU.

BHUMAHME! [apacdvH pomxeH 6biTb nNpeaBapuTenbHO pacnnaefieH Ha TBepaoTeslbHOM

TepMocTtaTe npu Temnepatype 80 °C B TeueHne 10 MUHYT.

7.3.5 LUeHTpudyrmpyrite npobnpkn B TedyeHme 3-5 C HA MUKpOLIeHTpudyre-sopTekce.

7.3.6 Tlomectnte nNpobupku B TBEPAOTENbHbIA TEPMOCTAT M MHKYbMpynTe npu TemnepaType
80 °C B TeueHne 5 MUHyT.

7.3.7 TepeHecuTe npobupkn B wWrtatme "paboyee MecTo", HE HAKIOHSAA N He MepeBopaymBas u
MHKYbupynTe npm KoMHaTHOM TemnepaTtype oT 18 °C go 25 °C o nmonHoro 3actbiBaHus
napadmHa (06bIYHO 5 MUHYT).

7.3.8 BcTpsxHuTe npobupky ¢ pactBopoM Tag-nosmmepasbl B TeyeHme 3-5¢c wu
LeHTpUdyrmpynTe B TeueHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKkce.

7.3.9 BHecuTe BO BCe MNpOMapKMpoBaHHble NpobupKKW, He noBpexaas cion napadwHa, no
10 Mkn pacteBopa Tag-nonmMmepassbl.

7.3.10 lobaBbTe B Kaxayt npobupky (npm HeobxoamMMOCTM) MO OAHOW Karnsie MMHEepanbHOro
mMacna (okono 20 Mkn). 3aKkponTe NNOTHO NpobUpKK.

7.3.11 BcTpaxHute npobupknm ¢ npenapatoM [AOHK, nNoOAoOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) 1 oTpuuaTenbHbIM KOHTPONbHbIM o6pa3uoM (K-) B TeyeHume 3-5cC u

LeHTpndyrmpyimnTe B Te4eHme 1-3 ¢ Ha MUKpoOLEeHTpudyre-sopTekce.

BHUMAHME! [1na npenoTBpalleHna KoOHTaMUHauun cnepgyet neped sHeceHunem [HK oTkpbiBaTbh
KPbILWKN TONbKO TeX NMpobmpok, B KoTopble 6yaeT BHOCUTbLCA AaHHbIN obpasel, n 3aKkpbiBaTb UX,

nepea BHeceHneMm cnegytowero. MNMpenapatel AHK cneayet BHOCUTb HAaKOHEYHUKAMU C DUSIBTPOM.

7.3.12 BHecuTe B COOTBETCTBYIOLLME NMPpOMapKMpoBaHHble NPobupKn, He nospexkaas Cnon napaduHa,
5,0 mMkn BbigeneHHoro n3 obpasua npenaparta AHK (kpome npobupok «K-», «K+>).
7.3.13 BHecnte B npobupkKy, npoMapKkuMpoBaHHYk «K-», He noBpexpasa cnon napaduHa,
5,0 MK/ OTpMUaTENIbHONO KOHTpOJsibHOro obpasua, npoweawero 3tan BbigeneHns AHK
(cm.n.7.1),

7.3.14 BHecute B nNpobupky, npoMapkumpoBaHHyt «K+», He noBpexgas cnon napaduHa,
5,0 MK/ NOSIOXUTENBbHOINO KOHTPO/AbHOro obpasua.

7.3.15 LeHTpudyrmupynte Bce npobupkn B TedeHume 3-5 ¢ Ha MUKPOLLEHTpUdYyre-BopTeKce.

7.3.16 YcTaHoBMTe BCe npobupku B 610K aeTekTupytowlero amnamdukartopa n nposeaute MLP ¢
yyeToM 06bEMa peakLUMOHHOM cMecn, paBHoro 35 Mkn. MporpamMMbl amnandukauum ans

dacosku W npuseaeHbl B Tabnuuax A.1-A.4 (MpunoxeHue A).
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7.4 MoarotoBka w nposeneHune TLUP. ®acoBka W, C WUCMOMb30OBaHMEM [03UPYHOLLEro
ycTponctea ATCTpuM

7.4.1 BCTpsAXHUTE npobupKy CO CMecbld Ansg aMmnamdukauum B TedeHue 3-5¢C w
LeHTpndyrmpyimnTe B Te4eHme 1-3 C Ha MUKpoOLEHTpudyre-sopTeKkce.

7.4.2 BcTpaxHuTe npobupky C pacTtBopoM Tag-nosvMMepasbl B TedyeHMe 3-5¢C wu
LeHTpndyrmpyimnTe B Te4eHme 1-3 ¢ Ha MUKpoOLEeHTpudyre-sopTekce.

7.4.3 BctpaxHute npobupkm ¢ npenapatoM  [OHK, nonoXutenbHbIM  KOHTPOJIbHbIM
obpasuom (K+) 1 oTpuuaTenbHbIM KOHTPONbHbIM ob6bpa3uoM (K-) B TeyeHume 3-5cC u
LeHTpndyrmpyimnTe B Te4eHme 1-3 ¢ Ha MUKpoLEeHTpudyre-sopTeKkce.

7.4.4 YcTtaHoBuTe Npobupkm CO cMecbio Ans amnnmdukaumm, pacTtBopoM Tag-nonmMmepasbl,
napadMHOM, MWHEpasbHbIM MacinoM, ¢ npenapatamn [OHK, nonoxuTtenbHbIM
KOHTPO/SIbHbIM 06pasuoM W oTpuuaTeSibHbiM KOHTPOJSIbHbIM 06pa3uoM, a TakKk xe
MukponnaHwetr ansa MUP Ha pabouun cron ATcTpuM M npoBeauTe A03MpPOBaHME
KOMMOHEHTOB COM/lacHO PYKOBOACTBY MO 3KCrayaTauun.

7.4.5 TloMecTuTe akKKypaTHO, He BCTPSAXMBAs MUKPOMAAHLWeET B MNOAJSIOXKKY FrepMeTU3MPYIOLLErO
ycTpoinctea [Tnak nocne 3aBeplleHMs nporpaMMbl Ha [O03UPYHOLWLEM YCTPOMNCTBE
OTctpum.

7.4.6 TlpoBeamTe npoueaypy 3anedaTbiBaHMS MUKPOMJAHLWET TEepMOMJEeHKOM COrfacHo
WMHCTPYKUMK K npubopy ATnak.

7.4.7 UeHTpundyrmupynte mmkponnaHwet npu 1000 06/mMnH B TeueHne 30 c.

7.4.8 YcTaHOBMTE MUKponaaHweT B 610K aeTekTupytowero amnnmdukatopa n nposeante MLP
C ydyeToM 06béMa peakUMOHHOW cMecu, paBHOro 35 Mks. lMporpammbl aMnanduKkauum
ana dacoskn W npusegeHbl B Tabnuuax A.1-A.4 (MpunoxeHune A).

BHUMAHME! BO3MOXHO WCMoJib30BaHMe nNporpamMmmbl amnnaudukaumu, npuBeaeHHoON B

Tabnnuax B.1-B.3 (MpunoxeHne B), obwein ana Bcex HabopoB peareHTOB MNPOM3BOACTBA

000 «HIMNO AOHK-TexHonorusi», npegHasHa4veHHbIX ans BbiaBneHns AHK MuUkpoopraHm3moB, B

3TOM C/flydae npu aHanam3e pes3ynbTaTtoB Heobxoammo obpawaTb BHMMaHME Ha 3HadeHune

noporosoro uumkna Ct (Cp), nonoxuTtesnbHbIMKM cuMTalOTCA ob6pasubl Ans KOTOPbIX 3Ha4deHue

Ct (Cp) no Fam MmeHbwe unm pasHo 35 (cM. n.8.2).

7.5 MoarotoBka u nposeneHue MNLP. ®acoska U
7.5.1 Tpomapkupyite HeobxoanMMoe KOMMYECTBO UMUCTbIX aMmIndUKaUMOHHbLIX Npobupok
obvémom 0,2 Mn: ana uccneayemblXx o06pasuoB, AN9 MNOSOXUTENbHOMO KOHTPOSIbHOMO

ob6pasua (K+) n oTpmuaTesibHOro KOHTpOJbHOro obpasua (K-).

Mpumep: Heobxoanmo npoaHanu3umposBaTb 4 obpa3uya. [Ana 310ro Heobxoammo
npoMapkmpoBaTb 4 npobupkn ans mnccnepyembix obpasuos, ogHy npobupky ans «K-» n ogHy

nNpobupky ansa «K+». Obliee KONM4ecTso Npobupok — 6.

7.5.2 BCTpsAXHUTE npobupky CcO cMecblo Ana amnavdukauum B TedyeHue 3-5¢C u
LeHTpudyrmpymnTe B TedeHme 1-3 ¢ Ha MUKpPOLEeHTpudyre-BopTeKce.
7.5.3 BHecuTe B KaxAayw MNpoMapkupoBaHHyk npobupky no 6,0 Mkn cMecn Aans

amnandunkaumnm.
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7.5.4 BcTpsixHuTe npobupku ¢ MUP-6ydepom n nonmumepason TexHoTaqg MAX B TeueHue 3-5 C

N LUeHTpUdyrmnpyrte B TedeHne 1-3 ¢ Ha MUKpPOLLEHTPUdYre-BopTeKCE.

MpumeyaHne — lMonumepasy TexHoTaq MAX goctaBaTb M3 MOPO3WUSIBHOW KaMepbl HEMOCPeACTBEHHO

nepean ncnoab3oBaHUEM.

7.5.5 TMpurotoBbTe cMech MNLP-6ydepa c nonnmmepason TexHoTaq MAX. Ina 3Toro cmewamnTe B
oTaenbHol npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa;
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,

roe N — KoM4ecTBo NMPOMapKMpPOBaHHbIX MPOBUPOK C YUYETOM «K-», «K+>»,

Mpumep: Heobxognmo npoaHanmanpoBaTb 4 obpa3sua, «K-», «K+»,
MpoMapKnpoBaHHbIX Mpobupok — 6.
Heobxoanmo npurotoBuTb cMecb [LP-6bydepa wn nonumepasbl TexHoTaq MAX ans

7 (6+1) npobupok, T.e. 42 mkn MUP-6ydepa + 2,1 Mkn nonnmepasbl TexHoTaq MAX.

7.5.6 BcTpsxHuTe npobupky co cmecbto TLP-6ydepa ¢ nonumepasonm TexHoTaq MAX B

TeyeHune 3-5 c 1 ueHTpudyrnpymnte B TedeHmne 1-3 ¢ Ha MUKpouUeHTpudyre-sopTeKkce.

MpuMmeyvaHne — Cmecb T[UP-6ydepa wn nonumepasbl TexHoTaq MAX HeobxoAuMMO TrOTOBUTH

HENoCpeACTBEHHO nepen NCnoib30BaHUEM.

7.5.7 [obaBbTe B Npobupku co cMecbo ans amnnubukaumm no 6,0 mkn cmecn MUP-6ydepa m

nonumepasbl TexHoTaq MAX. 3akponTe NAOTHO NpPobupKw.

MpumeuaHune — Nocne gpobaeneHus cmecu MUP-6ydepa n nonumepasbl TexHoTag MAX B npobupku co

cMecbto Ansa amnnudukaumm HeobxoanMMo B TeyeHue ABYyX 4YacoB BbINOAHWUTL NMN.7.5.8 - 7.5.13

7.5.8 BcTpsaxHute npobupku ¢ npenapatoMm  OHK, NONOXWTENbHbIM  KOHTPOJIbHbIM
o6pasuom (K+) 1 oTpuuaTtesibHbIM KOHTpPOJIbHbIM 06pa3uom (K-) B TedeHne 3-5¢C u

LeHTpudyrnpynTte B TeyeHue 1-3 ¢ Ha MMKpoOUEHTpuUdyre-sopTekce.

BHUMAHME! [na npenoTBpalleHns KOHTaMUHaunn cneagyetT neped BHeceHnem [HK oTKpbiBaTb
KPbIWKK TONIbKO TexX NpobupokK, B KOTOpble ByaeT BHOCUTLCS AaHHbIM obpasel, 1 3aKpbiBaTb UX,
rnepen BHeceHueMm cnepywowero. [Mpenapatel AHK cneayetr BHOCUTb HaKOHEYHUMKaMU C

dunbTpOM.

7.5.9 BHecuTe B COOTBETCTBYHLUME MPOMAPKUPOBaHHbIE NpPo6bupkn 6,0 MKN BbIAENEHHOro U3
obpasua npenapata OHK (kpoMme npobupok «K-», «K+»).

7.5.10 BHecuTe B Npobupky, NpoMapKknMpoBaHHyto «K-» 6,0 MK oTpuuaTenbHOr0 KOHTPOSIbHOMO
obpasua, npowepwero atan sbigenenms AHK (cm.n.7.1).

7.5.11 BHecuTte B nNpobupKy, npoMapkupoBaHHy <«K+» 6,0 MKA NOMOXUTENbHOro
KOHTposibHOro o6pasua.

7.5.12 UeHTpudyrupyinte Bce npobupkn B TedeHue 3-5 ¢ Ha MUKpoLeHTpudyre-sopTeKkce.

7.5.13 YcTaHoBuUTe BCe npobupku B 610K AeTekTupytowero amnamdukatopa n nposeaute MLUP ¢
yyeToM 06béMa peakuUMOHHOM cMecu, paBHoro 18 mkn. MporpamMMbl amnandukauum ang

dacosku U npuBeaeHsl B Tabnuuax b.1-6.4 (MpunoxeHue B).
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7.6 MoarotoBka w nposegeHne TUP. ®acoBka U, C uMCNoNb30BaHMEM [03UpYHOLLEro
ycTponctea ATCTpuM

7.6.1 BcCTpsiIXHUTEe npobupKy CO CMecbld Ansg aMmnamdukaumum B TedeHue 3-5¢C w
LeHTpudyrupymnte B TeyeHne 1-3 ¢ Ha MUKpoOLEeHTpudyre-BopTeKkce.

7.6.2 BcTpaxHuTe npobupku c MNUP-6ydepomM n nonnmepasoin TexHoTaq MAX B TeveHune 3-5 ¢

N LeHTpndyrnpymnTe B TedeHme 1-3 ¢ Ha MUKpoLeHTpudyre-sopTekce.

MpunmeuaHune — MNonumepasy TexHoTag MAX poctaBaTb M3 MOPO3UJIbHOWM KaMepbl HENOCPEACTBEHHO

nepea ncnonb3oBaHUEM.

7.6.3 Cnepys ykasaHnusm O pgosuvpylowero ycrponcrsa LOTcTpuMm, B oTAeNbHOW npobupke
npurotoBbTe cmech MLUP-6ydepa c nonnmmepason TexHoTaq MAX.

7.6.4 BcTpsaxHuTe npobupky B TedeHue 3-5C u ueHTpudyrnpymte B TedyeHme 1-3 Cc Ha
MUKpOLEHTpUdyre-sopTekce.

7.6.5 BcTpsaxHuTe npobupku ¢ npenapatoMm  [OHK, NOAOXWTENbHbIM  KOHTPOJIbHbIM
ob6pasuoM (K+) u oTpuuaTtesibHbiIM KOHTpPOJibHbIM o06pa3uom (K-) B TedeHne 3-5¢C u
LeHTpUdyrmpymTe B Te4eHue 1-3 ¢ Ha MUKpOLIEHTpUdyre-sopTeKkce.

7.6.6 YcTaHoBUTE NpOOUpPKM CO cCMecbio Ansa amnandukaummn, co cmecbto [MLP-6ydepa u
nonuMmepasbl TexHoTaq MAX, ¢ npenapatamu [OHK, nonoXxutesnbHbIM KOHTPOJIbHbLIM
06pasuomM 1 oTpuuaTenbHbIM KOHTPOSIbHBLIM 06pa3LOM, a Tak Xe MukponnaHwet ansa MNUupP
Ha paboumn crton [ATcTpuMm w©n nposeauTe A03UMPOBaHWE KOMMOHEHTOB COM1acHo
pPYKOBOACTBY MO 3KCryaTtauuu.

7.6.7 TloMecTuTe aKKypaTHO, He BCTpPSAXMBAsA MUKPOMAaHLWeET B MNOAJIOXKKY repMeTU3IMNPYIOLLErO
ycTpoinctBa [Tnak nocne 3aBeplleHMs nporpaMMbl Ha AO03UPYHOLLEM YCTPONCTBE
OTcTpum.

7.6.8 TpoBeanTe npoueaypy 3anedyaTbiBaHUS MUKPOM/IAHLIET TEPMOIMJIEHKOW COrjiacHo
MHCTPYKUMK K Npmnbopy ATnak.

7.6.9 LUeHTpndyrupymnte mmkponnaHwet npm 1000 06/mMnH B TeueHune 30 c.

7.6.10 YcTaHOBMTE MUKpoONAaHWeET B 610K AeTekTupytowero amnandukartopa n nposeagute MLUP
C yyeToM 06bEMa peakuMOoHHOW cMecu, paBHOro 18 mkn. lMporpamMmmbl amMmnandukaumm
ans dacoeku U npusegeHbl B Tabnmuax b.1-b.4 (MpunoxexHue b).

BHUMAHME! BO3MOXHO WCNOMb30BaHWe mnporpammbl aMmnandukauum, npuBeaeHHON B

Tabnunuax I.1-I.3 (Mpunoxenue ), obwen pnsa Bcex HaAboOpoOB peareHTOB MNpPOW3BOACTBA

000 «HIMO OHK-TexHonormna», npegHasHadeHHbIX Ans BbigerneHua OHK MukpoopraHusmos, B

3TOM C/fly4yae npu aHanm3e pesynbTaTtoB HeobxoaumMo obpalwaTb BHMMaHWE Ha 3HadeHue

noporosoro uukna Ct (Cp), nonoxuTtenbHbIMKM cuMTaloTCs ob6pasubl ANS KOTOPbIX 3HA4YeHue

Ct (Cp) no Fam MeHbLwe nnu pasHo 35 (cm. n.8.2).
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8.1

8.2

:‘ AHK-TEXHONOrusa

PETNCTPALUMA PE3SYJIbTATOB AMITJTTIUOUKALIA

Pernctpauusi pesynbTaTtoB aMnandukaumnm ¢ ucnonbsosaHuem MUP-geTekTopa

Mocne nNpoxoXaeHus peakuuu amnambukaumm npobupku nomectute B lMLUP-ageTekTOp,
odopMnTE NPOTOKOSA W MpPOBEAUTE pPerncTpauunio pesynbTaTtoB B COOTBETCTBUM C
WMHCTpyKUMel K npubopy (MoporoBble 3HayeHUs Ans crneumduyeckoro npoaykTa

coctasnstoT 1,75-2,10, Ana BHyYTpeHHero KoHTpons — 2,50).

Pernctpauus pesynbtatoB amnavdbukaumm C  WUCMNOAb30BaHMEM  AETEKTUPYHOLWUX
amnandunkaTopos

Pernctpauus curHana gnyopecueHumm npoBoanTcs NpnbopomM aBTOMATMUYECKN BO BpeMS
amnandukaumn. OdopMneHme npoTokosa W aHanu3 pe3ynbTaTOB MNpPOBOAUTCS B

COOTBETCTBMU C MHCTPYKLMEN K npmbopy.

BHUMAHME! B cnydyae wucnonb3oBaHua getektupyluwero amnnmdukatopa Rotor-Gene Q

MONOXUTENBbHBIMU CHUTAIOT o6pa3u,b|, ONa KOTopbixX 3HadeHue Ct no kaHany Green MeHblUe Unu

pasHo 30.

8.3 Perucrtpaumsa pesynbtatoB amnandukKaumn ¢ UCNOSb30BaHUEM resb-3aeKkTpodopesa

8.3.1 [lo OKOH4YaHMM peakumn amnauduKaumm pesynbTaTbl aHaJU3UPYIOT METOAOM
rOPM30HTaNbHOIO refib-aNeKTpodopesa B COOTBETCTBMM C WMHCTPYKUMEN K KOMMNEKTY
peareHToB Ans getekumn npoaykrtos MNLP MeTtogoM renb-anekTpodopesa.

8.3.2 OTKpoKTe KPbIWKN NMPOBUPOK C NpoayKTaMu aMnandukauum m npokonmte B napaduHe
OTBEPCTUE AMAMETPOM TMPUMEPHO 2-3 MM C MNOMOLLbI CTajibHOW MpoBosiokn. [locne
NpoKanbiBaHMS Ka)aoh MNpobupKM MNpPOBOJSIOKY MPOMbITb B EMKOCTM C BOAOMNPOBOAHOWN
BOAOMN.

8.3.3 BHecuTe ocTopoXHO 7,0 MKN NpoAyKTOoB amnamdumKaumm ms Kaxaom amnamdmkaumoHHOM
NpobMpKM B COOTBETCTBYIOLLYIO JIYHKY arapo3Horo rens nog 6ydepHbin pacTteop.

8.3.4 YcTaHOBMTE KPbILWKY KaMepbl An4 3nekTpodopesa U NogKItoymnTe UCTOYHUK NOCTOSHHOMO
ToKa. DnekTpodopes nNpoBoaAaT nNpu HanpsxxeHun 20 BonbT/cM B TeveHue 10 MuH (npwm
WwupnHe kamepbl 10 cM, HanpsxeHue, yCTaHaBNMBaeMOe B MWCTOYHMKE MOCTOSHHOro
TOKa, AO/HKHO 6bITb NpubnnsntensHo pasHo 200 B).

8.3.5 OTKAIOYNTE WUCTOYHWK MOCTOSSHHOIO TOKa MoOC/e OKOHYaHus 3nekTpodopesa, CHuMuUTe
KPbILWKY C Kamepbl.

8.3.6 BbIHbTE MJIACTMHY C arapo3HbiM refieM u3 Kamepbl Ansa snektpodopesa, CHUMUTE refb C
NJaCTUHbI, NOALENVUB ero C Kpas, U NoOMecTUTE Ha 3KpaH TpaHCUAIOMUHaTopa.

8.3.7 HapeHbTe 3allMTHYIO MacKy WKW  YCTaHOBUTE  3alUWTHLIA  3KpaH, BKA4YUTE

TPaHCUANIOMMHATOP WM MpOaHanNu3MpyinTe  MosydeHHble  pe3ynbTaTbl.  [poayKT
amMnandukaunmn BUAEH B yNbTpaduoneToBoM cBeTe (ANMHA BONHbI 254 HM unmn 310 HM) B

BUAE CBETALWENCS MONOCHI KpaCHO-OpaHXeBOro UBeETa.
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9.1

9.1.1

9.1.2

9.1.3

9.1.4

9.1.5

9.1.6
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YYET PE3YJIbTATOB PEAKLIUA

YuyeT pe3ynbTtaTtoB peakuum C  nomouwbto [LP-peTekTopa WM AETEKTUPYHOLWEro
amnnudukaTopa

YyeT W uWHTepnpeTaums pe3ynbTaTOB peakuMn OCYLLEeCTBASeTCS aBTOMaTU4eCKn C
MOMOLWbIO MporpamMMHoro obecneyveHns, nocraBnsemoro c [LP-getektopoMm wnm
OETEKTUPYOLWMM aMnnndmKaTopoM.

B 6uonormnuecknx obpasuax, cogepxawmnx OHK Gardnerella vaginalis (cneunduyeckuin
NpoAyKT):

nporpamma T(LP-geTekTopa dUKCHMpyeT MOMOXUTENbHbIM  pe3ynbTat. PesynbTaT
amMnamduKaunmm BHYTPEHHEro KOHTPO/AbHOro obpasua B 3TOM CfyvYae B YYeT He
npuHUMaeTcs;

LDEeTEeKTUPYIOLWNA  aMnanduKaTop perncTpupyer 3KCNOHEeHUManbHbI  POCT  YpPOBHS
dnyopecueHummn gna  cneumduyeckoro  npoaykrta. Pesynbtar amnandukauum
BHYTPEHHero KOHTponbHOro obpasua B 3TOM C/lyyae B y4eT He NpUHUMAETCH.

B 6uonornyecknx obpasuax, He cogepxawmnx AHK Gardnerella vaginalis:

nporpamma [lLP-getekTopa npuv  MOAOXUTENBHOM  pe3yabTaTe  amnandukaumm
BHYTPEHHEro KOHTpPoNbHOro obpasua puKCcnMpyeT oTpuuaTesibHbIl pe3ynbTaT;
OETEKTUPYIOWMA  aMNIndUKaTop pPerncTpupyetr 3SKCMOHEHUMalNbHbIM  POCT  YpPOBHS
dnyopecueHUMn BHYTPEHHEIO KOHTPOJIbHOro obpa3sua U OTCYTCTBME SKCMOHEHLMANbHOro
pocTa KpuBOW Ans cneundmnyeckoro npoaykra.

Pe3ynbTaT oueHMBaeTCs Kak HEAOCTOBEPHbIN B Cny4ae:

oTpuuaTtenbHoro pesynbtata Ha Hanuume AHK Gardnerella vaginalis u oTpuuaTenbHOro
pe3yfnbTaTa aMmnandukaumn BHyTPeHHero KoHTponbHoro obpasua (MLUP-getexkTop).
OTCYTCTBUSI IKCMOHEHUMaNnbHOro pocTa ypoBHSA dayopecueHumMn ana crneumdunyeckoro
NpoAyKTa M ANs BHYTPEHHero KOHTpoabHOro obpasua (AeTekTmpyowuin amnandukaTop).
OTO MoXeT 6bITb BbI3BAaHO NMpUCyTCTBMEM MHIMbuTOopoB B npenapaTte AHK, nony4vyeHHOM
N3 KJIMHWMYECKOro Matepuana; HEBEPHbIM BbIMOSIHEHMEM MPOTOKOMA aHanmsa, HecobnoaeHnem
TemnepaTypHoOro pexwmma amnandukaumm wu agp. B aTtom cnyyae Tpebyetrcs nmbo
MoOBTOpHas MocTaHoBka amnandukaumm npenapata OHK, nnbo nosTopHOe BbloeneHue
npenaparta OHK, nn6o noBToOpHOE B3STUE KIMHMYECKOro MaTtepuana.

Mporpamma TUP-geTekTOpa GUKCUpPYET COMHUTENbHLIA pe3ynbTaT B Cly4dae, ecu
3HayeHue Ansa cneuuduryeckoro npoaykta nonajaeTr B 30HY HeonpeaeneHHOCTH
pe3ynbTaToB (pe3ynbTaT amnamdumKaumm BHYTPEHHEro KOHTPOSIbHOrO obpasua B y4yeT He
npuHuMaeTtcsa). B aTom cnyyae Heob6xoaAMMO MOBTOPUTbL UCCeA0BaHMe AaHHOro obpasua
(cM.n.9.1.4).

Mpu nonyuyeHnn nonoxmtenbHoro pesynbrata (MUP-geTekTop) MnmM 3KCNOHEHUMANBbHOTO
pocta dnyopecueHunn (aeTekTvpylowun amnandukatop) a4nsd  cneumduyeckoro
npoaykta B OTpULATENIbHOM  KOHTPO/AbHOM o06pa3ue (K-) pe3ynbtaTtbl BCeW
NMOCTaHOBOYHOM cepumn 6pakytloT. B aToM cnyyae HeobxoAMMO nNpoBeAeHMe crneumanbHbIX

MEpOMNpPUATUIA ANS YCTPAHEHUS KOHTaMUHaLUMWW.
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9.2 YyeT pe3ynbTaToB peaKkLunn C NOMOLWbIO renb-anekTpodopesa

9.2.1 B nonoxwuTtenbHbiX 0bpasuax AOMKHbI ObiTb BUAHbLI MOJIOCHI OpPaHXEBO-KpPacHOro LuBeTa
Ha YpPOBHE MOJIOCbl MOJIOXUTENIbHOMO KOHTPOJSIbHOro o6pasua, COoOTBETCTBYHOWME
dparmeHTy reHoma Gardnerella vaginalis paamepoM 445 n.H. Hannuyme mnnu oTcyTCcTBME
NOA0Chl, COOTBETCTBYIOLWEN BHYTPEHHEMY KOHTPOSIbHOMY 06pa3suy pa3MepoM 900 n.H., B
3TOM CNlyyae B yUYeT He NpUHUMAIOT.

9.2.2 B oTpuuatenbHbix obpasuax, B TOM 4ucrie B OTpuuUaTeNnbHOM KOHTpOsbHOM o6pasue,
cBeTsWMecs MosioCbl OpaHXeBO-KPACHOro LBeTa, COOTBETCTBYHOWME dparMeHTy reHoma
Gardnerella vaginalis pa3smepoM 445 n.H. [OMMKHbI OTCYTCTBOBATb, a Mosoca,
COOTBETCTBYOLWAA BHYTPEHHEMY KOHTPOJIbHOMY o06pasuy pasmepom 900 M.H., AOJIKHA
6bITb OTHETNMBO BUAHA.

9.2.3 B cny4yae OTCyTCTBMS B MUccneayeMoMm obpasue nosoCbl OpaHXeBO-KPaCHOro LUBETa,
cooTBeTcTBYOWENn dparmeHTy reHoma Gardnerella vaginalis pa3mepoM 445 n.H. WU
OTCYTCTBUS MOSIOCbl  OpPaHXEeBO-KPACHOro LBeTa, COOTBETCTBYIOLLEN BHYTPEHHEMY
KOHTposibHOMY 06pa3uy pasmepoM 900 N.H. pe3ynbTaT CYUTAT HEeAOCTOBEPHbLIM. ITO
MOXET ObITb BbI3BAHO MPUCYTCTBUEM MHTMOuTOpOoB B nNpenapate AHK, nonyyeHHOM u3
K/IMHNYEeCKoro Matepuana; HeBepHbIM BbIMOJSIHEHNEM npoTokKoa aHanusa,
HecobntogeHMEM TeMnepaTypHOro pexuma aMmnandukauum wu agp. B 3TOM cnyuae
Tpebyetca nnbO NOBTOpHass MNOCTaHOBKa amnandukaumum npenapata AHK, nwmbo
noBTopHoe BblaeneHne npenapata [AHK, nubo noBTOpHOE B3STUE KJMHMYECKOro
MaTepuana.

9.2.4 B cny4dae HanmMuumsa nonochkl, COOTBETCTBYOWeEN dhparmMeHTy reHoMma Gardnerella vaginalis
pasMepoM 445 Mn.H., B OTPUUATENbHOM KOHTpPO/AbHOM ob6pasue (K-) pesynbTaTbl BCel
NMOCTAHOBOYHOWM CepuM CYUTAOT HeaoCToBEpPHbIMM. B  3ToM cnydyae Heobxoammo

nposegeHme cneunmanbHbIX MepOﬂpMﬂTMVI Ana yctpaHeHna KOHTaMUHauunn.

10 TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIJIYATALINA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLECTBASAIT B TEPMOKOHTENMHepax C
X/1afo3/1eMeHTaMM  BCEMM  BMAAMM  KpbITOrO  TpaHCnNopTa Npu  TeMmriepaType,
COOTBETCTBYIOLLEN YC/TOBUSM XPAHEHUS KOMMNOHEHTOB, BXOASLWNX B COCTaB Habopa.

10.1.2 [lonyckaeTcs TpaHcnopTupoBaHme nonuMmepasbl TexHoTaq MAX (dacoeka U) npu
TemnepaTtype oT 2 °C go 8 °C He 6onee 5 cyTokK.

10.1.3 Habopbl peareHTOB, TpPaHCNOPTUPOBaHHblE C HapyleHUMeM TeMnepaTypHOro pexuma,
NMPUMEHEHNI0 He noanexar.

10.2 XpaHeHune

10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a UCKOYEHNEM nonMMepasbl TexHoTaq MAX, cnepyet
XPaHUTb B XONOAUNbHMKE UKW XONOAUSIbHOM KaMepe npu Temnepartype ot 2 °C o 8 °C B
TeYeHne BCEero cpoka rogHoCTu.

10.2.2 NonumMepasy TexHoTaq MAX cnenyeT XxpaHUTb B MOPO3W/IbHOM KaMepe npu TemrnepaType

OT MMHYC 18 °C go MMHyc 22 °C B TedeHmne BCEro cpoka rogHocTn Habopa.
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10.2.3 CMecb ang amMnamdukauum M cCMecb Ans amnandukaumm, 3anedyaTaHHylo napaduHoM,
CNeflyeT XpaHUTb B XONOAWUIbHUKE UMW XONOAWUSIbHOW KaMepe npu TemnepaType oT 2 °C
Ao 8 °C B 3alWMLWEHHOM OT CBETa MeCcTe B TEYEHWe BCEro Cpoka roAHoCcTM Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECS C HapYLIEHWEM pErfaMeHTUPOBAHHOIO pexuMa, a

TaKXe C UCTEKLWWNM CPOKOM rogHoOCTU, NpUMEHEHNIO HE noanexar.

10.3 YKasaHuga no akcnayaTtauumm
10.3.1 Habop [Oo/mKeH nNpPUMEHATbCA COrlacHO  OEUCTBYIOWEN BepCuM  yTBEpXKAEHHOM
WHCTPYKLUMU NO MPUMEHEHUIO.
10.3.2 lMocne BCKpbITMS YMNakKOBKM KOMMOHeHTbl Habopa creayeT XpaHuTb Npu CAeayowmx
yCroBUAX:
- KOMMNOHeHTbl Habopa crefyeT XpaHUTb B XOA0AMSIbHUKE WAW XON0AUIbHOW Kamepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHume BCero cpoka rogHocTn Habopa;
- CMeCb Ana aMnamdukauum mn cMecb AN amnnmdukauum, 3anedaTaHHy napaduHoM,
cneayeTt XpaHuUTb B XONOAWSIbBHUKE WKW XONOAWIbHOM Kamepe npu Temnepatype ot 2 °C
00 8 °C B 3alMLLEHHOM OT CBETa MeCTe B TeYeHMe BCero cpoka rogHoctn Habopa;
- nonuMepasy TexHoTaq MAX cneayeT XxpaHUTb B MOPO3MJIbHOW KaMepe npu TemnepaType

OT MMHYC 18 °C ao MuHyc 22 °C B TeueHne BCero cpoka rogHocTtu Habopa.

11 YKA3AHWUA NO YTUIN3ALNN

11.1 T[pu wmcnonb3oBaHMM Habopa B KIAMHWUKO-AMArHOCTMYEcKoM nabopatopuun obpasyroTcs
oTX0A4bl knaccoB A u b, KOTOpble KNacCUPUUMPYIOTCS U YTUIN3NPYIOTCA B COOTBETCTBUM
¢ TpeboBaHmamMn CanlnH 2.1.7.2790-10 «CaHuTapHO-anuaeMmonornyeckme tpebosaHms

K 06an.l.eHMI'O C MEONUNHCKUMU OTXOA4aMN>,

11.2 Habopbl, NpuweawMe B HEMPUIroAHOCTb, B TOM YUCNE, B CBA3U C UCTEYEHMEM CpOKa
rOAHOCTU W HEWUCTNONb30BaHHblE peaKkTUBbI, OTHOCATCA K knaccy B un noanexar

yTUAn3aumm B COoTBeTCTBMK C TpeboBaHmamm CanluH 2.1.7.2790-10 n MY 1.3.2569-09.
11.3 YnakoBka Habopa peareHToB (KOpob6KKM, rpunmnepbl) MNOCAE MWCNOAb30BaHUS MO

Ha3HauYeHMI0, OTHOCUTCA K OTX0AaM Kriacca A U YTUIIM3NPYETCS C BbITOBbIMM OTXOAaMMU.
12 FAPAHTUN U3TOTOBUTENA

12.1 [peanpuaTMe-n3roToBUTENb  rapaHTUpyeT  COOTBETCTBME  Habopa  TpeboBaHWUSM
TEXHUYECKUX YC/TIOBUIA MNpU COBNIOAEHUN YCNOBUI TPAHCMOPTUPOBAHUS, XPaHEHUs W

npnMeHeHunsa, yCTaHOBJIEHHbIX TEXHNYECKNMUN YCNTOBUAMN.

12.2 Cpok rogHoctm Habopa — 12 wMecsueB npu cobnogeHnm BCeX  YCNOBWUI

TPaHCMOPTMPOBAHUS, XPAHEHUS M 3KCMyaTauuu.
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CNMBOIJ1bl, NCMOJIb3YEMbIE NP MAPKUPOBKE HABOPA

Tonbko Ans in vitro

ANarHOCTUKM [aTta nponssoacTBa

CoAepXXUT MHCTPYKLUMIO

TeMnepaTypHbI Ananas3oH
patyp A Mo NPUMEHEHMUIO

KonnuyectBo onpeaeneHni KaTano>xHbin Homep

FoaeH no Aapec npovsBoauTens

e He gonyckaetcsa
Cepus Habopa AN BO34eliCcTBUE
COMHEYHOro cBeTa

Em@-ﬁfg

MNEPEYEHb NPUMEHAEMbIX HALUMOHANTbHbLIX CTAHAAPTOB

FOCT 2.105-95 O6buwue TpeboBaHUS K TEKCTOBbIM AOKYMEHTAM.

FOCT ISO 14971-2011 U3penua MeguumHckme. TIpUMeHeHue MeHeXXMEeHTa pucka K
MeAVULNHCKUM U3LeNnsam.

FOCT P 15.309-98 Cuctema pa3paboTku M MNOCTAaHOBKW MPOAYKLMW Ha MNpOM3BOACTBO.
UcnbiTaHnsa 1 npuémka BbinyckaemMor npoaykumm. OCHOBHbIE MONOXEHUS.

FOCT P 51088-2013 MegvuMHCKME wmsgenusa A79 AONAarHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHTOB, TeCT-CMCTEMbl, KOHTPOJIbHble MaTepuasnbl, NUTaTe/lbHble cpeabl.
TpeboBaHus K n3genuam n nogaepxuBatowern AJoKyMeHTaumm.

FOCT P 51352-2013 MegnumHckne wnspgenus And [UMarHoCTUKM WH  BUTPO. MeToabl
NCMbITaHUNA.

FOCT P 53022.3-2008 TpeboBaHns K KayecCTBY KJIMHMYECKMX nabopaTopHbIX uccneno-
BaHun. Y.3. MNMpaBuaa oueHKU KIMHNYECKON MHPOPMATUBHOCTM NabopaTopHbIX TECTOB.
FOCT P NCO 18113-1-2015 MeanumHckme usgenna Ans  OMArHOCTUKKM  in  vitro.
NHdopmaumnsa, npenoctasnsemass usrorosutenem (Mapkuposka). Yactb 1. TepMuHbl,
onpeaeneHns n obwme TpeboBaHus.

FOCT P NCO 18113-2-2015 MeanumHckme unsgenns Ans  OMArHOCTUKKM  in  vitro.
NHdopmauunsa, npegocrasnseMas nsrotosmtenem (MapkumpoBska). Yactb 2. PeareHTbl ans
AVAarHoCTUKM in vitro Ansg npodecCcuoHanbHOro NpUMMeEHeHUs.

FOCT P NCO 23640-2015 N3penua MeguuMHCKME ANs AMAarHOCTUKM in vitro. OueHka
CTabunbHOCTU peareHToB AN ANArHOCTUKM in vitro.

FOCT P NCO 15223-1-2014 U3penua MeanmuuHckue. CUMBOJbI, MNPUMEHSIEMblE  MpuU
MapKUpOBaHUM Ha MEeAMUMHCKUX U3AeNusax, 3TUKETKax U B COMpOBOAUTENbHOMN
AoKyMeHTauumn. Y.1. OcHoBHble TpeboBaHMS.

MOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopum meamumHckme. TpeboBaHus 6e3onacHoCTu.

MpnMeyaHne — YKasaHHble Bblle CTaHAApPTbl 6b1nn AEVICTBy}OU.LMMM Ha MOMEHT YyTBEPXAEHUA

WHCTPYKLMW MO NMpUMeHeHuto. B ganbHeliweM, nNpy Nosib30BaHMM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb

OEeNCTBMe CCbIIOYHbIX HOPMATUBHbIX [AOKYMEHTOB Ha TeKylWwMin MOMeHT. ECnnM CCbIOYHbIA  AOKYMEHT

3aMeHEH UM U3MEHEH, TO npun NpuMeHEHNUN HacCToALWEero AOKYMEHTa CneayeT noJib30BaTbCsA 3aMeHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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15 AAPEC ANSA OBPALLEHHA

Mpon3BoacTBO HAabOpOB peareHTOB MMeeT CepTUDMLMPOBAHHYIO CUCTEMY MEHEeO)KMEHTA
KayecTBa W COOTBETCTByeT TpeboBaHMAM CTaHAapTa CUCTEM MeEHeAXMeHTa KadecTsBa
1SO 9001:2015 B obnactmn paspaboTka, NpoM3BOACTBO M npoaaxa IVD peareHToB 1 nNpmbopos
AN MeAMLUMHCKON MONeKyNsipHO-reHeTUYeCcKoW JAWMarHoCTUKM W apyroro nabopaTopHoro
npumeHeHna un EN ISO 13485:2016 B obnactn paspaboTka, npomM3BOACTBO M npogaxa VD
peareHToB 1 Npnbopos A9 MeAULMHCKON MOSIEKYNSIPHO-FEHETUYECKON ANarHOCTUKMN.
MpousBoanTenb: O6WECTBO C OrpaHUYEHHON OTBETCTBEHHOCTbIO «Hay4Ho-Ipon3BoaCcTBEHHOE
O6beamHeHne OHK-TexHonorus», OO0 «HMNO AOHK-TexHonorms» (O6WecTBO C OrpaHMYEeHHOWN
OTBETCTBEHHOCTbIO), Poccus.
agpec: 142281, Mockosckas 06s1., r. MpoTtBuHo, yn. XenesHogopoxHas, 4. 20.

MecTto npousBoAacTBa:

1) OO0 «HINO [AOHK-TexHonorus»: Poccusi, 142281, Mockosckas obn. . [poTBMHO,
yn. XenesHogopoxHas, 4. 20.

2) 000 «[HK-TexHonorms TC»: Poccus, 117246, r. Mockea, HayuHbiti npoe3g, 4. 20, ctp.4.

Peknamaumn no Bonpocam kayectsa Habopa peareHTtoB TAPA-FEH, cneayeT HanpaBnsaTb
no agpecy: 000 «AHK-TexHonorus», 117587, Poccus, r. MockBa, BH. Tep. I. MyHULUMNANbHbIN
oKpyr YepTtaHoBo CeBepHoe, wW. Bapwasckoe, 4. 125X, k. 5, atax 1, nom. 12,

Ten./gakc +7 (495) 640-17-71, www.dna-technology.ru

Cnyx6a KNMeHTCKOM NoAAEPXKKU:

8-800-200-75-15 (3BOHOK no Poccum 6ecnnatHbiin),

+7(495) 640-16-93 (ansa ctpaH CHI n 3apyb6exbs, 3BOHOK MNaTHbIN),
E-mail: hotline@dna-technology.ru

AHKeTa An15 oCyLecTBeHus obpaTHON CBA3M HaXOAUTCS Ha calTe KOMMaHuu

«[AHK-TexHonorus»: http://www.dna-technology.ru/customer_support/

Homep: 443-2
2021-06-21
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lMpunoxeHue A

MLP c netekumen B pexmme peanbHOro BpeMeHu, gacoBku S, W

Tabnunua A.1 — [T[lporpamma amnandukaumm ans Tabnuua A.3 — T[porpamma amnaudukaumm ans
OETEKTUPYOLWNX amnandgukaTopos «ATnpanm», «OTnant», amnnudukaTopa iCycler iQ
«[AT-96», «[T-322»
Setpoint PCR/Melt
PeuM Cycle | Repeats | Step Dwell Time EC ’ Data
Ne Temnepatypa, Yucno € Twvn Acquisition
5 MUH | C OMTUYECKUX
6noka Lumnknos n3MepeHuii 6noka MporpamMMma Ans cYMTbIBaHUS AMHAMUYECKMX (DAaKTOPOB JIYHOK
dynamicwf.tmo.
1 22 2 gg 1 Lnkn 1 1
1 1 min 80,0
) o 30 2 1 min 30 sec 94,0
2 64 0 15 5 7 Linkn 2 5
1 30 sec 94,0
o4 0 10 2 45 sec 64,0
3 64 0 15 35 v Linkn 3 2
1 30 sec 80,0 Real Time
4 94 [0 5 | 1 [ [ Uukn MporpamMma amnandukaumm
4 35
5 10 XpaHe XpaHe 1 10 sec 94,0
Hue HKne 2 45 sec 64,0 Real Time
V - PEXUM ONTUUYECKUX U3MEPEHUI 5 10,0 storage
Tabnunua A.2 — [Tlporpamma amnandukaumm ans Ta6bnuua A.4 — T[lporpamma amnandukaummn Ans
npubopa Rotor-Gene Q amnnudukaTopa iCycler iQ5
Setpoint PCR/Melt
Konunyectso Cycle | Repeats | Step Dwell Time E ’ Data
Ne Temnepartypa, °C Bpems, c C Acquisiti
/Cycling /Temperature /Hold Time, s Lmknos cquisition
! /Cycle Repeats 1 1
1 1 min 80,0
. 80 deg 60 . 2 1 min 30 sec 94,0
Cycling 94 deg ) 1 time > 3
. 94 deg 30 . 1 30 sec 94,0
Cycling 2 5 times >
yeling 57 deg vV 15 2 45 sec 64,0
. 94 deg 10 . 3 35
Cycling 3 45 times
yeling 57 deg V 15 1 10 sec 94,0
V - PEXUM  ONTUYECKUX W3MEPEHMUI, YCTAHOBUTb W3MepeHue 2 45 sec 64,0 Real Time
dnyopecueHummn (Acquiring) no kaHanam Green (Fam) u Yellow 4 10,0 storage
(Hex) npu 57 °C.
MUP ¢ dnyopecueHTHOW  geTekumenm no MUP ¢  petekuuen METOAO0M refb-
KOHeYHOM Touke, dhacoBka S anekTpodopesa, pacoska S
Tabnunua A.5 — T[lporpamma amnaudukaumm ans Tabnunua A.6 — T[llporpamma amnaudukaumm ans
amnnandunkaTopos C AKTUBHbIM perynnpoBaHneMm amnnnunkaTopos C aKTUBHbIM peryninpoBaHueMm
(Hanpumep, Tepuuk). Bpemsi B ckobkax ykasaHO Ans (Hanpumep, Tepuuk). Bpemsi B ckobkax ykasaHo Aans
amnnndunkaTopoB 6€3 aKTUBHOIoO perynnpoBaHus amnnnpukaTopoB 6€3 aKTUBHOIO perynnpoBaHus
Ne ° Bpems Konunuectso 8 o Bpems Konunuectso
DL Temnepartypa, °C in p LIMKNOB N2 n.n. Temnepatypa, °C wn p UMKNOB
94,0 1 00 1 1 94,0 1 30 1
5 94,0 0 05 (50) 5 94,0 0 20 (50)
67,0 0 15 (50) 2 67,0 6] 05 (50) 5
94,0 [¢] 01 (50) 30 72,0 0 05 (50)
67,0 0 15 (50) 94,0 6] 05 (50)
10,0 XpaHeHune 3 67,0 6] 05 (50) 30
72,0 0 05 (50)
4 10,0 XpaHeHue

Mpy MCMoONb30BaHUM APYrMX aMnaMdukaTopoB obpaTUTeCh K MpeacTaBUTENO NpousBoaAuTensa Ans
YTOYHEHMS NporpaMMbl aMnandukauum.
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MpunoxeHue b

MLP c neTekuunei B pexnme peasibHOro BpeMeHun, acoska U

Tabnunua bBb.1 — T[porpamma amnaubukauun ans
DETEKTUPYOWNX amnandukatopos «[ATnpanm», «OTnant»,
«[AT-96», «[AT-322»

N° Temnepatypa, Yucno SR Tvn
6noka &C W |- © UNKNOB Onmqecmz( 6noka
N3MepeHnit
80 0 5
. 94 o | s 15 Lukn
2 94 | 5 Joo| 1 | | uwkn
94 0 30
3 64 o | 15 5 v Unicn
94 0 10
4 64 o [15] v Hukn
5 ] 94 [o 5] 1 ] [ Uwkn
6 10 XpaHe XpaHe
Hue Hue
V - PeXUM ONTUUECKUX U3MEPEHUI
Tabnuua b.2 — T[porpamma amnaubukaunn ans
npubopa Rotor-Gene Q
N TemnepaTtypa, °C Bpems, c Konmuecrso
/Cycling /Temperature /Hold Time, s RIers
! /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 V 15

V - pEXUM  ONTUYECKMX W3MEpPEHWUlN, YCTaHOBUTb MW3MepeHue
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.

Tabnuua b.3 — T[porpamma amnaubwukauum ans
amnnudukaTopa iCycler iQ
. PCR/Melt
Cycle Repeats Step D\_/vell Setﬁ’o'm' Data
Time C .
Acquisition
MporpamMma Ans CYnTbIBAHUS AMHAMUYECKUX hakTopoB NYHOK
dynamicwf.tmo.
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 2
1 30 sec 80,0 Real Time
MporpamMma amnandukaumm
4 35
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnuua b.4 — T[porpamma amnavbwukauum ans
amnnmndukartopa iCycler iQ5
. PCR/Melt
Cycle Repeats Step DY"e" Setf,’o'”t' Data
Time C I
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

Mpn ucnonb3oBaHUU ApYyrux aMI'IJ'IVI(bVIKaTODOB O6paTMTer K npeacraBuTeNnto npounssBoanTenda Angd

YTOYHEHMS NpOorpamMMbl aMnanduKkauunm.

30



Tabnunuya

«OT-96», «AT-322»

FAPA-TEH | WHCTpYKUMSA NO NPUMEHEHUIO | 443-2 o1 21 noHa 2021

B.1

lMpunoxeHue B

:‘ AHK-TEXHONOrusa

MLP c netekumen B pexmme peanbHOro BpeMeHu, gacoBku S, W

MporpamMMa amnaubukauum ans
OETEKTUPYOLWNX aMmnandukaTopos «ATnpanm», «OTnanT»,

Ne Temnepatypa, Yucno e Twvn
o MUH | C ONTUYECKUX
6noka C LUMKIOB o 6noka
U3MepeHun
80 0 30
1 94 1 | 30 1 Uwkn
94 0 30
2 64 0 | 15 5 v Huin
94 0 10
3 64 0o [15] *® v Huken
4 94 o] 5 1 Liukn
5 10 XpaHe XpaHe
Hune Hune

V - PEXUM ONTUUYECKUX U3MEPEHUI

Tabnuua B.2 — T[porpamma amnaudukaumm ans
amnnmndukartopa iCycler iQ
_ Setpoint PCR/Melt
Cycle | Repeats | Step Dwell Time oC ’ Data
Acquisition
MporpamMma Ans cYMTbIBAHUS AMHAMUYECKUX (DaKTOPOB JIYHOK
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 amnandukaumm
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnuua B.3 — T[porpamma amnaubukauum ans
amnnmndukartopa iCycler iQ5
_ Setpoint PCR/Melt
Cycle | Repeats | Step Dwell Time oC ’ 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

Mpy MCMonb30BaHUM APYrMX aMnaMdukaTopoB obpaTUTeCh K MpeacTaBUTEND Npou3BoAUTENS AN
YTOYHEHMS NpOorpamMMbl aMnandukauuu.
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MpunoxeHune I

MLP c neTekuunei B pexnme peasibHOro BpeMeHun, acoska U

Tabnunua T[.1 — Tlporpamma amnandukauum ans Tabnuuyua [.2 — TlporpaMmma amnandukauum ans
DETEKTUPYOWNX amnandukaTopos «ATnpanm», «OTnant», amnnudukaTopa iCycler iQ
«[AT-96», «[AT-322»
. PCR/Melt
Dwell Setpoint,
PexUM Cycle Repeats Step Time oC Data
N° Temnepatypa, Yucno Tvn Acquisition
A MUH | C OMTUYECKUX
6noka c UMKIOB | 2 Mepenmii 6noka MporpamMma Ans CHATbIBAHUA ANHAMUYECKUX DaKTOPOB JIYHOK
dynamicwf.tmo.
1 32 8 2 15 Linkn 1 1
1 1 min 80,0
2 5 min 94,0
2 94 | 5 Joo| 1 | | uwkn > s
1 30 sec 94,0
94 0 30 2 45 sec 64,0
3 64 o | 15 5 v Uuicn 3 >
1 30 sec 80,0 Real Time
94 0 10
MporpamMma aMmnandukaumm
4 oa o 15 45 7 Linkn porp (o)
4 45
5 | 94 | 0 | 5 | 1 | | Unkn 1 10 sec 94,0 :
2 45 sec 64,0 Real Time
5 10,0 storage
6 10 XpaHe XpaHe
Hue Hue
V - PeXUM ONTUUECKUX U3MEPEHUI
Tabnuua .3 — T[porpaMmMa amnaudukaumm ans
amnnmndwukartopa iCycler iQ5
. PCR/Melt
Cycle Repeats Step DY”e” Setf"'”t’ Data
Time 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

Mpn MCNoNb30BaHUWM APYrvx aMnandukaTopoB o6paTuTecb K MpeAcTaBUTENO MPOU3BOAMTENS ANS
YTOUYHEHMS MPOrpaMMbl amMnanduKaumm.
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000 «OdHK-TexHonorns»
117587, Poccus, r. MockBea, BH. Tep. . MyHMUMNanbHbin okpyr YeptaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 980-45-55
Cnyxb6a KITMEHTCKON NOAAEPKKN:
8-800-200-75-15 (ansa Poccun, 3BoHOK BecnnaTHblit),
+7 (495) 640-16-93 (ana ctpaH CHI n 3apybexbs, 3BOHOK MAaTHbIN).
E-mail: hotline@dna-technology.ru



https://docviewer.yandex.ru/r.xml?sk=y13d050ade61b0b0738185d75fab00160&url=mailto%3Ahotline%40dna-technology.ru

	ВВЕДЕНИЕ
	1  НАЗНАЧЕНИЕ
	2 ХАРАКТЕРИСТИКА НАБОРА
	2.1 Состав набора
	2.2  Число анализируемых проб
	2.3   Принцип метода
	2.4 Время проведения анализа (включая пробоподготовку) – от двух часов, в зависимости от используемого набора для выделения ДНК.

	3 АНАЛИТИЧЕСКИЕ ХАРАКТЕРИСТИКИ
	3.1 Аналитическая специфичность анализа
	3.2 Предел обнаружения:
	не более 50 копий ДНК Gardnerella vaginalis на амплификационную пробирку.
	Предел обнаружения установлен путем анализа серийных разведений лабораторного контрольного образца (ЛКО). Для каждой концентрации было проведено 94 определения.
	3.3 Диагностические характеристики:

	4 МЕРЫ ПРЕДОСТОРОЖНОСТИ
	5 ОБОРУДОВАНИЕ И МАТЕРИАЛЫ
	6 АНАЛИЗИРУЕМЫЕ ОБРАЗЦЫ
	6.7 Транспортирование и хранение исследуемых образцов

	7 ПРОВЕДЕНИЕ АНАЛИЗА
	7.1 Выделение ДНК из биологического материала
	7.2 Подготовка и проведение ПЦР. Фасовка S
	7.3 Подготовка и проведение ПЦР. Фасовка W.
	7.4 Подготовка и проведение ПЦР. Фасовка W, с использованием дозирующего устройства ДТстрим
	7.5 Подготовка и проведение ПЦР. Фасовка U
	7.6 Подготовка и проведение ПЦР. Фасовка U, с использованием дозирующего устройства ДТстрим

	8 РЕГИСТРАЦИЯ РЕЗУЛЬТАТОВ АМПЛИФИКАЦИИ
	8.1 Регистрация результатов амплификации с использованием ПЦР-детектора
	8.2 Регистрация результатов амплификации с использованием детектирующих амплификаторов
	8.3 Регистрация результатов амплификации с использованием гель-электрофореза

	9 УЧЕТ РЕЗУЛЬТАТОВ РЕАКЦИИ
	9.1 Учет результатов реакции с помощью ПЦР-детектора или детектирующего амплификатора
	9.2 Учет результатов реакции с помощью гель-электрофореза

	10 ТРАНСПОРТИРОВАНИЕ, ХРАНЕНИЕ И ЭКСПЛУАТАЦИЯ
	11 УКАЗАНИЯ ПО УТИЛИЗАЦИИ
	12 ГАРАНТИИ ИЗГОТОВИТЕЛЯ
	13 СИМВОЛЫ, ИСПОЛЬЗУЕМЫЕ ПРИ МАРКИРОВКЕ НАБОРА
	14 ПЕРЕЧЕНЬ ПРИМЕНЯЕМЫХ НАЦИОНАЛЬНЫХ СТАНДАРТОВ
	15 АДРЕС ДЛЯ ОБРАЩЕНИЯ
	Приложение А
	Приложение В

