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BBEAEHUE

FoHopes, BbizBaHHaa Neisseria gonorrhoeae, ABNaeTCcs BTOPOM NO pacnpoCTpaHeHHOCTH
(nocne xnamuaunosa) b6aktepuanbHon uHdbekumen, nepenasaemort nonosbiM nytem (UMMM) wn
NpMBOAUT K 3HAYMUTeNbHON 3aboneBaeMOCTU U SKOHOMUYECKMM U3aepxKaM BO BceM mupe. o
coobueHuto akcneptHoi rpynnbl BO3 B 2012 roay BO BceM Mupe 6bIJ10  BbISIBNEHO
357 MUNIMOHOB HOBbIX cnyyaeB mnsnednmmblx UMMM cpean B3pocnbix B Bo3pacTte 15-49 net, um3
HUX 78 MUANMOHOB Ccfy4aeB roHopeu [1,2]. HeocnoxHeHHass roHoKokkoBas wHdekuus y
MY>XUMH 4alle BCero npoTekaeT B BUAE YPETpUTa, a Y XEeHLWWH — B BUAE MYKOMYPYNEHTHOro
uepsmumTa. FOHOKOKKOBble WMHMEKUUU Y XEeHLWMH 4YacTo npoTekatT 6eCCMMNTOMHO, 4YTO He
Nno3BO/SISeT CBOEBPEMEHHO WX AMAarHOCTUpoOBaTb. PekTanbHble W NOTOYHble WHdeKuun y
MY>XUYMH U XKEHLUNH TaKXXe B OCHOBHOM 6eccMMnTOMHbI [1].

OTcyTCcTBME K/IMHUMYECKMX CUMMMNTOMOB TOHOKOKKOBOW WHMEeKuMn W, Kak Cneacreue,
HecBOeBpeMeHHas AMarHOCTMKa W JieYeHUe MOryT MPUBECTU K TaKUM CepPbe3HbIM OC/IOXKHEHUSM,
KakKk BoCnanuTesnbHble 3aboneeBaHuMss opraHoB Masoro Tasa (B30OMT), BHeMaTOuHYylo
6epeMeHHOCTb 1 6ecnaoane y XeHWUH. Y MYy>XUYMH OCNOXHEHUAMWN ypeTpanbHOM FOHOKOKKOBOW
nHdbekumn MoryT 6bITb SNMANAMMUT, CTPUKTYPA ypeTpbl 1 becnnoane [1].

HesasseHHble WIIMI, Takme Kak roHopes, XJ1aMuamos M TPUXOMOHMA3, YBeIn4MBalT
BEpOATHOCTb 3apaxeHunsa BUY nonosbiM nytem [3]. AaekBaTHOE W CBOEBPEMEHHOE NeyeHue
MMM HeobxogMMmo AN  cokpaweHus nepegaun BUY wn  ynydweHuss cekcyanbHOro u
penpoAyKTUBHOIo 340poBbs [4].

MpumeHeHne Habopa peareHTOB Ansa BbiasneHna AHK Heiccepum roHopen (Neisseria
gonorrhoeae) no3BoJsiseT CBOEBPEMEHHO BbisIBUTb BO36yauTensa uU HasHa4yuTb SledyeHue, B TOM
yncsie U C NCNosib3oBaHUEM crieymduryecknx npenapaTos. M3genne MoXeT MCMNONb30BaTbCa ANS
KOHTPOJIS YCMELWHOCTN leYeHns NyTeM MOBTOPHbIX MccnenoBaHuii. OTpuuaTenbHbI pe3ynbTaTt
nccrenoBaHMs  MO3BONASET  WCKAKYUTbL  FOHOpew npu  npoBedeHun aunddepeHunanbHon

ANarHoCcTukmM 3aboneBaHum.

CMUCOK UCMNOJIb30BAHHOM NIUTEPATYPbI

1. WHO Guidelines for the Treatment of Neisseria gonorrhoeae. Geneva: World Health
Organization; 2016. ISBN-13: 978-92-4-154969-1.
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2012 based on systematic review and global reporting. PL0oS One. 2015;
10(12):e0143304. doi:10.1371/journal.pone.0143304.

3. Johnson LF, Lewis DA. The effect of genital tract infections on HIV-1 shedding in the
genital tract: a systematic review and meta-analysis. Sex Transm Dis. 2008; 35(11):946—
59. d0i:10.1097/ OLQ.0b013e3181812d15.

4. Cohen MS. Classical sexually transmitted diseases drive the spread of HIV-1: back to the
future. J Infect Dis. 2012; 206(1):1-2. doi:10.1093/infdis/jis303.
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HA3HAYEHME

HacTosilwasa MHCTpyKUuMa pacnpocTpaHsaeTcsl Ha Habop peareHToB ans BbisBneHus AHK
Henccepmun roHopen (Neisseria gonorrhoeae) MeTOAOM MNOSMMEPA3HON LEMHOM
peakuun (FTOHO-FEH) no TY 9398-009-46482062-2008.

Habop peareHToB npegHa3HadeH ans BbisBnenus AHK Henccepumn roHopen (Neisseria
gonorrhoeae) Metoaom T[UP B 6uonorndyeckoM Matepuane 4YenoBeKa: COCKO6bI
AMUTENMANbHbLIX KNETOK W3 YpPOreHMTasbHOro TpakTa, Mo4a, CeKpeT npocTaThl,
IAKYNAT.

OYyHKUMOHaNbHOe Ha3HadeHue: M3genue npeaHasHayeHo ANs AMArHOCTUKKM in vitro
(BbisiBneHne OHK Neisseria gonorrhoeae metogom lMLUP B 6nonornyeckom martepuane
yenoseka).

MokasaHns K MpOBEAEHMI0 UCCNefOBaHMsA: CUMMNTOMbl  MHMEKUMOHHOIO  WAKn
BocnanuTenbHoro 3aboneBaHMss  MOYEnosIOBOro  TpakTa, KOHTPO/Ab  NleYyeHus
FOHOKOKKOBOW UHMeKUMKn (roHopen).

lMpuMeHeHne MeAUMUMHCKOro  u34enna He  3aBUCUT  OT  MOMNYNSAUMOHHBIX W
aemorpaduyeckmnx acnekTos. MNpoTMBONOKasaHW K MPUMEHEHUNIO HET.

Habop MoxeT OblTb MCMNoONb30BaH B KIMHUKO-AMArHoOCTUYecKkMx nabopatopusx
MEeOMLMHCKUX YUPEXAEHUM N HayUYHO-UCCNeaoBaTebCKOM NpaKTUKe Ans AMarHOoCTUKK
Neisseria gonorrhoeae in vitro.

MoTeHUWanbHble NoNb30BaTENU: KBaNMMUUMPOBAHHbIN  MepcoHan, O0b6y4eHHbIn
MeTo4aM  MOJIEeKYNSIPpHOM  AMArHOCTMKM W npaBwiaM  paboTbl B KIMHUKO-
AnarHoctunyeckorn nabopatopuu.

MpuMeHATb HAabop peareHTOB CTPOro MO Ha3HA4YeHMI0 COr/lacHO AAHHOM MHCTPYKUWUMK

no NpUMEHEHMUIO.

XAPAKTEPUCTUKA HABOPA

Habop peareHToB TOHO-TEH BbinyckaeTcs B criefyoWwmnx BapmaHTax MCNOSTHEHNS
MLP c pgeTekumen B pexunMe peanbHOro BpeMeHU;
MUP c dnyopecueHTHOM AeTEKUMEN MO KOHEYHOW TouKe;

MUP c getekunen mMetoaoMm renb-anekrtpodopesa.

BapuaHTbl ncnonHeHuss pasnuuarotca cnocobom getekumn amnamdpuumposaHHon [OHK

Neisseria gonorrhoeae:

«lMUP c petekumen B pexumMme peasibHOro BpeMeHn» (MapkumpyeTcs «Real-time»)

npeAHasHayeH ansa getekuuu pesynbTtaTtoB [UP Bo BpeMs aMmnandukauum C NoMoLlbo

aMNAnpUKaTopoB AETEKTUPYIOLLUX;
«MLUP ¢ dnyopecueHTHOM AeTeKuMer Nno KOHe4YyHOW Touke» (Mapkupyetcs «Flash»)
npefHasHavyeH ana aetekumn pesynbTaToB [LUP nocne okoH4YaHusa amnaudukaumu

nucnonb3osaHuem lLP-aeTekTOpPa;

C
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(MapkupyeTtcs

«Eph») —

npeaHasHayeH ana getekumu pesynbtatoB [lMUP nocne oOKoOH4YaHuA aMI'I}'IMCbVIKaLI,I/IVI

METOA0M 3neKTpod)ope3a B arapo3HOM rene.

2.1
2.1.1

CocTtaB Habopa

MUP c petekumen B pexmme peasibHOro BpEMEHMU

R1-P109-S3/9, pacoBka S, CTpMnbl

o Konuyectso HoMWHanbHbIN
HanmeHoBaHMe KOMNOHEHTOB BHewHu Bug .
npobupok 061bEM KOMMOHEHTa

Cmecb ansa amnandukaumm, Mpo3pauHas 6ecuBeTHas XWAKOCTb, 12 cTtpunos no 20 MKn
3aneyaTaHHasa napaduHoM noa BockoobpasHbiM 6enbiM cnoem no 8 npobupok
PacTBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHasn XWAKOCTb 2 npobupkn no 500 mkn

Mpo3payHas 6GecuseTHasa Bs3Kas
MuHepanbHOe Macno posp L 2 npobupkn rno 1,0 mn

MacnssHUCTas XUAKOCTb
MonoXxnTenbHbl

o Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

KOHTPOJIbHbIM 0b6pa3sel,
KpbIlWKW ana ctpunos 12 wr.

R1-P109-23/9, dpacoBka S, Nnpo6bupku

HanmeHoBaHMe KOMMOHEHTOB

BHewHu BuA

Konuyectso
npobupok

HoMuHanbHbIN
06bEM KOMMOHEHTA

Cmecb anst amnandunkauuu,

Mpo3pauHasa 6ecuBeTHas XWAKOCTb,

96 npobumpok no 20 Mkn
3anevyaTaHHas napa@uHom noa BockoobpasHbiM 6enbiM cnoem
PacTBop Tag-nonnmMepassl Mpo3payHas 6ecuBeTHasn XWAKOCTb 2 npobupkn no 500 mkn
Mpo3payHas becuBeTHasa BsA3Kas
MunHepanbHoe Macno posp H 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXunTenbHbIn
. Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn
KOHTPO/NbHbIN 06pa3zel
R1-P109-WA/9, chacoBka W
o Konunuectso HOMWHanbHbIN
HanmeHoBaHMe KOMMOHEHTOB BHewHun Bug -
npobupok 06BbEM KOMMOHEHTa
Mpo3payHas XNOKOCTb oT
Cmecb ana amnavdukaumm posp A 2 npobupkun no 1,0 mn
6ecuBeTHOro 40 po30BOro LBeTa
PacTeop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobunpkn rno 500 Mkn
Mpo3pauHas 6GecuBeTHas BsA3Kkas
MwnHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsaHUCTasA XUAKOCTb
MapaduH BockoobpasHaa macca 6enoro useta | 2 npobupkm no 1,0 mn
MonoXuTenbHbIn
Mpo3pauHas 6ecuBeTHas XWUAKOCTb 1 npobupka 130 MKkn

KOHTPOJIbHbI 0bpa3sel,
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R1-P109-UA/9, cpacoBka U

o Konunuectso HOMWHanbHbIN
HanmeHoBaHMe KOMMOHEHTOB BHewHunn Bug -
npo6upok 06BbEM KOMMOHEHTa
Cmecb ana amnavdukaumm Mpospaqnas KnaKocTb oT| 4 npobupka 600 mkn
6ecuBeTHOro Ao po30BOro LBeTa
Monumepasa TexHoTaq MAX MpospauHas  GecupetHas BA3KaA 1 npobupka 30 MKkn
XKXNAKOCTb
MNuP-6ydep MNMpo3payHas 6ecuseTHas XXUAKOCTb 1 npobupka 600 mkn
MonoXnTenbHbIN
o Mpo3pauHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTPOJIbHbIV 06pa3sel
2.1.2 TUP c dpnyopecueHTHOM geTekumern no KOHEYHOM To4uke
F1-P109-51/1, c¢acoBka S
o Konuyectso HoOMWHanbHbIN
HanmeHoBaHMe KOMMOHEHTOB BHewHunn Bug -
npo6upok 06BEM KOMMNOHEHTA

Cmecb anst amnandunkauuu,

Mpo3pauHasa 6ecuBeTHas XWAKOCTb,

100 npobupok no 20 Mkn
3anevyaTaHHas napaguHom noa Bockoob6pasHbiM 6enbiM cnoem
PacTBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkn no 500 mkn
MNUP-6ydep (doH) Mpo3pauHasn 6ecuBeTHas XMAKOCTb 1 npobupka 200 mkn
MuHepanbHOe Macno Mpospauras GecusetHas  BA3Kas 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXnTenbHbIn
o Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn
KOHTPONbHbIN 06pa3zeL
2.1.3 TMUP c peTekunen MmeToaom refb-anektpodopesa
E1-P109-50/1, dacoBka S
o Konwnuectso HOMWHanbHbIN
HanMeHoBaHMe KOMMNOHEHTOB BHewHW Buna .
npobumpok 06bEM KOMMOHEHTa
Mpo3payHas xuakocTb ronyboro
Cmecb ans amnavdukauum,
uBeta, noa BockoobpasHbiM 6enbiM | 100 npobupok no 20 mMkn
3anevyaTaHHas napaduHoOM
cnoem
PactBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkn rno 500 Mkn
MwnHepanbHoe Macno fpospaunas  becusetHas  BA3Kas 2 npobupku no 1,0 mn
MacnsHUCTas XMUAKOCTb
MoNnoXnTenbHbIN
< Mpo3pauHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTPOJIbHbIV 06pa3sel
2.2 Yuncno aHanmanpyembix Npob
Habop peareHTOoB npegHasHadeH ANs OAHOPA30BOro MNPUMMEHEHMS W paccyuTaH Ha

96 onpeneneHnn ans ucnosiHeHus «MUP c pgeTtekunen B pexuMe peasibHOro BPEMEHU» W

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

n «MUP ¢ perekunen MeToaoMm

renb-anexktpodopesa»,

BK/1lO4Haa 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 06pas3uoB B O4HOM uccrieaoBaHuMn (3 Hen3BeCTHbIX obpasua,

NONOXUTENbHbBIN U OTpULUAaTENbHbIN KOHTPO/IbHblE 06pa3ubl).




:‘ AHK-TEXHONOrusa

FOHO-FEH | WHCTpYKUMSA NO NPUMEHEHUIO | 444-2 ot 19 nronsa 2021

2.3 MpuHUMN MeToAa

Metoa: MonumepasHas uenHasa peakumsa (MLUP) ¢ petekumen pesynbTaToB: B pexume
peanbHOro BpeMeHun, C GdNyopecUueHTHON AeTekuMen Mo KOHEYHOW TOYKe, MeTOAOM refib-
anekTpodopesa; KayeCTBEHHbIN aHanms.

MpuHUMN MeToAa OCHOBAH Ha WCNOAb30BaHWMM npouecca amnnamdbdukaumm [OHK,
3aK/loyatolerocs B MOBTOPSIOWMXCA UMKAaxX TemnepaTypHol AeHaTypaumu [AHK, omxkura
npanMMepoB C KOMMJIEMEHTApPHbIMM MOCAeA0BaTeNbHOCTAMM UM nocieaytowen [OCTPONKU
NOSIMHYKNEOTUAHbIX Lener ¢ 3TUX nparMepos Tag-nonmmepason.

Ons  noBbllWeHNs 4YyBCTBUTENbHOCTM W cneunduyHOCTM peakuum npeaycMoTpeHo
npuUMeHeHne «ropsdero» crapTa. Fopauun ctapt obecneumBaeTcsa MeTOAMKOW MPUrOTOBIEHUS
peakUMOHHOM CMeCcK, COCTOSLEN M3 ABYX C/I0€B, pa3AesieHHbIX NPOCAONKON K3 napaduHa mnnm
ncnonb3oBaHmMa Tag-nonmmepasbl 610KMpoBaHHOM aHTUTenamMu. CtapT nMoaMMepas’HOW LEMnHOMN
peakuMm NponcxoamT TONbKO Npu pacniasneHum napaduHa nam TemnepaTtypHon amccoumaunm
KoMmnnekca Tag-noavMMepasbl M @aHTUTEN, YTO UCKOYaeT Hecneunduyeckun oTKUr npammepos
Ha AHK-MuweHn npn Ha4yanbHOM Nporpese Npobupku.

B Habopax ucnonHeHusa «MUP c getekumen B pexume peanbHOro spemMeHu» n «MLUP ¢
(nyopecLeHTHON AeTeKLUelN NO KOHEYHOM ToUYKe» B peakUMOHHY cMecb BBeaeHbl JHK-30HAbI,
KaXAblll M3 KOTOPbIX COAEPXKUT (NyopecueHTHYI0 MeTKy W racutenb dnyopecueHumn. [Mpu
obpasoBaHun cneundudHoro npoaykta [AHK-30HA pa3pylwaercs, AencTBMe racmtens Ha
(pnyopecLeHTHY0 MEeTKy MnpeKkpalaeTcs, 4To BeA&T K BO3pacTaHWIO YPOBHS (ayopecueHumu,
KOTOpbIN pukcnpyeTcsa cneumanbHbiMu npnéopamu.

KonuyectBo pa3spylleHHbIX 30HAOB (@, cnepoBaTefnibHO, W ypoBeHb dnyopecueHuumn)
yBenn4nBaeTcs nponopunoHanbHO Konnyectsy obpasoBaBlunxcs cneundunyeckmx amnanKoHOB.
YpoBeHb dhiyopecueHUnm n3MepsieTcs Ha Kaxaom umkne amnandukaumm B ncnonHenmn «MLP c
OeTeKunen B pexume peasibHOr0 BpeMeHM» WAK fnocne npoBeAeHus aMmnamdukaumm B
ncnonHeHun «MLP ¢ dnyopecueHTHON aeTeKunen No KOHEYHOM ToUKe» .

B coctaB cmecu ang amnaumdukaumm BKAOUYEH BHYTPEHHUN KOHTponb (BK), koTopbiit
npeaHasHadeH A/ OUEeHKM KadecTBa NPOXOXAEHWS MOSIMMepasHoM LenHoW peakuun. B coctas
OHK-30H40B, ucnonb3ylwWwWmMxca Ana AeTekumu npoaykrta amnandukaumm wmckomonm [OHK,
BK/OYeHa nyopecueHTHas Metka Fam. B cocrtas [OHK-30H4oB, wucnonb3ylowmxca Ans
AeTeKuun npoaykta aMmnandukauum BHYTPEHHEro KOHTPOAs, BXOAUT (yopecLeHTHbIN
KpacuTtenb Hex. B Tabnuue 1 npuBeaeHbl KaHabl AeTEKUUM NPOAYKTOB amnandukaumu.

Tabnuya 1 — KaHanbl getekunm npoaykToB amMmnandumkaumm

Fam Hex Rox Cy5 Cy5.5

Neisseria gonorrhoeae BK - - -

Ncnonb3oBaHMe HECKONbKUX (IIYOPEeCLEHTHbIX KpacuTenel Mo3BOJISIET COKpaTUTb
KO/IMYeCcTBO Mpo6MpPOK, MOCKOJSIbKY MO3BONSIET OAHOBPEMEHHO PErncTpupoBaTb pe3yfbTaThl

pasHbIX peakunm amnnmdukaumm, Nnpoxoasawmx B ogHom npobupke.
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WccnepoBaHue C ucnosb3oBaHMeM Habopa peareHToB FTOHO-IEH cocTtouT M3 cnepytowmx
aTanos: BbligeneHne [OHK (npo6onoagrotoeka), [MUP-amnandbukaunm OHK  Neisseria
gonorrhoeae, AeTekuns NpoayKToB aMmnnmdunkaunm.

Ona nposeaeHnsa nup UCMONb3YOT amnnmdunkaTopsl 7 amnnmdukaTopsl
aetexktupywwue. Ona aHanusa npoayktos [UP wucnonb3ytoT [LUP-geTekTopbl unmn MeTon
anekTpodopesa B arapo3HoMm rene. [lpu uncnonb3oBaHUM HabopoB wucnonHenus «MLUP c
OeTeKunen B pexume peanbHoOro spemeHm» atanbl MUP-amnandukaummn OHK n getekumn OHK

COBMELLEHDI.

2.4 Bpema npoBeaeHus aHanusa (BkaoyYas npobonoAroToBky) — OT ABYX 4acoB, B

3aBUCUMOCTU OT MCNO/b3yeMoro Habopa ans sbigeneHuns OHK.

3 AHAJIUTUYHECKME XAPAKTEPUCTUKHA

3.1 AHanutnyeckas cneumdunyHoOCTb aHanmsa

B ob6pa3suax 6uonormyeckoro wmaTtepumana u4enoBeka, cogepxawmnx [AHK Neisseria
gonorrhoeae, MNUP-getektop («MUP ¢ dnyopecueHTHON geTekuuern no KOHEYHOW TO4YKe») Wn
petektmpytowmin amnandukatop («MUP ¢ getekumen B pexunMme peasibHOr0 BpeEMEHU») AO0JIXKHbI
perncTpmpoBaTbh MONIOXUTENbHbIA pe3ynbTaT Hanuuusa cneumduyeckoro npoaykra (dparMeHTa
reHoma Neisseria gonorrhoeae). lNpun ncnonb3oBaHMKM MeToda renb-anekTpodopesa («MUP ¢
AEeTeKuMen MeToaoM renb-anektpodopesa»), Ao/HKHa 6biTb BMAHA NOM0OCa OpaHXeBO-KPacHOro
LuBeTa, COOTBETCTBYlOWasa dparMeHTy reHoma Neisseria gonorrhoeae pasmepom 329 n.H. (nap
HYKNeoTMA0B).

B obpasuax 6uonormyeckoro mMatepmana, He cogepxawmx OHK Neisseria gonorrhoeae,
AeTeKTupyowmn amnangukatop mnu MNLP-pgeTekTop A0NXKHbI perMcTpupoBaTb OTpULATENbHbIN
pe3ynbTaT Haanumsa cneundundeckoro npoaykra (pparmeHta reHoMa Neisseria gonorrhoeae) u
NONOXMWTENbHbIN pe3ynbTaT BHYTPEHHero KoHTpons. [Mpu wucnonb3oBaHWM MeToda refb-
anekTpodopesa Mnosoca OpaHXeBO-KPACHOro LBeTa, COOTBETCTBylWas QparMeHTy reHoma
Neisseria gonorrhoeae pa3smepoM 329 n.H. OTCYTCTBYeT, a Mofioca, COOTBETCTBYIOLAs
BHYTPEHHeMY KOHTposibHOMY o6pa3uy pasmepom 560 n.H., Ao/KHa 6bITb OTYETNMBO BUAHA.

lMokasaHo OTCYTCTBME HecneumdUuuecknx MNoSIOXUTENbHbIX pe3ynbTaToB amnandukaumm
npu Hanuumn B obpasue AHK Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma
hominis, Ureaplasma parvum, Mycoplasma genitalium, Candida albicans, Chlamydia
trachomatis, Trichomonas vaginalis, Streptococcus sp., Staphylococcus sp., a Takxe [AOHK

yenoseka B KOHUeHTpaunun go 1,0x108 konuin/mn obpasua.

3.2 Mpenen obHapyxeHus:
He 6onee 5 konuin HK Neisseria gonorrhoeae Ha aMNIMdMKaALUMOHHYO NPobUpKy.
Mpepnen ob6HapyXeHWss yCTaHOBAEH NyTEM aHanM3a CEepUNHbIX  pasBeaeHun
nabopaTtopHoro KoHTponbHoro obpasua (JIKO). Ona KaxAon KOHUEeHTpauuu 6bi10 NpoBeAeHO

94 onpepeneHuns.


https://ru.wikipedia.org/wiki/%D0%93%D0%B5%D0%BC%D0%BE%D1%84%D0%B8%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F_%D0%BF%D0%B0%D0%BB%D0%BE%D1%87%D0%BA%D0%B0
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KoHueHTpauuns JIKO,
o Konnyecrtso KonnyectBo nonoXutenbHbIX | % MONOXUTENbHbIX
KOMWIA Ha aMNINMUKaLMOHHYIO
NMOBTOPOB pe3ynbLTaToB pe3ynbTaToB
npobupky
10 94 94 100
5 94 94 100
2 94 83 88,3
0 94 0 0

MpunmevaHue — lMpegen obHapyxeHna OHK Neisseria gonorrhoeae B o6pasue 3aBUCUT OT

MeToaa npobonoarotoBku obpasua U KoHe4yHoro o6véEma BbigeneHHon AHK (o6béma antounn).

Hanpumep: Tpegen obHapyxeHus 5 konumi Ha aMIn@UKAUMOHHYKO Npobupky
COOTBETCTBYET cCneayllmMM 3HadyeHusaM KoHueHTpauunm [OHK Neisseria gonorrhoeae npu
WMCMOSIb30BaHUM  KOMMJEKTOB ANS  BblAENEHUS  HYK/JEWHOBbIX  KUCNOT  MNPOM3BOACTBA
000 «HMO AHK-TexHonorusa»:

KomMnnekTbl Aonsa BbiaesieHunsn HYKJ/1IEMHOBbIX KUCNOT

O6pazew NPOBA-MY-PANNA
P MPOBA-HK NPOBA-Irc (npm amoumn B [MPOBA-PANNA
300 Mmkn)
- cockob

aNUTENNanbHbIX
knetok B 500 Mkn
TPaHCNOPTHOM Cpeabl;
- a2akynar B 500 Mkn

TPaHCMNOPTHOW cpeabl; 50 100 300 500

- cekpeT npocTaTbl B konuin/obpaseu | konwuii/obpasey Konuin/obpasel, konuin/obpaseL
500 MK/ TPaHCMOPTHOM
cpenpl;

- Mouya (Npw BblaeNeHUN
n3 1,0 mn obpasua)

3.3  [varHoctnyeckme XapakTepUCTUKW:
Konnuecteo obpasuos (n) — 398;
JnarHoctmyeckas 4yBCTBMTENbHOCTb cocTaBnseT (95% [N): 100,0% (88,2-100,0%);

OnarHoctmnyeckas cneunduyHocTb coctasnseT (95% AN): 99,7% (98,9-99,7%).

4 MEPbI MPEAOCTOPOXXHOCTMA

O6wmne TpeboBaHus 6esonacHocTn K HabopaM peareHTOB ANns in vitro AMarHOCTUKK B
cootBeTcTBMU € TOCT ISO 14971-2011.

OpraHusaumsa pabotol [MUP-nabopatopuun, obopyaoBaHue U MaTtepuanbl  AOMXKHbI
cooTBeTcTBOBaThb TpeboBaHmam TOCT P 52905-2007, meToanyeckmx ykasanumin MY 1.3.2569-09
«OpraHunsaumns paboTbl nabopaTtopuii, UCNONb3YHOWNX MeToAbl amnaMduKaumm HYKIEMHOBbIX
KMUCNoOT, Npu paboTe Cc MaTepuasiom, cogepxxalmMm MnkpoopraHnsmel I-IV rpynn natoreHHoCcTU»,
Cc cobnogeHmemM caHuTapHo-anuaemuonormdeckmux npaswun CIM 1.3.2322-08 «be3onacHOCTb
paboTbl C MukpoopraHmsamamm IlI-IV rpynn natoreHHocTn (onacHOCTM) u BO3byauTensaMu
napasuTapHbix 6onesHen».

Nccneayemble obpasubl paccMaTpuBalTCA Kak MoTeHumanbHo-onacHble. Mpu pabote ¢

HabopoM cneayet HageBaTb OAHOPa30Bble NepyaTky 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 JlAaMMHAPHbLIX WKagaxXx C  BKAYEHHbIM
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 1 Mp., @ TakXe pacTBOpPbl peareHToB AO0J1XXHbl 6bITb CTPOro
CcTauMoHapHbIMKU. 3anpeLlaeTcs nx nepeMeLleHme n3 o4HOro NoOMeLLeHns B Apyroe.

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

Ypanate oTtxoabl c npoayktamm [LUP Heob6xoauMMO TOMbKO B 3aKpbiITOM Buae.
He ponyckaetca oTKpbiBaTb Mpobupkm nocne amnandukaumm 3a WUCKI4YeHMeM 3Tana
npoBeaeHns JaeTekumum MeToAOM refnb-anekTpodopesa, KOTOpbi MpPoOBOAAT B 30He 4
(MY 1.3.2569-09).

Bce noBepxHocTM B nabopatopumn (paboume crTonbi, WTaTuBbl, obopyaoBaHue U Ap.)
eXXegHeBHO MoaBepraloT BfaxHon ybopke C MpUMEHEeHMEM Ae3NHPUUUPYOLWMX/MOKLWMX
CPeACTB, pernamMeHTUpoOBaHHbIX CaHUTapHbIMKU npasuiamu CM 1.3.2322-08.

Mpn ucnonb3oBaHMM Habopa peareHToB B ucnonHeHum «lMLUP c petekumen metonom
refb-anekTpodopesa» ANs npefoTBpalleHus KOHTaMumHaumu atanbl BblgeneHus OHK, TIUP wm
AeTekunn cnepgyet NpoBOAUTbL B pasfesibHbiX MOMELWEHUSX WAW TwaTesbHO M30JMPOBAHHbIX
30Hax, CHabXeHHbIX KOMMJeKTaMu nosyaBTOMaTUYECKUX A03aTOpOB, XalaTaMu M MPOoYUMMU
MPUHaAIEXHOCTAMM.

3anpellaeTcs CHMMaTb KPbIWKY C 31eKTPOoPOpeTUYEeCKOn KaMmepbl, €eCiM OHa
MOAKOYEHA K UCTOYHUKY MUTaHUS.

Mpun paboTte C BK/KYEHHBIM TPAHCWJIIOMMHATOPOM HeobXoAMMO MOJIb30BaTbCS
3aLWWTHBLIM 3KPaHOM MM CNeunanbHOM 3alMTHON MacKoMn.

Mpu wncnonb3oBaHnnM Habopa B KIMHMKO-AMArHOCTUYECKOW nabopaTopum obpasytoTcs
oTxoAbl knaccos A un b, koTopble KnaccuduumpyroTcs U YTUAM3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmamm CanlluH 2.1.7.2790-10.

He gonyckaeTcs ncnonb3oBatb Habop peareHTOB:

— NPV HapyLWeHUN yC0BUI TPAHCNOPTUPOBAHUS U XPaHEHUS ;
—  Mpu” HECOOTBETCTBUM BHELIHEro BMAa peareHToB, yKa3aHHOro B nacnoprte K Habopy;
— NPV HapyLeHUN BHYTPEHHEN YNaKOBKN KOMMNOHeHTOB Habopa;

- Mo UCTEYEHUIO CPOKa NrMAHOCTU.

MpumedyaHue — Habop peareHTOB He COAEPXWUT MaTepuasbl HGMOSIOrMYECKOro MPOUCXOXKAEHWS,
BELWleCTB, 06MaJaloWmnx KaHLUEPOreHHbIM, MyTareHHbiM [AelCTBMEM, a TakKXe BMAKWMX Ha
penpoayKTUBHYIO GYHKUMIO denoBeka. [pv UCMNONb30BaHUM MO Ha3HayeHuo U cobnogeHun Mep

NpeAOCTOPOXHOCTUN ABNAETCA 6e3onacHbIM.

10
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5 OBOPYAQOBAHME U MATEPUAJIbI

:‘ AHK-TEXHONOrusa

Mpu pabote ¢ Habopom peareHTtoB NOHO-FEH TpebytoTcs cneaytowme obopyaoBaHue,

peareHTbl U pacxXogHbl€ MaTeEpPUalibl:

Ob6opynoBaHue, peareHTbl U pacxoAHble MaTepuanbl Real-time Flash Eph
MLP-60kc Aa Aa Aa
aMnanuKaTop AeTeKTUPY LN aa HeT HeT
AeTeKTop NoJMMEpPasHOM LenHoW peakumn dbayopecUeHTHbIN HeT na HeT
TepMocTaT nporpammupyembin ans MNLP-aHanusa HeT Aa Aa
TepMoCTaT TBepAOTENbHbIA MPOrpaMMUpyeMbIi

P PA porp Py nat HeT HeT
ManorabapuTHbIf
YCTPOMCTBO ANS 3neKkTpodopesa HYKNENHOBbLIX KUCNOT B et et na
araposHbIX M aKpuaaMUAHbIX rensax
TPaHCUNIIOMUHATOP YNbTpadmnoneToBblli (Payockon) HeT HeT aa
MUKpOLEHTpUdyra-sopTekc aa aa ha
XONOAUNbHUK BbITOBOM C MOPO3UJIbHOM KaMepon na aa na
wraTtne «paboyee mecto» Ans nNpobMpoK aa aa aa
[03aTOpbl MEXaHMYECKME UM INEKTPOHHbIE OAHOKaHanbHble
C nepeMeHHbIM 06bEMOM, No3Bonsowme oTtbupatb 06bEM na na na
xunakoctm 0,5-10 mkn, 2,0-20 mkn, 20-200 mkn,
100-1000 Mkn
OAHOPa30Bble HAKOHEYHUKM C PUNbLTPOM Ans
nonyaBTOMaTUYeCKMX A03aTopoB, cBoboaHble oT PHKas un aa aa ha
OHKa3, o6bémom 20 mkn, 200 mkn, 1000 MKn
npobupkm MUkpoueHTpudyx Hble 06béMoM 1,5 Mn ¢ na na na
KpblLIKaMun
npobupkn amnangukaumoHHble 06bEMOM 0,2 M C KpbIWKaMm na? HeT HeT
konba MepHasi, BMectuMocTbtio 1000 mn HeT HeT ha
BOAA ANCTUNNIMPOBaHHas aa aa ha
O4HOpa3oBble NepyaTku MeauuuHckme, 6e3 Tanbka, na na na
TEKCTYPUPOBaHHbIE
peareHTbl ANs AeTeKUUM HYKIEMHOBbLIX KMCNOT B arapo3HbIX

HeT HeT aa

rensx
MapKkep AAvH aMnnmbuunpoBaHHbiX dparMeHToB

pKep 4 duunp dp HeT HeT na
(pUC19 AHK/Mspl)
&MKOCTb ANnsa cbpoca MCcnonb3oBaHHbIX HAKOHEYHWKOB, na na na
npobupoK 1 ApYruMxX pacxoAHbIX MaTepuanos
Ae3nHdurumpyolee cpeacTso aa aa aa
posunpytouiee ycTtpomctso ATCcTpuMm
repmeTmnpytoulee ycrtporcreso Tnak

e HeT HeT

ueHTpudyra ana mukponnaHwert MLP
nonuMepHas TepMonjieHKa Ans 3aneyaTbiBaHUS
MUKponaaHwert MLP
MukponnaHwet MUP (96 nyHok) nat HeT HeT
MukponnaHwert MUP (384 nyHkn) na® HeT HeT

1nna dacosku W
2 ans cdacosok U, W

3 pns CbaCOBOK U, W ¢ ncnosnb3oBaHWeEM aBTOMaTU3NPOBAHHOIO 403MPOBaHUSA
4 pns CbaCOBKVI W ¢ ncnonb3oBaHMeM aBTOMaTU3INPOBAHHOIO A03UPOBAHUSA
5 pns CbaCOBKVI U € ncnosib3oBaHnMeM aBTOMaTU3MpPOBAHHOIO A03UPOBaHMUSA

11



:‘ AHK-TEXHONOrusa

FOHO-FEH | WHCTpYKUMSA NO NPUMEHEHUIO | 444-2 ot 19 nronsa 2021

MpubopHoe obecneueHne

Ansa nposeaeHns rnup MCNoNb3YKT  aMnamduKaTopsbl 7 aMnangukaTopsl
aetekTupyrowme. [nga adHanum3sa npoaykrtos [MUP wucnonb3ytoT TUP-petekTopbl wanm MeToA
anekTpodopesa B arapo3HoMm rene. [lpn ucnonb3oBaHuM HabopoB wucnonHeHus «MUP ¢
OETEKUNEN B PEXUME peanbHOro BpemeHu» 3Tansl MNMUP-amnnndpukaunmm OHK mn getekunmm OHK
COBMeLLEeHbl.

» TIUP c peTekuumeln B pexuMe peanbHOro BpeMeHW: aMnauduKaTopbl AeTeKTupylolme
OTnant, AOTnpanm, AOT-96 wam AT-322 (000 <«HMNO [AOHK-TexHonorus»); Bepcus
nporpaMMHoro obecneyeHmnst He Huxe 7.3.4.01 nnm amnnudukaTtopsl iCycler iQ n iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen). Bo3MOXHOCTb MCMNO/b30BaHUA APYIrUX
amnandmnkaTopos HeobxoAMMO YTOYHWTbL Y nNpeacTaBuTens KomnaHum  «AHK-
TexHonormnsa».

» TUP c dnyopecueHTHOW AeTeKUMeN No KOHEYHOM TOYKe: TEPMOCTAT MporpamMMumpyeMmbiii
ons npoeegeHuns TUP aHanm3a yeTblpexKaHasbHbIM «Tepuuk» WAM aHaJIoOrMYHbIN,
[eTeKTop (PAYyOpPECUEHTHbIN «[DKNH» nnn «IxnH-4» (000 «HIMO OHK-TexHonormns»).

» TUP c pgertekuuein MeToAOM refb-3neKTpodopesa: TepMoCcTaT MporpaMMupyeMbiin Ans
nposegeHus TUP aHanmza dJeTblpexkaHanbHbil «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 o0 HeobxogmMmocTM uccneposatb Ty WINM WHYKO JNoOKanmsauuio MpuHUMaeT
nevyawmii Bpay Ha OCHOBaAHMM COBOKYMHOCTU Xanob naumeHTa n KIMHUYECKON KapTUHbI.

WccneposaHme wMetogoM [UP oTHocuTcs K npsiMbIM - MeTogaM NnabopaTopHOro
nccnenoBaHms, NO3ToMy B3ATME BMONOrMYeckoro Matepuana Heob6xoAMMO MPoBOAUTL M3 MecTa
JloKkanusaummn nHQeKLMOHHOro npouecca.

Ons nonydeHms KOppeKTHbIX pe3ysibTaToB MMeEeT 3Ha4yeHue KaydecTBO B3sATUSA obpasua
6buomaTepuana Ans MccnenoBaHWsl, €ro XpaHeHwe, TPaHCMoOpPTMPOBaHMe W npeaBapuTesibHas

obpaboTka.

6.1 WHTepdepupytome BeLLecTBa

Hanuune wHrnébumtopos TMLP B o06pasue 6uonormdeckoro maTtepuana MoxeT ObITb
MPUYMHON COMHUTENBbHbIX (HeonpeaenéHHbix) pe3ynbTaTtoB. [Npu3HakoM uHrmbmposaHus TMLP
ABNSIETCS  OAHOBpEeMeHHoe  OTCyTCTBMe  amnauduKaumm  BHYTPEHHero  KOHTpons w
cneunduyeckoro npoaykrta (cMm.pasgen 2.3, pasgen 9.1.4, 9.2.3).

K mHrmbmtopam MNLP oTHoOCATCS crepylowme BelecTBa: NMpUCyTcTBue B obpasue cnusu,

npuMecei KpoBu; Ny6puKaHTbl, TaslbK, MECTHbIE JIEKAPCTBEHHbIE Npenaparhbl.

1 - npousBoauTENb pPEKOMEHAYET CBOEBPEMEHHO O6HOBMATL  MporpaMMHoe  obecrnedeHve  Ans
AeTeKTupywmx amnandukaTopos. AKTyanbHyto Bepcuto MO MOXHO cKayaTb Ha calTe KOMMNaHWUW
«OQHK-TexHonorusa»: htt://www.dna-technology.ru/po/
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Ong cHuxeHns konudectsa MHrmbutopos MLP Heobxoanumo cobnoaaTb npasunia B3ATUS
6uonornyeckoro matepmana. lNpu nNoao3peHMn Ha Hanmuue B obpa3sue 607bLIOro KonmM4yecTsa
nHrnéutopos T[LP pekomeHayeTca BblibuMpaTe MeToabl BbiaeneHns [OHK, nossonswowme
MakCMManbHO yAanuTb WHrnbutopbl [MUP u3 obpa3ua, He pekoMeHAYyeTCs WCNonb30BaTb
aKcnpecc-MeToabl BbigeneHusa AHK.

6.2  0Ocob6eHHOCTU B3ATUS YpOreHUTanbHbIX COCKOH60B

XKeHLWmnHbl HakaHyHe obcnefoBaHUs He AO0/KHbI MPOBOAUTL TyasieT NOSIOBbIX OPraHoB U
cnpuHueBaHune. na nonydyeHuns ob6beKTUBHOro pesynbTaTa HeobxoauMo, 4YTOo6bl UccneayeMbln
MaTtepuan cogepxan BO3MOXHO 6ofbliee KONMYECTBO 3NUTeNuanbHbIX KIETOK U MUHUManbHoe
KONIMYECTBO C/IN3M U MPUMECU KpoBU. HenpasuibHoe B3sTMe BuoMaTepmana MOXET NpUBECTU K
HefOCTOBEPHOMY pe3ynbTaTy W, BCNeACTBME 3TOro, HeobxoAMMOCTM MOBTOPHOrO B3ATUSA

éunomaTtepuana.

6.2.1 OcobeHHOCTU B35ITMS MaTepuasa u3 Bnaraauwa

MaTtepuan posmxkeH 6biTb B3AT A0 NpPOBeAEHMS MaHyaslbHOro uccnenoBaHusa. 3epkano
nepes MaHuUNynsuMen MOXHO CMOYUTb ropsiyen BOAON, MNPUMEHEHMEe aHTUCENTUKOB A4
06paboTkn 3epkana npotmsonokasaHo. Cockob 6epyT ¢ 3agHebokoBoro csoga Bnaranuuwa. Y
AeBOYeK B34TUE MaTepuana Npom3BOAAT CO CN3UCTOM 060M04YKM NpeaaBepus Bnaraavwa, a B

OTAENIbHbLIX CNy4daaX — U3 3aAHEro CBoja BJiarajauula 4yepe3 rmMeHasibHble KOJibLa.

6.2.2 OcobeHHOCTUN B35ITMS MaTepuana u3s ypeTpsbl

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

HenocpeactBeHHO nepen B3sTMeM 6uomatepuana Heobxoanmo ob6paboTaTb HapyxHoe
OTBEpPCTUE YypeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUSIbHLIM (U3NONOrNYECKUM
pacTBOpPOM.

Mpyn HanWMuMM rHOMHLIX BblaeneHun cockob pekomeHayeTcs 6paTb depe3d 15-20 MUHYT
nocsie MoYencnyckaHus, nNpu OTCYTCTBUU BblAENEHUI HEOBXOANMMO NMPOBECTU Maccax ypeTpbl C
NOMOLLbLID 30HAA ANS B3aTua 6uomaTtepmnana. B ypeTpy y KeHWWH 30H4 BBOAMUTCS Ha rNybuHy

1,0-1,5 cM, y peTeit mMatepuan AN uccnenoBaHus 6epyT TOMbKO C HAapYXHOr0 OTBEpPCTUS

ypeTpbil.

6.2.3 OcobeHHOCTW B3ATMSA MaTepmana 13 LepBMKaabHOro KaHana:

Mepen B3sATMEM MaTepumana HeobxoaMMO yAanuTb BaTHbIM TaMMOHOM CNAM3b U 3aTeEM
obpaboTaTtb LWeNKy MaTKM CTepusibHbIM (OU3NOIOMMYECKMM pacTBOpoOM. 30HA BBOAST B
LepBuKanbHbI KaHan Ha rnybuHy 0,5—-1,5 cM. MNMpu nssneyeHnn 3oHaa HeEO06X0AMMO MOSTHOCTLIO

NUCKJTIOYNTb €ro KaCaHme CTeEHOK Baraauviia.

6.3 CockobHoe oTaensgeMoe snuTeNManbHbiX KNETOK W3 ypOreHMTasbHOro TpakTa
(uepBMKanbHOro KaHana, Braranuwa, ypeTpsbl)
OrpaHuMuyeHue MeTofa — MeCTHOe [MpUMEHEHMe JieKapCTBeHHbIX npenapaTos, Y3U

BarMHanbHbIM AaTYMKOM MeHee yeM 3a 24 yaca 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 cockoboB npoBoaAnTCS:

B nsactmkoBble npobupkm ob6béEMoOM 1,5 Mn, B KOTOpble npeaBapuTenlbHO 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 ¢ peaktmeom <«[MPOBA-PAMWAO» (npoussogutens OO0 «HMO [OHK-

TexHonormns»).

BHUMAHME! «[POBA-PAMNO» He pekomeHayeTcss ansd Bblgenenmss OHK wmn3 cockobos w3

YPOreHUTaNbHOro TpakTa y My>XU4MH.

3.

Mopanok B3ATUSA:

OTKpoONTe KpbILWKY NpobupKu.

MNepeHecuTe 30HA C 6buomaTepuanoM B MNpobUpKy C GU3MONOTMYECKMM PacTBOPOM,
TPaHCNOPTHOW cpepot unu peaktnsom «MPOBA-PAMWO», n TwaTenbHO nponosowuTe
ero, wusberas pa3bpbi3rMBaHMsA >XWUAKOCTWU. 3aTeM U3BMEKUTE 30H4 W3 pacTBopa,
NpMXuMas ero K CTeHKe Mpobupku, OTOXMUTE M3ObLITOK XWMAKOCTW, yAanuTe 30HA4 U
BblbpocbTe. lpun HeobxoammocTu B3aTUS 6GuomaTepmana U3 HecKoNbKux 6moTonos
nosToOpuTE Mpoueaypy, KaxAabli pa3 3abupass MaTepuan HOBbIM 30HAOM B HOBYH
npobumpky.

MAOTHO 3aKponTe KPbIWKY NPpobMpKK, NMPOMapKNpynTe Npobupky.

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

He 6onee 24 v,

MNpeno6bpaboTky, NpobonoAroTOBKY U XpaHEHME MaTepuana NpoBOAAT B COOTBETCTBUU C

WHCTPYKLMEN K KOMMNEKTY/Habopy peareHToB ans BblaeneHus AHK ns 6uonormyeckoro matepuana.

4.

Mpwn B3aTMK COCKOBOB B NMPOBUMPKKM C PU3NOMOTMYECKMM PacTBOPOM WAW TPAHCMOPTHOWM
cpenoin nepen BblgeneHneM [OHK komnnektamm «MPOBA-ITC» wnn  «MNPOBA-HK»

BbINoSHUTE NpenobpaboTky:

4.1 MpobupKy, coAepxalwyl  aHaAu3MpyeMblii  MaTepuan, ueHTpudyrupyinte npu

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

MpuMeuyaHue — Mcnonb3ynte LeHTpudyry ansa npobmupok ob6bémom 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 UCNoNb30BaHUM ANS BblAeNeHuss KoMnaekTa peareHtoB NMPOBA-
C nan 100 mkn (ocapgok + xuakas dpakuus) npu UCNosb30BaHUM ANS BblAENeHUs
koMmnnekTa peareHToB NMPOBA-HK. NMpobupkn NAOTHO 3aKpbITh KPbILLKaMW.

Mony4deHHbIn MaTepmnan rotos 4nsa sblaeneHna OAHK.

Mpu B3ATMKM cockob6oB B Npobupkm c peaktnsoM «lPOBA-PAMNO» AONOAHUTENBHOWN

npenobpabotkn He TpebyeTcs, MmaTepman rotos Ans sbiaeneHns AHK.
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6.4 MepBas nopums yTpeHHen Moun

MepBylO MOpPUMIO YTPEHHEN MOYM B KayecTBe 6MOMOrMYeckoro mMartepuana UCNoNb3yloT
npu OCTPOM BOCMasIMTENIbHOM MNpoOLEecce HUXHUX OTAEeNOB MOYenosI0oBOro 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 3aKpbIBAalOT U MapKUPYIOT.

6.5 CekpeT npocraTtbl (NpeacraTenbHOM Xenesbl)

MNepen B3ATWMEM ceKpeTa MNpOCTaThl peKOMEeHAYEeTCs MON0BOE BO3JepXaHue B TeueHue
Tpex CyTOK A0 uccnenosaHus.

Mepen B3aTMEM CeKpeTa NpocTaThbl rOSI0BKY MOM0OBOro YaeHa obpabaTbiBaloT CTEPUIIbHBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PN3NOOrMYECKUM PacTBOPOM.

CekpeT npoctatbl cobupaloT nocne npeaBapuUTENbHOrNO Maccaxa npocTaTbhl 4epes
npsMyl0 KUWKY. Maccax npoBOoAUT Bpay, MNOCPeACTBOM 3SHEPruyHoro HaaaB/MBAKOLLEro
ABUXEHUS OT OCHOBaHUS K BEPXYLUKE Xese3bl.

Mocne OKOHYaHMS Maccaxka BbIAENMBLUMNCSA MPOCTAaTUYECKUIA CEKPEeT B BuAe CcBOBOAHO
cTtekawowen kanam (0,15-1,0 mn) cobupaloT B OAHOPA30OBYK CYXYH CTeEpWbHYK Npobupky
06BEMOM 2 MM UMK KOHTENHep 06BEMOM A0 60 M.

EMKOCTb C CEKPETOM MPOCTaThl rEPMETUYHO 3aKPbIBAKOT KPbILIKOW M MapKUPYIOT.
BHUMAHME! T[lpn nogo3peHnM Ha OCTpblA MPOCTaTUT BbIMOAHATE MaccaXx npocTaThl

KaTeropmyeckmu 3anpeweHo!!!

6.6  2aKkynaT

Mepen cb6opoM 3skynsaTa (CEMEHHON XMAKOCTN) PpEKOMEHAYETCS NO0BOE BO34epXKaHue B
TeyeHue Tpex CyTOK A0 UCCNefoBaHus.

Mepen cb6opoM 3sKynsaTa NaUMEHT MOUUTCSA B TyaseTe, NOJIHOCTbIO OMOPOXKHAS MOYEBOWN
ny3blpb.

Mocne MoyencnyckaHmsa naumeHT AO/KEH TWaTeNlbHO BbIMbITb PYKU C MbIZIOM U MPOBECTU
TyaneT Hapy>XHbIX MNOSIOBbIX OPraHOB C MbIIOM M BOAOM. [ON0OBKY MOSIOBOr0 4YfeHa U KpanHIoW
NMaoTb Heo6XoANMO BbICYLWINTb CTEPUIbHOW candeTKon.

DAKYNAT nonyyarT nyteM mactypbaummn n cobmpatoT B CTEPUIIbHBIN KOHTENHEP 06bEMOM
Ao 60 mn.

EMKOCTb C 39KYNSTOM FEPMETUUYHO 3aKPbIBAKOT KPbILIKON U MapKUPYIOT.

6.7  TpaHcnopTMpoBaHWE U XpaHeHne uccnegyembix 06pasuos

JonyckaeTcsi xpaHeHne obpasuos npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u. B
C/ly4yae HeBO3MOXHOCTWM AOCTaBKM MaTepuana B nabopaTtopuio B TeyeHue CYTOK AornycKaeTtcs
OAHOKPATHOE 3aMopaxuBaHue mMatepuana. [lonyckaeTcs XxpaHeHue 3aMOPOXEHHOro Matepuana

npu TemnepaTtype oT MuUHycC 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 uUCnonb3oBaTb KoMniekT peareHToB MNPOBA-PAMWA npwu BbigeneHum
OHK n3 cocko60B 13 yporeHnUTanbHOro Tpakta My>X4uH.

BHUMAHME! He3aBncMMO OT MUCMOJb3yeMOro KoMriekta angd BblgeneHna [OHK w3

éuonornyeckoro Martepuana OOHOBPEMEHHO HeobxoaMMo NOArOTOBUTb  OTpuUATESNbHbIN

KOHTpPOJIbHbIN 06paseLl, npoweawunin Bce 3Tanbl Npob6onoaroToBku. B KayecTBe oTpmuaTenbHOro

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

yKa3aHHOM B MHCTPYKLUMM K KOMMNEKTY peareHToB 415 Bblagenenms AHK.

7.2 Moarotoska u nposeneHue MNLP. ®acoeka S

7.2.1 TpomapkupyihTe HeobxoamMoe KOAMYeCcTBO NpobmMpok €O cMecbk Ana amnandukauum,
3aneyataHHoOM napaduHOM: AN wuccnegayembix o06pasuoB, 4758 MOJIOXUTENbHOMO
KOHTpPONbHOro obpasua (K+) u oTpuuaTenbHOro KOHTpofibHOro obpasua (K-). lMpwm
NCnonb3oBaHUM Habopa peareHToB B ucnonHeHun «lMLUP ¢ dnyopecueHTHON aeTekumen
MO KOHEYHOW TOYKe» MpPOMapKUpPYyMTe A[OMNOMHUTENbHO ABe npobupkn «OOH» ans

KOHTpona ¢oHa dnyopecueHuunn.

Mpumep: Heobxoammo npoaHanmsuposaTth 4 obpa3sua. Ansa aTtoro HeobxoanMo:

—  «[MUP c petekumen B pexmme peanbHoro BpemeHun», «lMLP c geTtekumen MeToaoM resib-
anekTpodopesa»: npomMapkuposatb 4 npobupkn Ans wuccnepyemblx o06pasuoB, OAHY
npobupky anga «K-» n ogHy npobupky ansa «K+». Obwee konmyectso Nnpobupok — 6.

— «MUP c dnyopecueHTHON JeTeKuMmel nNo KOHEYHOMW 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 MNpoMapKMpoBaHHble npobupknu (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 (npy HEO6XO0AMMOCTM) MO O4HOM Kanae MMHepasbHOro
macna (okono 20 Mkn). 3akponTe NAOTHO Npobupku.

7.2.5 BcTpsixHuTe npobupkn ¢ npenapatoM [AHK, nNoONoXuTenbHbIM  KOHTPOJIbHbIM
obpasuom (K+) u oTpuuaTenbHbIM KOHTPONbHbIM o06pa3uom (K-) B TeyeHume 3-5C u

LeHTpUdyrmpymTe B Te4eHue 1-3 ¢ Ha MUKpPOLIEHTpUdyre-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,
nepes BHeceHueM cnepywouwero. [penapatel AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

dunbTpoM.

7.2.6 BHecuTe B COOTBETCTBYHOLWIME MNPOMapKUpoOBaHHble MPobMpKKM, He noBpexaas Cnomn
napaduHa, 5,0 Mkn BblgeneHHoro M3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+», «OOH>»).

7.2.7 BHecuTe B npobupky, npoMapkupoBaHHyt «K-», He noBpexpas cnon napaduHa,
5,0 MK oTpuuaTenbHOro KoHTposibHoro obpasua, npowegwero stan BbigeneHna AHK
(cm.n.7.1),

7.2.8 BHecuTe B nNpobupky, npoMapkmpoBaHHyio «K+», He noBpexaas cnon napadwuHa,
5,0 MK/ NOSIOXNTENBHOIO KOHTPOJSIBHOrO o6pasua.

7.2.9 BHecute B npobupku, npomapkumpoBaHHble «®OH», 5,0 wMkn oTpuuaTenbHOro

KOHTposibHOro o6pasua, npoweawero 3tan sBbigenennsa AHK (cm.n.7.1).

MpumMmeyaHne - FoTOBblIE HOPMMPOBOYHbIE MpPobupkn «®OH» gonyckaeTcsa MCNosib30BaTb

MHOTOKPaTHO MpU Kaxaol aeTekuuu pesynbtaToB MLP ¢ peakumoHHbIMU NMpo6UpKaMU U3 TOWN e cepun

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

oAHOro Mmecsiua B TeMHOM MecTte. [lpu npoBeAeHMW AeTekuum NpobUpKM AO/MKHbI UMETb KOMHaTHYIO
TemnepaTypy oT 18 °C go 25 °C, gnsa aToro, 3a OAWH 4Yac A0 MPOBEAEHMS AETeKUMU, UX Heobxoammo

AOCTaTb U3 XonogulbHUKaA.

7.2.10 UeHTpndyrupymnte Bce npobupkun B TeyeHmne 3-5 ¢ Ha MUKpoLEHTpudyre-sopTeKce.

7.2.11 YcTaHoBUTE BCe NpobMpKn B TEPMOCTAT NMporpaMMmpyemsin nnn B 610K amnandukaTopa
n npoeeamte TMLUP B pexume, nNpuMBeAEHHOM AN aMMAM@PUKATOPOB C aKTUBHbIM
perynmpoBaHueM, C yyeTom obbéMa peakuMOHHOM cMecu, paBHoro 35 Mkin. MporpaMmmel

amnandunkaumm ana dacoskm S npueedeHnol B Tabnuuax A.1-A.6 (MpunoxeHune A).

MpumeuvaHune - T[poaykTbl aMnanduKaumMm MOXHO XpaHWTb npu TemnepaTtype oT 2°C go 8°C B

TeYyeHmne oAHOro Mecsila unm npu TemnepaTtype ot MUHYC 18 °C go MmHyc 22 °C B TeueHune 12 mecsiLes.

7.3 lMoarotoska un nposefeHue MNLP. dacoBka W.
7.3.1 [poMapkupyinTe HeobxoanMMoe KOMMYECTBO UYUCTbIX aMnaMdUKaunMoHHbIX MNpobupok
0bbémom 0,2 Mn: ana uccnegyembix o06pasyoB, ANS MNOSOXUTENbHOrO KOHTPOJIBHOMO

obpasua (K+) n otpuuatenbHOro KOHTponbHoro obpasua (K-).

Mpumep: Heobxoanmo npoaHanu3upoBaTb 4 obpasua. [Ana 3T0oro Heobxoammo
npoMapkunpoBaTb 4 Npobupkn Ansa nccnepyembix obpasuos, oaHy npobupky ana «K-» n ogHy

npobupky ans «K+». Obwee KonmuyecTtso Npobmpok — 6.

7.3.2 BcTpaxHuTe npobupky Cco cMecbto gna  amnandukauum B TedeHme 3-5¢C wu
LeHTpudyrmpymnTe B Te4eHme 1-3 ¢ Ha MUKpoOLEeHTpudyre-sopTeKkce.
7.3.3 BHecuTe B Kaxayl NpoMapkmpoBaHHyto npobupky no 20 MKn cMecnm Ans

amnandunkaunn.
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7.3.4 [obaBbTe B KaxXAyl MNPOMapKMpOBaHHY Npobupky no ogHon kanne (okono 20 Mkn)

npeABapuTeNbHO pacniaBfeHHoro napaduvHa. 3akporTe NpobUpPKM KpblLKaMK.

BHMUMAHME! MapadwvH pomxkeH 6bITb npeaBapuTenbHO pacniaBneH Ha TBepAoTesIbHOM

TepMmocTtaTe npu Temnepatype 80 °C B TeyueHne 10 MUHYT.

7.3.5 LUeHTpudyrmpyrite npobmnpkn B TedyeHme 3-5 C HA MUKpPOLIeHTpUdyre-sopTeKkce.

7.3.6 Tlomectnte nNpobupku B TBEPAOTENbHbIA TEPMOCTAT U MHKYbMpynTe npu TemnepaType
80 °C B TeyeHue 5 MUHYT.

7.3.7 TMNepeHecnTe npobupkn B WTaTMB "paboyvee MecTo", He HAK/IOHAS M He NnepeBopaymnBas u
MHKYbMpyliTe Npmn KOMHaTHOM TeMnepaTtype oT 18 °C go 25 °C Ao NosiHOro 3acTbiBaHUS
napadmHa (06bIYHO 5 MUHYT).

7.3.8 BcTpsxHuTe npobupky € pactBopoM Tag-nosmmepasbl B TeyeHme 3-5¢ wu
LeHTpudyrnpynTte B TeyeHue 1-3 ¢ Ha MMKpoUeHTpudyre-sopTekce.

7.3.9 BHecuTe BO BCe MpOMapKuMpoBaHHble NpobupknM, He noBpexaas cfon napaduHa, no
10 Mkn pacteopa Tag-nonummepassbl.

7.3.10 [lobaBbTe B Kaxayt npobupky (nNpm HeO6XO0AMMOCTM) MO OO4HOM Kanae MMHepasnbHOro
mMacna (okono 20 Mkn). 3aKkponTe NAOTHO NPOoBUpPKN.

7.3.11 BcTpaxHute npobupkn ¢ npenapatoM [AHK, nonoXutenbHbIM  KOHTPOJIbHbIM
obpasuom (K+) 1 oTpuuaTenbHbIM KOHTPONbHbIM o06pa3uom (K-) B TeyeHume 3-5C u

LeHTpUdyrnpyinTe B TedyeHne 1-3 ¢ Ha MUKPOLIEHTpUdYyre-BopTeKce.

BHUMAHME! [1na npenoTBpalleHna KOHTaMUHauuu cneayet nepef sHeceHmeM [AHK oTkpbiBaThb
KPbILWKN TOSIbKO TeX Npobupok, B KOTopble ByaeT BHOCUTBLCSA AaHHbIA obpa3el, U 3aKkpbiBaTb UX,
nepen BHeceHueMm cnepywouwero. [lpenapatbl AHK cneayet BHOCUTb HAKOHEYHUKaMU C

dunbTpoM.

7.3.12 BHecuTe B COOTBETCTBYHOWME MPOMapKUpoOBaHHble MpPobuMpKKM, He noBpexaas Cnomn
napaduHa, 5,0 Mkn BbigeneHHoro n3 obpasua npenapata AHK (kpome npobmpok «K-»,
«K+»).

7.3.13 BHecute B npobupky, npomMapkupoBaHHyto «K-», He noBpexpas cnok napaduHa,
5,0 MK OTpMUATENIbHOrO KOHTpOsibHOro obpasua, npowegwero stan BbigeneHuns OHK
(cm.n.7.1),

7.3.14 BHecnte B nNpobupKy, npoMapkmpoBaHHyto «K+», He noBpexgas cnon napaduHa,
5,0 MK NOJIOXUTENBbHONO KOHTPO/bHOro obpasua.

7.3.15 LUeHTpndyrmupyinte Bce npobmnpkn B TeyeHmne 3-5 ¢ Ha MUKpoueHTpudyre-sopTeKkce.

7.3.16 YcTaHoBuTe BCe npobupkun B 610K getektupytowero amnandukatopa n nposeaute MLUP ¢
y4yeToM o6béMa peaKLMOHHOM cMecu, paBHoro 35 Mk. Mporpammbl amnnudukaumm ans

dacosku W npuseaeHbl B Tabnuuax A.1-A.4 (MpunoxeHue A).

7.4 MoarotoBka u nposeaeHune T[UP. ®acoBka W, C WUCMOMb30OBaHMEM [0O3UPYHOLLErO
ycTponctea ATcTpum
7.4.1 BcTpaxHuTe npobupky C€O CMecbld Ansa amnandukaumm B TedeHuMe 3-5C w

LeHTpudyrupyiTe B TedeHne 1-3 ¢ Ha MUKPOLIEHTPpUdYre-BopTEKCE.
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7.4.2 BCTpsixXHUTe nNpobupky C pactBopoM Tag-nonumepasbl B TedyeHune 3-5C wu
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLLEeHTpUdYyre-BopTeKkce.

7.4.3 BcTpaxHute npobupknm ¢ npenapatoM [AHK, nNOAOXWUTENbHbIM  KOHTPOJSIbHbIM
obpasuom (K+) 1 oTpuuaTenbHbIM KOHTPONbHbIM o6pa3uoMm (K-) B TeyeHume 3-5cC u
LeHTpndyrmpymnTe B Te4eHme 1-3 C Ha MUKpoOLEeHTpudyre-sopTeKkce.

7.4.4 YcTaHoBUTe Npobupkm co cMecbio Ansd amnamdukauum, pacTBopoM Tag-nonmMmepasbl,
napaguHoOM, MUHepasbHbIM MacnoMm, ¢ npenapatamm [OHK, nonoXxutenbHbIM
KOHTPOJIbHbIM 06pasuoM W oTpuuaTtesibHbiM KOHTPOJIbHbIM 06pa3uoM, a TakK xe
MukponnaHwetr ang MUP Ha pabounii cron ATcTpuM W npoBeauTe A03MpPOBaHUE
KOMMOHEHTOB COrlacHO PYKOBOACTBY MO 3KCMNyaTaunu.

7.4.5 T[loMecTuTe aKKypaTHO, HE BCTPSAXMBAs MMKPOMJIAHLIET B MOAJIOXKY repMeTU3npyrLLEero
ycTpoictBa [Tnak nocne 3aBeplleHMs nporpaMMbl Ha [AO3UPYHOLWEM YCTPOMCTBE
OTcTpum.

7.4.6 [lpoBeamTe npoueaypy 3anedaTbiBaHWS MUKPOMJAHLWET TEpPMOMJIEHKOM COrflacHo
MHCTPYKUMK K Npmnbopy ATnak.

7.4.7 UeHTpudyrmupynte mmkponnaHwet npu 1000 06/MnH B TeueHne 30 c.

7.4.8 YcTaHOBMTE MuUKponaaHweT B 610K aeTekTupytowero amnnmdbukatopa n nposeante MLP
C y4yeToM o0b6bEMa peakuMOHHOM cMmecu, paBHOro 35 Mki. Mporpammel amnnamvdbukaunm

ana dacoskm W npueepeHbl B Tabnmuax A.1-A.4 (MpunoxeHune A).

7.5 Moarotoeka mn nposegeHue MNLP. ®acoska U
7.5.1 TlpoMapkupyiTe HeobxoaMMoe KOJIMYECTBO UMUCTbIX aMMAMMUKaAUMOHHBLIX MNpobupok
obvémom 0,2 Mn: ans wmccneayemblx o6pasuoB, AN MNOJSIOXUTENbHOMO KOHTPOSIbHOMO

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

Mpumep: Heobxognmo npoaHanu3mpoBatb 4 o6pasua. [Ona 3storo  Heobxoammo
npomMapkmpoBatb 4 nNpobupkn ans uccnegyembix o6pasuos, oaHy npobupky ana «K-» n ogHy

npobupky ans «K+». Obwee KonmuyecTso NpobmMpok — 6.

7.5.2 BcTpaAxHuTe npobupky €O cMecblo A8 aMmnandukauum B TedeHme 3-5¢C wu
LeHTpudyrnpymnTte B TedyeHne 1-3 ¢ Ha MMKpOLEHTpUdyre-sopTekce.

7.5.3 BHecnte B KaxAayw TMpOMapKMpoBaHHyto npobupky no 6,0 Mkn cMecnm Ans
amnandukaymu.

7.5.4 BctpsxHute npobupku c MUP-6ydepom n nonmmepasonn TexHoTaq MAX B TeueHune 3-5 ¢

N LueHTpudyrupyinTe B TeyeHme 1-3 ¢ Ha MMKpoUeHTpudyre-sopTeKkce.
MpunmeuaHune — Monmmepasy TexHoTag MAX poctaBaTb M3 MOPO3W/IbHOM KaMepbl HENOCPEACTBEHHO
nepean ncnonb3oBaHUEM.
7.5.5 TpurotoBbTe cMmech lNLP-6ydepa c nonnmepason TexHoTaqg MAX. [lns 3TOro cMewanTe B
oTaenbHon npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa;
e 0,3 x (N+1) mkn nonnuMepasbl TexHoTaq MAX,

roe N — Konnm4ecTBo NMPOMapKUpPOBaHHbIX MPOBUPOK C YUETOM «K-», «K+»,
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Mpumep: Heobxoaumo npoaHanusanpoBaTtb 4 obpasua, «K-», «K+».
MpomMapKUpoBaHHbIX NPObUpPoK — 6.
Heobxoanmo npurotoButb cMecb [LP-6ydepa wn nonumepasbl TexHoTaq MAX ansa

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

7.5.6 BcTpaxHute npobupky co cmecbto TMLUP-6ydepa ¢ nonumepason TexHoTaq MAX B

TeyeHune 3-5 c 1 ueHTpudyrnpyinTe B TedeHmne 1-3 ¢ Ha MMKpoueHTpudyre-sopTeKkce.

MpunmeyaHune — Cmecb [MUP-6bydepa u nonumepasbl TexHoTaq MAX HeobxogMMo rOTOBUTb

HENocpeACTBEHHO nepea Ncnosib3oBaHNEM.

7.5.7 [obaBbTe B npobupkm co cmecbio ans amnandukaumm no 6,0 Mk cmecu MNLP-6ydepa m

nonumepasbl TexHoTag MAX. 3akponTe nAOTHO Npobupku.

MpunmeuaHune — Nocne pobasneHna cmecn MLP-6ydepa n nonnmepassl TexHoTaq MAX B npobumpku co

CMecblo ANns amnaMduKaumm Heob6xoAnMMo B TeUEHUe ABYX YacoB BbIMOMAHWTL Nn.7.5.8 - 7.5.13

7.5.8 BcTpsixHuTe npobupkn ¢ npenapatoM [AHK, nNONOXUTENbHbIM  KOHTPOJSIbHbIM
obpasuom (K+) n oTpuuaTenbHbIM KOHTPONbHbIM o06bpa3uom (K-) B TeyeHune 3-5C u

LeHTpUdyrnpyinTe B TedyeHme 1-3 ¢ Ha MUKpPOLEHTpUdYyre-BopTekce.

BHUMAHME! [1na npeaoTBpalleHna KOHTaMUHauuu cneayet nepej sHeceHmeM [AHK oTKpbiBaThb
KPbILWKN TOIbKO TeX Npobupok, B KOTopble ByaeT BHOCUTLCSA AaHHbIN obpa3el, U 3aKkpbiBaTb UX,
nepes BHeceHueM cnepywouwero. [penapatel AHK cneayet BHOCUTbL HAKOHEYHWKaMU C

dunbTpoM.

7.5.9 BHecuTe B COOTBETCTBYIOLWME MPOMApKMpoBaHHble Npobupkn 6,0 MKN BblAENEHHOrO U3
obpasua npenapata OHK (kpome npobupok «K-», «K-+»).

7.5.10 BHecuTe B Npobumpky, npoMapknpoBaHHyto «K-» 6,0 MKI oTpuuaTeslbHOr0 KOHTPObHOMO
obpasua, npoweawero stan Bbigenenns AHK (cm.n.7.1).

7.5.11 BHecute B npobupky, npoMapkmpoBaHHyt <«K+» 6,0 MKA MNOAOXUTENbHOro
KOHTpoJsibHOro obpasua.

7.5.12 LeHTpndyrmupymnte Bce npobupkn B TeveHmne 3-5 ¢ Ha MUKpoueHTpudyre-sopTeKkce.

7.5.13 YcTaHoBuTe BCe npobupkun B 610K aetektupytowero amnandukatopa n nposegute MLUP ¢
yuyeToM 06béMa peakUMOHHOM cMecu, paBHoro 18 mki. Mporpammbl aMmnandukaumn 4ns

dacoskn U npmsegeHbl B Tabnuuyax b6.1-6.4 (MpunoxeHne b).

7.6 MoarotoBka wn npoeeaeHne TUP. ®acoBka U, C MCNONb30BaHUWEM [O3UPYIOLLErO
ycTponctea ATcTpuM

7.6.1 BcCTpsAXHMTe npobupky CcO cMecblo Ana amnavdukauum B TedeHue 3-5¢C u
LeHTpUdyrupymnTe B TedeHme 1-3 ¢ Ha MUKpPOLEeHTpudyre-BopTeKce.

7.6.2 BcTpsAxHuTe npobupku ¢ MUP-6ydepom n nonumepasonn TexHoTaqg MAX B TedeHue 3-5 C

N LUeHTpudyrmnpylite B TedeHne 1-3 ¢ Ha MUKpoOLEHTpPUdyre-BopTeKce.

MpuMeuvaHune — MNonuMmepasy TexHoTag MAX poctaBaTb M3 MOPO3USIbHOM KaMepbl HernocpeacTBEHHO

nepeg ncnonb3oBaHUEM.
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7.6.6

7.6.7
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Cnepysa ykasaHuam O posupytowero ycrponctea ATcTpuM, B OTAeNbHOM npobupke
npurotoBbTe cMech MNLP-6ydepa c nonmMmepason TexHoTaqg MAX.

BcTpsaxHuTe npobupky B TedyeHue 3-5C un ueHTpuUdyrupynte B TeyeHue 1-3 Cc Ha
MUKpoLeHTpudyre-sopTekce.

BcTtpaxHute npobupkm ¢ npenapatom  AOHK, NONOXWTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) 1 oTpuuaTenbHbIM KOHTPONbHbIM o6pa3uoM (K-) B TeyeHume 3-5cC u
LeHTpndyrmpymnTe B Te4eHme 1-3 C Ha MUKpoOLEeHTpudyre-sopTeKkce.

YcTtaHoBuTE nNpobupKM CO cMecbio ans amnamdukaumum, co cmecbio [MUP-6ydepa wu
nonuMmepasbl TexHoTaq MAX, c¢ npenapatamm [OHK, nonoXuTenbHbIM KOHTPO/bHbIM
06pa3uoM 1 oTpuuaTenbHbIM KOHTPOJIbHLIM 06pa3uoM, a Tak e MmkponnaHweT ans MuP
Ha paboumin cton ATcTpuM U nposBeauTe A03MPOBaAHWE KOMMOHEHTOB COrfacHo
pPYKOBOACTBY MO 3KC/yaTtaumu.

MoMecTnTe akKypaTHO, HE BCTPSAXMBAS MUKPOMIAHLIET B MOANOXKY FrepMeTU3npyowero
ycTponctBa [Tnak nocne 3aBeplleHuMs MporpaMMbl Ha A03MpYloWeM YCTPOMUCTBE
OTcTpum.

MpoBeanTe npoueaypy 3anedaTbiBaHUS MUKPOMJAHLWIET TEpPMOMJIEHKON COrnacHo
WMHCTpYKUMK K npubopy ATnak.

LeHTpudyrmpynte mukponnaHwet npu 1000 06/MnH B TeueHne 30 c.

7.6.10 YCTaHOBUTE MUKpOMaHLWET B 6/10K AETEKTUPYIOLLEro aMnnaudukaTtopa 1 nposeauTte MLP

8.1

8.2

8.3
8.3.1

8.3.2

C yyeToM 06bEMa peakuMOHHOM cMecu, paBHoro 18 Mkn. MporpamMMbl amnaudukaumm

ansa dacoskm U npuseaeHbl B Tabnuuax b.1-6.4 (MpunoxeHue b).

PETMCTPALUMA PE3SYJIbTATOB AMITJTTIUOUKALINAN

Pernctpauunsi pesynbTaTtoB aMmnandukaumnm ¢ ncnonbsosaHuem MUP-geTekTopa

Mocne nMpoxoXaeHus peakuuu amnambukaumm npobupku nomectute B lMLP-geTekTOp,
odopMUTE NPOTOKOSA W MpPOBEAUTE pPEerncTpauunio pesynbTaToB B COOTBETCTBUM C
WMHCTPYKUMEl K npubopy (MoporoBble 3HayeHus Ans crneumdbuyeckoro npoaykTa

coctaBnsatoT 1,75-2,10, ana BHyTpeHHero KoHTpons — 2,50).

Pernctpauus pesynbtatoB amnamdbukaumm C  WUCMNOAb30BaHMEM  AETEKTUPYHOLWKMX
amnandunkaTopos

Perncrtpauus curHana dnyopecueHumm npoBoanTcs NpnbopoM aBTOMaTMYECKN BO BpeMS
amnnndunkaunmn. OdopMneHme npoToKosa WM aHaam3 pes3ynbTaToB MNpoOBOAUTCA B

COOTBETCTBMU C MHCTPYKLMEN K nNpmbopy.

Perncrpauuvs pesynbtaTtoB aMmnnmdmkaunm ¢ MCNonb30BaHMEM refib-aneKTpodopesa

MO OKOHYaHWuM peakumm amnamdukaumm pesynbTaTbl aAHANM3UMPYIOT  METOAOM
rOPM30HTANbHOIO refb-anekTpodopesa B COOTBETCTBMM C WMHCTPYKUMEN K KOMMNEKTY
peareHToB 475 getekunn npoayktos MNLP MeTogom renb-anektpodopesa.

OTkponTe KpbiwkK Npobupok ¢ npogykramm amMmnandukauum n nNpokonute B napaduHe

OTBEpPCTME AMAMETPOM MpUMepHO 2-3 MM C MOMOLLbIO CTasibHOW MpoBosioku. [Mocne
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8.3.3

8.3.4

8.3.5

8.3.6

8.3.7

9.1

9.1.1

9.1.2

9.1.3

9.1.4
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NnpoKanbiBaHMUS Kaaoh NpobupKnM MNpOBOJSIOKY MPOMbITb B EMKOCTWM C BOAOMNPOBOAHOWM
BOAOW.

BHecuTe ocTopoxHOo 7,0 MK NpOoAYKTOB aMmnguKaunm ns Kaxaon aMningukKaunoHHoOM
NpobMpKM B COOTBETCTBYIOLLYIO JIYHKY arapo3Horo rens nog 6ydepHbin pacTteop.
YCTaHOBMTE KPbILWKY KaMepbl An4 anekTpodopesa U NogKIoUYnTe UCTOYHUK NOCTOSAHHOMO
ToKa. DnekTpodopes nNpoBoaAaT nNpu HanpsxeHun 20 BonbT/cM B TeveHue 10 MuH (npwm
wupuHe kamepbl 10 cM, HanpsxeHue, yCTaHaBNMBaeMOe B MWCTOYHMKE MOCTOSHHOMo
ToKa, A0MKHO 6bITb NpmnbnmnsmnTtensHo pasHo 200 B).

OTKNUYNTE UCTOYHWUK MOCTOSHHOIO TOKa MOC/e OKOH4YaHus anekTpodopesa, CHUMUTE
KPbILWKY C KaMmepbl.

BbIHbTE MIAaCTUHY C arapo3HbIM resieM U3 KaMmepbl Ans anekTpodopesa, CHUMUTE refb C
NaacTUHbI, NOALENMB €ro € Kpas, U NMOMeCTUTE Ha 3KpaH TpaHCU/IIOMMHATOpa.

HazeHbTe 3alMTHYHO MacKy WM  YCTaHOBMTE  3alUMTHbIM  3KpaH, BK/OUUTE
TPAHCWIIOMUHATOP W MNpoaHanu3MpyinTe  MNOJSy4YeHHble  pe3ynbTaTthl.  [poaykT
aMnandunkaumm BnaeH B ynbtpadumnonetosom ceete (AAnHa BOSHbI 254 HM unum 310 HM) B

BUAE CBETALLENCS MONOCHI KpaCHO-OpaHXeBOro UBeETa.

YYET PE3YJIbTATOB PEAKLIA

YuyeT pe3ynbTatoB peakuunm C nomowbto [LUP-geTekTopa wnuM AeTekTupylowero
amnnudukaTopa

YuyeT W uWHTEpnpeTaums pe3yabTaToB peakuMn OCYLLECTBASIETCS aBTOMATUYECKU C
MOMOLWbIO MporpaMMHoro obecneyeHus, nocraBnsemoro c [LUP-getekTopoM wnm
OETEKTUPYIOWMM aMnnndmKaToOpoM.

B 6uonormnuecknx obpasuax, cogepxawmnx AHK Neisseria gonorrhoeae (cneunduyeckmin
NpoAyKT):

nporpamma TlLP-geTekTopa dUKCHMpyeT MOSOXUTENbHbIM  pe3ynbTat. PesynbTaT
amMnamdunkaunmm BHYTpPEHHEro KOHTPO/AbHOro obpasua B 3TOM Cfy4ae B Y4YeT He
npuHUMaeTcs;

DETEKTUPYIOWNA  aMnanduKaTop pPerncTpupyer 3SKCNOHEeHUManbHbI  POCT  YpPOBHS
dnyopecueHummn  gna  cneumduyeckoro  npoaykrta. Pesynbtart  amnandukauum
BHYTPEHHero KOHTpoabHOro obpasua B 3TOM C/lyyae B y4eT He NpUHUMAETCH.

B 6uonornyecknx obpasuax, He cogepxawmnx AHK Neisseria gonorrhoeae:

nporpamma [UP-getektopa npuv  MNOMAOXUTENbHOM  pe3yfabTaTe  amindukaunm
BHYTPEHHEro KOHTPOJIbHOro obpa3sua puKcMpyeT oTpuuaTebHbIl pe3yabTaT;
OETEKTUPYIOWMA  aMNINGUKATOp pPEerncTpupyetr 3SKCMOHEHUMasnbHbI  POCT  YpPOBHS
dhnyopecueHUMNn BHYTPEHHEIO KOHTPOJIbHOro obpa3sua U OTCYTCTBUE SKCMOHEHLMANbHOro
pocTa KpuBOW Ans cneundmyeckoro npoaykra.

Pe3ynbTaT oUeHNBAETCA Kak HeAOCTOBEPHbLIN B C/yyae:

oTpuuaTtenbHoro pesynbtata Ha Hannuymne JHK Neisseria gonorrhoeae v oTpuLaTeNibHOro

pe3ynbTaTa aMnanduKkaunum BHyTPeHHEro KoOHTposbHoro obpa3sua (MLP-aetekTop).
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9.1.6

9.2
9.2.1

9.2.2

9.2.3
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OTCYTCTBUSI 3KCMOHEHUMaNbHOro pocTa ypoBHS dnyopecueHumMn ana crneumdunyeckoro
NpoAyKTa M ANs BHYTPEHHEro KOHTPosbHOro obpasua (AeTeKTUpyowmn aMmnanpukaTop).
3TO MOXeT 6bITb BbI3BAHO MPUCYTCTBMEM MHIMBUTOpOoB B npenapate AHK, nonyvyeHHOM
M3 KJIMHMYECKOro MaTepuana; HeBepHbiM BbIMOJHEHMEM MNPOTOKOMA aHanmsa,
HecobnogeHMeM TeMnepaTypHoOro pexuma amnandukaumm wn ap. B aToM cnydae
Tpebyetca nnbo NOBTOpHas MocCTaHOBKa amnandwukaumm npenapata AHK, nmbo
noBTopHoe BblgeneHne npenapata [AHK, nnbo noBTOpHOe B3ATUE KJIMHUYECKOro
MaTepuana.

Mporpamma [LP-geTekTOopa (uUKCUMpPYeT COMHWUTENbHbIA pe3ynbTaT B Cnydae, ecnu
3HayeHne Ansa cneuudumyeckoro npoaykta nonagaeTr B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3yfabTaT amnandukaumm BHYTPEHHEr0 KOHTPOJIbHOrO obpasua B y4YeT He
npuHmMMaeTtcs). B aTom cnyyae Heo6xoAMMO NOBTOPUTbL MUCCneaoBaHMe AaHHOro obpasua
(cMm.n.9.1.4).

Mpu nonyyeHun nonoxutenoHoro pesynbtaTta (MUP-aeTtekTop) nam 3KCNOHEHUMabHOro
pocta dnyopecueHumn (getekTupyrowmin amnnndukaTop) ana  cneunmduyeckoro
npoaykta B OTpULUATE/IbHOM  KOHTPOAbHOM o06pa3ue (K-) pe3ynbtaTtbl BCeW
MOCTaHOBOYHOM cepumn 6pakytoT. B a3ToM cnyyae HeobxoAMMO NMpoBeAeHMe crneumanbHbIX

MepoanﬂTMﬁ Ansa ycrpaHeHna KOHTaMnHauuun.

YyeT pe3ynbTaToB peakuMn C NOMOLLbIO refb-anekTpodopesa

B nonoxutenbHbiXx o0bpasuax AO/MKHbI ObiTb BMAHbLI MOMOCHI OpaH)XXEeBO-KPACHOro LBETa
Ha YpPOBHE MOJIOCbl MOJIOXUTENIbHOMO KOHTPOSIbHOro o6pasua, COoOTBETCTBYHOWME
¢dparmeHTy reHoma Neisseria gonorrhoeae pasmepom 329 n.H. Hannume mnm oTcyTcTBme
NOA0Chl, COOTBETCTBYIOLWEN BHYTPEHHEMY KOHTPOSIbHOMY 06pa3suy pa3MepoM 560 n.H., B
3TOM C/ly4ae B YYEeT He MpUHUMaIoT.

B oTpuuaTenbHbix obpasuax, B TOM 4ucie B OTPULATESIbHOM KOHTpoOsibHOM ob6pasue,
CcBeTsAWMecs NosioCbl OPaHXeBO-KPACHOro LBeTa, COOTBETCTBYHOWME dparMeHTy reHoma
Neisseria gonorrhoeae pa3mepoM 329 n.H. [AO0J/IKHblI OTCYTCTBOBaTb, a Nofoca,
COOTBETCTBYKOLWAsA BHYTPEHHEMY KOHTPOJIbHOMY o06pasuy pa3mepom 560 N.H., [OJIXKHA
6bITb OTYETNIMBO BUAHA.

B cnyyae oTcyTcTBUMS B ucciegyeMom obpasue nosioCbl OpaHXeBO-KpacHOro LuBeTa,
cooTBeTCTBYOWEN ¢dparMeHTy reHoMma Neisseria gonorrhoeae pa3mepoM 329 N.H.
OTCYTCTBUSI MOJIOCbl OpaHXEBO-KPaCcHOro LUBeTa, COOTBETCTBYIOWEN BHYTPEHHEMY
KOHTpo/sibHOMY 06pa3uy pasmepoM 560 N.H. pe3ynbTaT CYUTalT HEeAOCTOBEPHLIM. ITO
MOXET O6bITb BbI3BAaHO MPUCYTCTBMEM MHIMOUTOpOB B npenapate AHK, nonyyeHHOM u3
KJIMHNUYECKOoro MaTepuana; HEeBEpPHbIM BbIMNO/IHEHMEM npoTokona aHanusa,
HecobnogeHMeM TeMnepaTypHoOro pexumma amnandukaumm u ap. B aTtom cnydae
Tpebyetcs nmbo NOBTOpHass MNOCTaHOBKa amnandwukaumm npenapata AHK, nmnbo
noBTopHoe BblaeneHne npenapata [AHK, nmbo noBTOpHOEe B3ATUE KJIMHUYECKOro

MaTtepuana.
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9.2.4 B cnyyae HaauMuus NOJSOCblI, COOTBETCTBYHOWEN dparMeHTy reHoMa Neisseria
gonorrhoeae pasmepoM 329 n.H., B OTpuMuUaTeNIbHOM KOHTpONbHOM ob6pa3ue (K-)
pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUM CUUTAKOT HEOZOCTOBEPHbIMKU. B 3TOM cnydae

Heobxoanmo npoBegeHMe cneunanbHbIX MepOI'IpVIFITVIM Ana ycrpaHeHna KOHTaMnHauuu.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N SKCNNYATALUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLECTBASKOT B TEepPMOKOHTelHepax ¢
XnagoaneMeHTamMm  BCEMU  BUAAMW  KPbITOroO  TpaHcnopta npu  TeMmnepaType,
COOTBETCTBYHOLLEN YCNOBUSAM XPAHEHUS KOMMNOHEHTOB, BXOASLWNX B COCTaB Habopa.

10.1.2 lonyckaeTcs TpaHcnopTMpoBaHne Habopa peareHToB B ¢hacoBke U npu TemnepaTtype oT
2 °C go 8 °C He 6bonee 5 cyToK.

10.1.3 Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylleHMeM TeMnepaTypHOro pexuMa,

NPpUMEHEHUIO HE MnoAasiexar.

10.2 XpaHeHune

10.2.1 KomnoHeHTbl Habopa peareHToB, 3a UCK/OYEeHMEM nonuMepasbl TexHoTaq MAX, cneayeTt
XPaHUTb B XONOAMNIbHUKE WX XON0AUIbHOW KaMepe npu TemMnepaTtype ot 2 °C go 8 °C B
TeYeHne BCero cpoka rogHoCTu.

10.2.2 Nonumepasy TexHoTaq MAX crnenyeT XxpaHUTb B MOPO3W/IbHOIM KaMepe npu TemrnepaType
OT MUHYC 18 °C ao MuHyc 22 °C B TeueHne BCero cpoka rogHocTu Habopa.

10.2.3 CMecb gns amnavdukaumMm M cMecb 4SS aMnandukauum, 3anedaTaHHY napadguHom,
cnepyeTt XpaHuUTb B XOJIOAWIBHUKE WN XONOAWIbHOM Kamepe npu Temnepatype ot 2 °C
0o 8 °C B 3aWMWEHHOM OT CBETA MeCTe B Te4YeHMe BCEero cpoka roaHocTn Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECS C HapylleHWeM pernaMeHTUPOBAHHOIO pexuMa, a

TaKXe C NCTeEKWNM CPOKOM rogHoCTu, NpMMEHEHNIO HE noanexart.

10.3 YkasaHua no akcnayaTtayumm
10.3.1 Habop p[o/mKeH nMPUMEHATbCA COrjlacHO  AEWCTBYIOWENH Bepcunm  yTBEpXXAEHHOM
WHCTPYKLUMU NO MPUMEHEHUIO.
10.3.2 Mocne BCKpbITUSA YNakKoOBKM KOMMOHEHTbl Habopa cneayeT XpaHuWTb NpuU CAeayowmx
yC/10BUAX:
- KOMMNOHEeHTbl Habopa crneayeT XpaHuTb B XOJ0AUSIbHUKE WUAW XONOAWUIbHOM Kamepe npu
TemnepaTtype oT 2 °C go 8 °C B TeyeHuMe BCero cpoka roaHoctn Habopa;
- CMeCb Ana aMmnamdukauum mn cMecb AN amnnmdukaumm, 3anedaTaHHyl napaduHoMm,
cneayeT XpaHuUTb B XONOAMNBHUKE WUAW XONOAWSbHOM Kamepe npu Temnepatype ot 2 °C
[0 8 °C B 3aWMLEHHOM OT CBETa MeCTe B Te4YeHMe BCEero cpoka roaHocTu Habopa;
- nonumepasy TexHoTaq MAX cneayeT XxpaHUTb B MOPO3MJIbHOW KaMepe npu TemrnepaType

OT MMHYC 18 °C ao MuHyc 22 °C B TeueHune BCero cpoka rogHocTu Habopa.
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YKA3AHUA MO YTUIN3ALUNU

Mpu wncnonb3oBaHnM Habopa B KIMHMKO-AMArHOCTUYECKOW nabopaTopum obpasytoTcs
oTXxoabl knaccos A n b, KoTopble KnaccuULUMpyOTCa N YTUIN3NPYIOTCS B COOTBETCTBUM
c TpeboBaHmamMm CaHluH 2.1.7.2790-10 «CaHuTapHo-anungeMnonormuyeckme tpebosaHms

K 06anJ.EHVII'O C MEANUMNHCKNUMUN OTXOA4aMU>.

Ha6opb|, npuwegwine B HENpUrogHoCtTb, B TOM 4YucCne, B CBA3UM C UCTEYEHUNEM CpOKa
roAHOCTM W HEeWUCnosib30BaHHble peakTUBbl, OTHOCATCA K KkKnaccy b v noanexart

yTUAM3auum B COOTBETCTBUM C TpeboBaHmsaMu CaHlnH 2.1.7.2790-10 n MY 1.3.2569-09.
YnakoBka Habopa peareHToB (KOpo6kKW, rpunnepbl) Mocae WCNOAb30BaHUS MO
Ha3Ha4YeHMo, OTHOCMTCA K 0TX04aM Kiacca A 1 yTunanmsunpyeTtcs € 6bITOBbIMM OTXOA4aMMU.
FAPAHTUU U3rOTOBUTENSA

MNpeanpusaTMe-nu3roToBUTElb  FapaHTUpPyeT  COOTBETCTBME  Habopa  TpeboBaHMaM
TEXHUYECKUX YCJIOBUIA MpW COBNIOAEHUM YCNOBUI TPAHCMOPTUPOBAHUS, XPaHEHUS W

npuMeHeHun4d, YCTaHOB/TEHHbIX TEXHNYECKNUMUN YCITOBUAMMN.

Cpok rogHoctm Habopa — 12 MecsueB npu cobnawogeHun BCexX  YC/I0BUN

TPpaAHCNOPTUPOBAHUA, XpaHEHUA N SKCNyaTaunn.

CNMBOJ1bl, NCMNOJIb3YEMbIE NP MAPKUPOBKE HABOPA

IVD Tonbko Ansa in vitro

AMArHOCTHKM [aTta nponsBoacTBa

ConepXXnUT UHCTPYKLUUIO

TeMnepaTypHbI AnanasoH
patyp A Mo NPUMEHEHUIO

KonnuyectBo onpeaeneHnii KaTanoxHbin Homep

fogeH po Anpec npoussoauTens

He ponyckaeTtcs
BO34elcTBMeE
COJIHEYHOro cBeTa

Em@%
B B = 5

Cepus Habopa
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14 MEPEYEHb NPUMEHAEMbIX HALLMOHAJIbHbIX CTAHOAAPTOB
FOCT 2.105-95 O6bwume TpeboBaHMS K TEKCTOBbIM AOKYMEHTaM.
FOCT ISO 14971-2011 U3penusa ™MeauuuHCKMe. [puUMeHeHne MeHeaXMeHTa pucka K
MeAVULNHCKUM U3Lennsam.
FOCT P 15.309-98 Cucrtema pa3paboTkm M MNOCTAaHOBKW MpPOAYKLMM Ha NPOW3BOACTBO.
UcnbiTaHnsa 1 npuémka BbinyckaemMor npoaykumm. OCHOBHbIE MONOXEHUS.
FOCT P 51088-2013 MeanuMHCKMe wm3genusa ana AMarHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHbIE MaTepuanbl, nuTaTenbHble Ccpeabl.
TpeboBaHnsa K U3genusaMm u NoaaepXxuBatoen JOKyMeHTaumu.
FOCT P 51352-2013 MegunumHckne wnspgenus And [UMarHoCTUKUM WH  BUTPO. MeToabl
NCNbITaHUNA.
FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KITMHUYECKUX nabopaTopHbIX
nccnegosanuii. Y.3. lMpaBuia oUEHKN KAMHMYECKON MHGMOPMATUBHOCTM NabopaTopHbIX
TecToB.
MOCT P NCO 18113-1-2015 MeanumHckme  unsgenna  ANA  AUArHOCTUKKM  in  vitro.
NHdopmaumnsa, npenocrasnsemasl usrorosutenem (Mapkuposka). Yactb 1. TepMuHbl,
onpeaeneHns n obwme TpeboBaHus.
FOCT P NCO 18113-2-2015 MeanumHckme usgenns Ans OMArHOCTUKKM  in  vitro.
NHdopmauunsa, npegocrasnseMas nsrotosmteneMm (MapkumpoBka). Yactb 2. PeareHTbl Ans
AVarHoCTuKM in vitro Ans npodecCcuoHanbHOro NpUMMeHeHus.
FOCT P NCO 23640-2015 N3penua MeauUUMHCKME Ans AnarHoctukm in vitro. OueHka
CTabunbHOCTU peareHToB AN ANArHOCTUKM in vitro.
FOCT P NCO 15223-1-2014 U3penua ™MeanmuuHckue. CWUMBOJbI, MNPUMEHSIEMblEe  MpuU
MapKUpOBaHUM Ha MEAMUMHCKUX U3AeNuax, 3TUKETKax W B COMpOBOAUTENbHOMN
AoKyMeHTauumn. Y.1. OcHoBHble TpeboBaHMS.
FOCT P 52905-2007 (MCO 15190:2003) Jlabopatopuu MeAUUMHCKMe. TpeboBaHus
6e3onacHoCTH.

M pnmMmeyaHumne -— YKasaHHble Bbllle CTaHAapThbl 6bin ﬂ,eVICTBy}OUJ,VIMVI Ha MOMEHT YTBEPXAEHUA

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

OeNCTBMe CCbIIOYHbIX HOPMATUBHbIX [AOKYMEHTOB Ha TeKywWwMinl MOMeHT. ECnnM CCbIOYHbIA  AOKYMEHT

3aMeHEH UM U3MEHEH, TO npu NnpuMeEHEHNUN HaCToALWEero 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
npuMmeHeHna un EN ISO 13485:2016 B obnactn paspaboTka, npomM3BOACTBO M npogaxa VD
peareHToB 1 Npnbopos A/ MeAULMHCKON MOJIEKYNSIPHO-FeHETUYECKON ANAarHOCTUKMN.
MpoussoanTenb: O6WECTBO C OrpaHWYEHHOM OTBETCTBEHHOCTbI «Hay4Ho-Ipon3BoacTBEHHOE
O6beamHeHne OHK-TexHonorus», OO0 «HMNO AOHK-TexHonorms» (O6WecTBO C OrpaHMYeHHOWM
OTBETCTBEHHOCTLIO), Poccus.
agpec: 142281, Mockosckas 061., r. MpoTBuHo, yn. XXenesaHogopoxHas, 4. 20.

Mecto 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.

Peknamaummn no Bonpocam kayectBa Habopa peareHtoB FTOHO-IFEH, cneayeTt HanpaBnsTb
no agpecy: 000 «AHK-TexHonorus», 117587, Poccus, r. MockBa, BH. Tep. I'. MyHULMNANbHbIN
oKkpyr YeptaHoBo 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 6ecnnatHblif),

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

AHKeTa Ans oCyLecTBNeHus obpaTHON CBA3M HaXOAUTCS Ha caliTe KOMMaHuu

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

Homep: 444-2
2021-07-19
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lMpunoxeHue A

MLP c netekumen B pexmme peasnbHOro BpeMeHu, ¢pacoBku S, W

Tabnunua A.1 — T[porpamma amnanbukauum Ansg
OEeTEKTUPYOWNX aMmnandukatopos «ATnpanm», «OTnant»,
«AT-96», «AT-322»

Ne TemnepaTypa, Yucno AL Twvn
5 MWUH | C ONTUYECKNX
6noka LUMKI0B M 6noka
n3MepeHuit
80 0 30
1 04 1 | 30 1 Umkn
94 0 30
2 64 o | 15 5 v Hukn
94 0 10
3 64 0o [15] » v Huken
4 | 94 [ o] 5] 1 ] [ Uukn
5 10 XpaHe XpaHe
Hue Hue
V' - peXUM ONTUYECKUX U3MEPEHU
Ta6bnuua A.2 — T[llporpamMma amnnudukaumm Aans
npubopa Rotor-Gene Q
N° TeMneopaTypa, Ll & Konuyectso UMKnoB
/Cyclin & il /Cycle Repeats
yeling /Temperature Time, s Y P
. 80 deg 60 .
Cycling 94 deg 20 1 time
. 94 deg 30 .
Cycling 2 57 deg v 15 5 times
94 deg 10
Cycling 3 45 times
57 deg V 15
V - peXUM  ONTUYECKMX W3MEpPEHWUN, YCTaHOBWUTb MW3MepeHue
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) wn Yellow
(Hex) npu 57 °C.

MUP ¢ dpnyopecueHTHON geTeKUunen rno KoHeYyHom
Touke, dbacoBka S

Tabnunua A.5 — T[porpamma amnaudukaumm ans
amMnAnduUKaTopoB C aKTUBHbLIM peryinpoBaHueM (HanpuMep,
Tepumnk). Bpemsi B ckobkax ykaszaHO Ans aMnamdbukaTtopos
6€e3 aKTMBHOIO perynMpoBaHus

Bpemsa Konunuyectso
Ne n.n. | TemnepaTtypa, °C n e ITRAGE
1 94,0 1 00 1
94,0 0 05 (50)
2 64,0 0 05 (50) 5
67,0 0 05 (50)
94,0 0 01 (50)
3 64,0 0 05 (50) 40
67,0 0 05 (50)
4 10,0 XpaHeHue

Tabnunua A.3 — T[porpamma amnandukaumum Ans
amnnudukaTtopa iCycler iQ
_ Setpoint PCR/Melt
Cycle | Repeats | Step Dwell Time oC ! Data
Acquisition
MporpamMma Ans cYMTbIBAHUS AMHAMUYECKUX (DaKTOPOB IYHOK
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
Tabnunua A.4 — T[lporpamMma amnaundukaumm Ans
amnnmndukatopa 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

MUP c getekumen MeToaoM renb-anekrtpodopesa,
dacoBka S

Tabnunua A.6 — T[porpamma amnaudukaumm ans
aMnanduKaTopoB C aKTUBHbIM perynupoBaHueM (Hanpumep,
Tepuuk). Bpems B ckobkax ykaszaHO Ans aMnaMdbukaTtopos
6e3 aKTMBHOIO peryimpoBaHus

Bpems Konunyectso
Ne m.m. TemnepaTtypa, °C MUH C LIMKI0B
1 94,0 1 30 1
94,0 0 20 (50)
2 64,0 0 05 (50) 5
72,0 0 05 (50)
94,0 0 05 (50)
3 64,0 0 05 (50) 40
72,0 0 05 (50)
4 10,0 XpaHeHue

Mpu ucnonb3oBaHMM Apyrux amnandukaTopoB obpaTUTecb K NpeacTaBUTENO NpousBoAUTENs ANs

YTOYHEHUA NPpOrpaMmbl aMI'IJ'IVI(bVIKaLI,VIVI.
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MpunoxeHue b

MLP c neTekuuneln B pexnme peasnibHOro BpeMeHun, acoska U

Tabnwuua B.1 — T[porpamma amnaudukaumm Ans
[ETEKTUPYOWNX amnandukatopos «ATnpanm», «OTnant»,
«[AT-96», «[AT-322»

Ne Temnepatypa, Yncno SRR Tvn
6noka °C MAH | C LMKII0B OMTUHECKUX | 6 1 oka
U3MepeHui
80 0 5
1 o4 0 5 15 Linkn
2 94 | 5 J[oo| 1 | | Unn
94 o] 30
3 64 0 [ 15 s v Huicn
94 0 10
4 64 0o [15] » v Huken
5 | 94 [ o] 5 1 ] [ Umkn
6 10 XpaHe XpaHe
Hue Hue
V' - PeXUM ONTUYECKUX N3MEPEHUI
Tabnunua bB.2 — T[lporpamma amnandukaumm ons
npubopa Rotor-Gene Q
No TeMneopaTypa, ERERS, € Konu4yectso UMKnIoB
/Cycling € el /Cycle Repeats
/Temperature Time, s
. 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 vV 15
V - peXUM  ONTUYECKMX W3MEpEHWii, YCTaHOBWUTb MW3MepeHue
dnyopecueHumm (Acquiring) no kaHanam Green (Fam) wu Yellow
(Hex) npu 57 °C.

Tabnunua bB.3 — T[porpamma amnandukaumn aAns
amnnudukaTopa iCycler iQ
. PCR/Melt
Cycle Repeats Step DWe” Setﬁ’o'm' Data
Time C L
Acquisition
MporpamMMa Ans CUMTbIBAHUS AMHAMUYECKMX HaKTOPOB IYHOK
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 amnnndukaumm
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnunuya b.4 — T[porpamma amnandukauum aAns
amnnmndukatopa iCycler iQ5
. PCR/Melt
Cycle Repeats Step DY"e" Setopomt, Data
Time C C
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 ucnonb3oBaHMM Apyrux amnandukaTopoB obpaTUTecb K NpeacTaBUTENO NpousBoAUTENs ANs

YTOYHEHUA NPpOrpaMmbl aMI'I}'IVI(bVIKaLI,VIVI.
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