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CMUCOK COKPALLEHUA N OBO3HAYEHUI

B HacToswen MHCTPYKUNN NCNONb3YKTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

RCF - OoT aHrA. relative centrifugal force, oTHoCUTEeNbHOE YCKOpPEHME LeHTPUDYIn
BK - BHYTPEHHWI KOHTPO/b

AOHK - Be30KCUpMBOHYKIEMHOBasS KUCIO0Ta

OHKa3bl - Ae30KCcupuboHykKeassbl

K- - OTpuLUaTenbHbIM KOHTPOSbHbIN 06pa3seL

K+ - MOJNIOXUTENbHbIA KOHTPOJIbHbIN 0bpa3sey

JIKO - NnabopaTopHbIN KOHTPOJIbHLIN 0bpaseL

nuprP - NoNMMepasHasa uenHasa peakuums

PHKa3bl - puboHyKkneassbl
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1 NPEAHA3SHAYEHHOE NPUMEHEHMUE

1.1 MNofHOoe HanmMeHOoBaHWe Habopa peareHToB: Habop peareHToB ANnsl BbisiBNneHus AHK

Trichomonas vaginalis w Neisseria gonorrhoeae metonom lMLP B pexnme peanbHOro

BpeMeHu (T.vaginalis/N.gonorrhoeae Komnnekc), panee no TekcTy - Habop
peareHToB.
1.2 HasHauyeHune: Habop peareHToB npegHasHadveH ansa BbissneHusa OHK Trichomonas

vaginalis n Neisseria gonorrhoeae B 6uonormdyeckoM Matepuane denoseka (Moua,
COCKOObl 3NUTENManbHbIX KNETOK W3 YPOreHuMTasnbHOro TpakTta) MeTtoaom [LP

B peXuMe peasnibHOro BpeMeHu.
1.3 OyHKLUMOHaNbHOE Ha3HavyeHue: guarHocTuka in vitro.

1.4 MokaszaHug K NMpoBeAEHMNIO aHanusa: CUMMTOMBI MHPEKLMOHHOIO

3a60/1eBaHMSA YPOreHUTaNbHOro TpakTa.
MpoTMBOMOKa3aHWn K MPUMEHEHUIO HET.

1.5 MonynsaumoHHbie M geMmorpaduyeckme acnekTbl: nNpuMmeHeHue Habopa peareHToB

He 3aBUCUT OT NONYNAUNOHHbIX U ,quorpachquKmx aCneKToB.

1.6 O6bnactb NnpUMEHEHUA: Ha6op peareHToB MOXET ObITb MCNOSIb30BaH B KJ/IMHWUKO-

ANArHOCTU4YeECKnNX na6opaTopM;|x MeANUNHCKNX yqpe»(p,eHmm.

1.7 MoTeHUManbHble MNoSb30BaTeNM: KBanMUUMPOBaHHbIA nNepcoHasn, o6y4YeHHbIN
MEeToAaM MONEKYNSPHOM AMArHOCTUKM U NpaBuiaM paboTbl B KIIMHUKO-ANArHOCTUYECKOWM

nabopatopum.

1.8 MpMMEHATb HAabop peareHTOB CTPOro Mo Ha3HAYeHWHO COMIAaCcHO AaHHOMW UHCTPYKLMMK

no NpUMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

2.1

CocTaB Habopa peareHToB

7 AHK-TEXHOJNOruA

R1-P114-S3/9, chacoBka S, cTpmnbl

HavmeHoBaHue . Konuuyectso HOMMHanbHbIN
BHewHWn Buna .
KOMIMOHEHTOB npobmpok 06bEM KOMMNOHEHTa
Mpo3pauHasa 6ecuseTHas wunu
Cmecb ansa aMmnandukaumm, posp 4 12 ctpunos
po30Bas XWAKOCTb Noja no 20 mMkn
3anevyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3payHas 6ecuyBeTHas
PactBop Tag-nonnmepassl posp H 2 npobupkun no 500 mkn
XNAKOCTb
Mpo3payHasg 6ecuseTHasa BA3Kas
MuHepanbHoe Macno posp 4 2 npobupkun no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxnTtenbHbIn Mpo3payHas 6ecuBeTHas
o 1 po3p H 1 npobupka 130 Mkn
KOHTPOJIbHbIN 06pa3seL, XNAKOCTb
KpbIWwKK ang cTpunos 12 wr

R1-P114-23/9, chacoBka S, npobupkmu

HanmeHoBaHue
KOMMOHEHTOB

BHewHun Bna

KonunyecTtBo
npobupok

HoMunHanbHbIN
06bEM KOMMOHEHTa

CMech ana aMmnandukaumm,

Mpo3pauHasa 6ecuBeTHas unu

KOHTPO/bHbIN 06pazeu!

XNAKOCTb

po30oBas XWAKOCTb Noj 96 npobupok rno 20 mMkn
3anevaTaHHas napaduHoOM
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas
Pacteop Tag-nonumepassbl posp H 2 npobupku rno 500 mkn
XNAKOCTb
Mpo3payHasg 6ecuBeTHasa BA3Kas
MunHepanbHoe Macno po3p H 2 npobupku rno 1,0 mMn
MacnsHUCTas XWAKOCTb
MonoXxnTenbHbl Mpo3payHas becuBeTHas
po3p H 1 npobupka 130 mMkn

R1-P114-UA/9, dhacoBka U

KOHTPO/bHbIN 06pazew!

XXUIAKOCTb

HanmeHoBaHue N Konnuectso HOMUHanbHbIM
BHewHWn Bua .
KOMIOHEHTOB npobmpok 06bEM KOMMOHEHTa
Mpo3payHas becuseTHaa uam
CMecb ana amnnudbumkaumm po3p 4 1 npobupka 600 mkn
po30Bas XuUAKOCTb
Mpo3payHas b6ecuBeTHaa BsA3Kas
Monnmepasa TexHoTaq MAX po3p H 1 npobupka 30 mMkn
XUAKOCTb
Mpo3payHasa 6ecuBeTHas 600 mkn
MuP-6ycde 1 npobupka
LP-6ydep XUOKOCTb P P
MonoXunTenbHbIR Mpo3payHasa 6ecuBeTHas
posp H 1 npobupka 130 mkn

Bce KOMMOHEHTHI

Habopa peareHTOB TrOTOBbI

AONONHUTENBLHOW NOAroTOBKU K paboTe.

KoMMNIeKTHOCTb:

- Habop peareHTOB B O4HOM M3 BapMaHTOB UCMOJIHEHMS — 1 WT.

- Bknagbiw - 1 aK3.

- NHCTpyKUMA MO NpUMEHeHuto — 1 3K3.

- MacnopTt — 1 3K3.

K TMPUMEHEHUIO U He TpebytoT

1 - Ha 3TMKEeTKe KOMMOHEHTa Ana Bcex CbaCOBOK «MonoXnTENbHbIN KOHTpOJ'IbeIVI 06pa3eu,>> YKa3blBa€TCA

Kak «K+»
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2.2 KonnuectBo aHanmn3npyembix o6pa3Los

Habop peareHtoB B dacoBke S paccunmtaH Ha 96 onpegeneHunit (He 6onee
24 NoCcTaHOBOK), BKJlOYas aHanM3 HeU3BECTHbIX 06pa3uoB, OTPULATENbHbIX KOHTPOJIbHbIX
06pasuoB, NONOXUTENBbHbIX KOHTPOJIbHbLIX 06pa3LIOB.

Habop peareHToB B dhacoBke U paccumTaH Ha npoBeaeHne 96 onpeaeneHuin npwu
YyC/I0BMM NOCTAaHOBKW He MeHee 5 06pa3uoB B 04HOM nccnenoBaHnn (3 HEM3BECTHbIX 06pasua,

oTpuuaTesbHbIN U MONOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

2.3 MpuHUMN MeTona

MeToga: NMonuMmepasHasa uenHas peakuuns (MLP) ¢ aetekumen pesynbTaToB: B pexuMe
peanbHOro BpEMEHW; MYNbTUMNIEKCHbIN KAaueCTBEHHbIM aHanms.

MpuMHUMN MeToZa OCHOBAH Ha WCMNOsb30BaHuMM npouecca ammandukaumm [OHK,
3aK/lo4aloLlWerocss B MNOBTOPSIOWMXCS UMKNAxX TemrnepaTtypHon peHaTtypaumu OHK, omTxura
MpaMMepoB C KOMMJIEMEHTAPHbIMX MOCAEe40BATENbLHOCTAMU WM Nocneayowen AoCTPONKK
MONIMHYKNEOTMAHbIX Liernen ¢ 3Tux nparnmepos Tag-nonmmepasomn.

Ons nosbllWEeHNA 4YyBCTBUTEBHOCTU W CNEeuM@PUUYHOCTU peakunn npenycMoTpeHo
NnpUMeHeHne <«rops4yero» crapta. [na dacoBku S «ropsaymii» cTapTt obecrneymBaeTcs
METOANKOWN MPUrOTOBNEHUS PEaKUMOHHOW CMECWU, COCTOosILLEN M3 ABYX C/I0EB, pa3fenéHHbIX
npocnorkon u3 napadgunHa. CMewweHne CNOEB M NpeBpalleHne nx B aMmnIn@uKaLnoHHY CMeCh
NPOUCXOAUT TONIbKO NoOcne nnaefeHusa napaduHa. «lopsaunin» crtapt ans dacoskn U
obecneumBaeTcss MCMoOsib30BaHMEM MNosMMepasbl, aKTUBHOCTb KOTopol 650KkupoBaHa
aHTUTEeNnamm, akTmBauma epMeHTa NPoMCXOAUT TOJSIbKO MocCse npeaBapuTenbHOrO Nporpesa
peakUMOHHOM cMecn npu 94 °C. IDTO uck4aeT Hecrneumduyecknii OTXUr nparMepoB Ha
OHK-MuweHn npy HadanbHOM Nporpese Npobupku.

B cMecb ana amnandukaumm seegeHbl JHK-30HAbLI, KaXAbl U3 KOTOPbIX COAEPXWUT
dyopecueHTHYIO MeTKy M racutenb dnyopecueHumn. Mpu obpasoBaHmn cneundunyeckoro
npoaykta [OHK-30H4 paspywaertcs, AeucTtBMe racutens Ha GAyopecueHTHY MeTKy
npekpawiaeTcs, 4To BeAéT K BO3pacTaHWI0 YPOBHSA dJiyopecueHUun, KOTopbin pukcnpyertcs
cneunanbHbiMM npubopamn. KonmyecTBo paspylleHHbIX 30HA0B (@, cnenoBaTefnbHO, W
ypoBeHb hnyopecueHUMn) yBenmumnBaeTcs nNponopunoHasbHO KOn4YecTsy obpas3oBaBLUMXCS
cneundunyeckmx amnankoHOB. YpoBeHb GNyopecueHUMN U3MepseTca Ha KaxaoM uukne
aMnAnduKaunm B pexnMme peanbHOro BpeMeHMu.

B coctaB cmMecn ans amnamdukaumm BKAKOYEH BHYTPEHHUIN KOHTposb (BK), KoTopbin
npeaHasHadeH AN1S OUEHKW KayecTBa NPOXOXAEHUS NONMMEPa3HOM LENHOW peakuuu.

B coctaB [HK-30HAa, ncnonb3ylwerocs Ansa AeTekumum npoaykTa amnavdukaumm
OHK Trichomonas vaginalis, BkntoyeHa gnyopecueHTHas MeTka Fam. B coctas AHK-30HAa,
ncnonb3ylowerocs ANna Aetekuum npoaykta amnaundwukaumn OHK Neisseria gonorrhoeae,
BK/IlOUEeHa dnyopecueHTHas MeTka Rox. B cocras [HK-3o0HAa, wmcnonb3ytowerocs Ans
AeTeKuMn npoaykta amnamdukaumm BHYTPEHHEro KOHTPOns, BXOAMT (yopecueHTHbIN

Kpacutenb Hex.
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Ncnonb3oBaHMe HeCKONbKUX (ryopecUeHTHbIX KpacuTenenm Mo3BosieT COKpaTuUTb
KOSINYeCcTBO Mpobmpok mn 6uomaTepmana, HeobxoAMMOro ANns NpoBeAeHMs UCCeaoBaHus,
MOCKOJIbKY MOSIBASIETCS BO3MOXHOCTb OAHOBPEMEHHO PErncTpupoBaTb pe3y/ibTaTbl Pa3HbIX
peakuun amnandukaumm, npoxoaawmx B ogHon npobupke.

B Tabnuue 1 npueBeaeHbl KaHanbl AeTEKLMN NPOAYKTOB aMmnnmdumkaumm.

Ta6bnuua 1 - KaHanbl geTekumn NpoayKTOB aMmnandukaumm

Fam Hex/Vic Rox Cy5 Cy5.5
Trichomonas BK Neisseria ) )
vaginalis gonorrhoeae

NccneposaHmne cOCTOUT M3 crieaytowmnx aTanos: BeiageneHme AHK (npobonoarotoska),
NnuP-amnandwmkauma OHK c petekumer pesynbTaTOB B pPEXWUME peanbHOro BPEMEHU C

ncnonb3oBaHmeM Habopa peareHToB T.vaginalis/N.gonorrhoeae Komnnekc.

2.4 Bpemss npoBeneHuss aHanmsa (He Bko4as npobornoaroToBky): oT 1,5 yacos

(B 3aBMCUMOCTHM OT Konm4vecTea 06pasLoB).
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3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMA

3.1 AHanuTtu4yeckast cneunduyHoOCTb

B obpasuyax buonornyeckoro matepuana yenoseka, cogepxawmnx AHK Trichomonas
vaginalis wnn Neisseria gonorrhoeae npu npoBeaeHMN amnaMduKaunmm nporpaMmMmHoe
obecneyeHne petekTupyrwero amnandukaTopa AO/HKHO PerncrpmpoBaTb MOJSIOXUTESNbHbIE
pe3ynbTaTbl amnandukaunm cneunduyecknx npoayktos (dparmeHTta reHoma Trichomonas
vaginalis vnn Neisseria gonorrhoeae) no 3asB/ieHHbIM KaHasnam geTekunm.

B o6pasuax 6uonormyeckoro ™Martepuana, He cogepxawunx [OHK Trichomonas
vaginalis,  Neisseria  gonorrhoeae, nporpammHoe  obecrnedyeHne  OETEKTUPYIOLLEro
amnnndukaTopa AOKHO PerucTpmpoBaTb oOTpuuaTtesibHble pe3ynbTathl amnaudukaumm
cneundudeckux npoayktoe (dparmeHta reHoma Trichomonas vaginalis wnv Neisseria
gonorrhoeae) v NONOXUTENbHbIN pe3ynbTaT aMmnandukaumm BHyTpeHHero KoHTtponsa (BK).

MokasaHo OTCyTCTBME Hecneundunyeckmnx NONOXUTENbHbIX pe3ynbTaToB
amnamduKkaunmm npu nCcieaoBaHUM B BbICOKOW KOHUeHTpaumn [OHK 611M3KopoACTBEHHbIX
MWUKPOOPraHM3MOB MM MUKPOOPraHW3MOB, MOTEHUWaNbHO MNPUCYTCTBYIOWNX B HEU3BECTHbIX
obpasuax: Chlamydia trachomatis, Ureaplasma urealyticum, Gardnerella vaginalis,
Mycoplasma hominis, Ureaplasma parvum, Mycoplasma genitalium, Candida albicans,
Streptococcus spp., Staphylococcus spp., a Takxe [OHK uyenoBeka B KOHUEHTpauum A0
1,0x108 konuin/mn obpasua.

MokasaHo OTCYTCTBME KOHKYPEHTHOWM WHrmbuumm npm wuccneposaHum obpasuos,
coaepxalmx Hecneundunyeckyto AHK B koHUeHTpauum go 1,0x 108 konuii/mMn obpasua n AHK
Trichomonas vaginalis n Neisseria gonorrhoeae - B KoHuUeHTpauuu o 1,0x103 konuit/mn

obpasua.

3.2 NHTepdepupyowme BewecTsa

Hannune wvHrnbmutopos MLUP B ob6pasue 6uonornyeckoro Matepumana MoxeT 6biTb
MPUYNHON COMHUTENBHbIX (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaToB. [lpn3HakoM
nHrnbmposanmsa T[UP saBnserca oTcyTcTBME aMmanduUKauum BHYTPEHHEro KOHTPOAsS W
cneunduryeckoro npoaykra.

K nHrnémutopam MLP oTHeceHbl cneaytowme BewecTsa: reMornobumH n nekapcTBeHHble
npenapaTbl, NpucyTcTBYoWwme B o6pasue AHK B pesynbTaTe HEMOAHOrO yaaneHms B npouecce
BblaeneHmsa HK n3 obpasua 6MomaTepmana, a Takxe M3onponuaoBbin CIUMPT U MeTUaueTar,
npucytcreytowme B o06pasye AHK B pe3ynbTaTte HEMNOSIHOrO yAaneHus MNpPOMbIBOYHbIX
pacTBOpOB B xo4e nNpobonoaroToBKM.

MakcuManbHble KOHUEeHTpauunm wuHTepdepupyowmnx BewecTs, MNpu  KOTOPbIX
He Habnoganocb BAMSHME Ha amnandukaunto nabopaTopHbIX KOHTPOJIbHbIX 06pa3uoB w
BHYTPEHHEero KOHTposbHOro obpasua cocrasnsitoT: remornobmH — 0,35 mr/mn obpasua OHK,

nsonponunosbin cnmpT — 100 mkn/mn obpasua AHK, meTtnnauyerat — 100 mkn/mn obpasua AHK.
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Ona oueHKM BO3MOXHOW MWHTepdEpEeHUUN NEeKapCTBEHHbIX npenapatoB 6binun
BblOpaHbl Te, KOTOpble MOTEHUWANIbHO MOFyT MPUCYTCTBOBATb B OCTATOYHbIX KOMMYECTBax B
6rnonornyecknx obpasuax denoBeka, B3ATbIX M3 COOTBETCTBYHOLWMX McCneayembix 6notonos
(MupaMnCTUH®, xnoprekcuanH 6UrIOKoHaT).

[Onsa Bcex nccneayemblix sieKapCTBeHHbIX npenapaTtoB 6b10 NOKasaHo OTCYTCTBME UX

B/IMSIHUS B KOHUEeHTpauun ao 10% B obpa3ue buomatepmnana.

3.3 Mpenen obHapyxeHus

Mpepnen o6bHapyxeHuna cocTtasnser 5 konmii OHK Kaxaoro MUKpoopraHumaMma Ha
aMnNNMdmKaUnMoHHY0 Npobupky.

Mpenen obHapyXeHWs yCTaHOB/EH MYTEM aHanu3a CEepUNHbIX pa3BeAeHUN ABYX
cepuii nabopaTopHbIX KOHTPOAbHbIX 06pa3uos (JIKO).

Mpepen ob6HapyXeHns B Heu3BeCTHOM obpasue 3aBUMCUMT OT MCMONb3yeMoro
Habopa/koMmnnekTa peareHToB ans BbigenenHms OHK n obbéMa nonyyeHHoOro npenaparta

BblaeneHHon AHK:

HanmeHoBaHue Mpenen
Ha6bopa/koMmnnekta | O6beM Nosy4eHHOro PeA
BuomaTepuan obHapy»xeHus,
peareHToB Ans npenaparta, MKJl -
Bbiaeneuunsa AHK YA
MPOBA-HK 50 50
MPOBA-HK-TMJIIOC 300 300
Cockobbl
3NUTENnanbHbIX MPOBA-TC 100 100
knetok B 500 mMkn MPOBA-IC-TJTKOC 300 300
TPaHCNOPTHOW Cpeabl, MPOBA-PAMUA 500 500
Moua (1,0 mn)
MPOBA-MY-PANNAL 300 300
MPOBA-OMNTUMA 400 400
3.4 [uarHocTtnyeckne xapakTepucTmku
o AnarHocrnyeckas AnarHocTuyeckas
BuomaTtepuan LleneBou aHanut
cneum@pPUUHOCTb 4YyBCTBUTEJIbHOCTb
Trichomonas vaginalis 100% 100%
M g (9541 86,3-100 %) (9541 86,3-100 %)
oya
Neisseria gonorrhoeae 100% 100%
g (9541 86,3-100 %) (9541 86,3-100 %)
Trichomonas vaginalis 100% 100%
c 6 g (9541 86,3-100 %) (95401 86,3-100 %)
OCKO
Neisseria gonorrhoeae 100% 100%
g (9541 86,3-100 %) (9541 86,3-100 %)

1 - TonbKO Ansa cockoboB anuTenManbHbIX KNeTok




T.vaginalis/N.gonorrhoeae Komnnekc | WHCTpYKUMA MO NPpUMEHEHUI0 924-1 oTt 22 anpensa 2024 ropa ’ ﬂHK'TEXHOl’IOrMﬂ

4 MEPbI NTPEAOCTOPOXHOCTU

Opranusauma pabotbl [MLP-nabopatopun, obopynoBaHne U MaTepuanbl AONXKHbI
cooTBeTcTBOBaTb TpeboBaHusM FOCT P 52905-2007, meToanyeckmx ykasaHum MY 1.3.2569-09
«OpraHunsauuns paboTtbl nabopaTopuin, NCNOMb3YIOWMX MEeToAbl aMnandmKaunm HYKIENHOBbIX
Kucnot, npu paboTte C MaTepuasnoMm, CcoaepxawumMm MukKpoopraHusmbl I-IV  rpynn
naTtoreHHocTn», C cobngeHnem caHuTapHbix npasun UM Hopm CanluH 3.3686-21
«CaHuTapHo-anugemMuonoruyeckme  TpeboBaHmsa nMo  nNpodunakTuke  MHQEKLMOHHbIX
6onesHen».

HenseecTHble 06pa3ubl pacCMaTpMBalOTCA KakK NoTeHunanbHo-onacHole. Mpu paboTe
C MuKpoopraHuamammu I-IV rpynn natoreHHocTu Bbl6Op Tuna 3awmTHOro KoctioMa (pabouen
odexabl W CpeaCTB WMHAMBMAYANbHOW 3alUMTbl) MPOBOAUTCA B CTPOroM COOTBETCTBUMU C
CaHuTapHbIMM npasunamMm un HopMmamm CaHluH 3.3686-21 w©n onpegenseTcds BUAOM
B0o36yauTens, paboyer 30HON, oCcHaweHneM ee 6okcamu buonornyeckon 6esonacHoOCTuU.

CnepyeT UCNoAb30BaTb TO/IbKO OAHOPA30Bble HAKOHEYHUKN U NPpobmpKu.

He ponyckaeTcs mMcnonb30BaHWE OAHUX U TeX Xe HaKOHEeYHMKOB npu obpaboTke
pasnnyHbiX 06pa3uoB 6MonorMyeckoro Matepuana.

K pabote ¢ HabopoM peareHTOB Aonyckaetrcsas mnepcoHan, OOy4YeHHbIi MeToAam
MOJIEKYNIAPHOM AMArHOCTUKK U NpaBuiiaM paboTbl B KIIMHUKO-AMArHOCTMYeckon nabopatopuu.

Boipenenne AHK cneayetr npoBoauTb B 6okcax 6uonornyeckon 6e3onacHOCTH
IT knacca. MoaroTtoBky Kk MLUP ¢ ncnonb3oBaHneM Habopa peareHTOB BO3MOXHO MpPOBOAMTb
B ML|P-6okcax.

3anpewaeTca nepemelleHne nabopatopHoro obopynoBaHus, B TOM YyMcne 403aTopos,
wTaTmBoB, flabopaTopHOM MOCyAbl, XanaToB, roOSIOBHbIX YOOpOB M nNp., @ TakXe pacTBOpPOB
peareHToB U3 OAHOro NMoMeLleHns B Apyroe.

Jlo3aTopbl A4O/MKHbI 6bITb COOTBETCTBYIOLWMM 06pa3oM noBepeHbl (B aKKpeanToBaHHbIX
nabopaTtopuax) n NpoMapKMpoOBaHbl.

Ncnonb3oBaHHble 04HOPAa30Bble MPUHAANEXHOCTU (MPOBMPKKM, HAKOHEUYHWKKM U Ap.)
OO/MKHbI  cbpacbiBaTbCA B KOHTEMHEp A9 MeAMUMHCKMX  OTXOAOB, CoAepXXaliunn
Ae3nHduumpyowmnin pacteop (Npn HeobxoanmocTtn).

MoBepxHOCTN paboumx CTOMOB, @ TakKXe MoMeweHun, B KoTopbix nposoautcs [MLUP,
cnepyet obszatenbHO, A0 M Nocne nposeaeHns pabot, obyyaTb C NOMOLWbIO 6aKTEPULNAHBIX
YCTaHOBOK B TeyeHne 30 MUHYT.

Bce nosBepxHocTn B nabopatopum (paboume crtonbl, wrtaTtuebl, obopyagoBaHue u gp.)
eXeAHEBHO MOoABEpraloT BJIAXHOW ybBOpKe C MNpMMEHEHMEM AE3NHOULMPYIOLWNX/MOKOLLNX

CpeACTB, periaMeHTUPOBaHHbIX CaHUTapHbIMW NpasuiamMu n Hopmamm CanluH 3.3686-21.

BHUMAHME! YTunmusuposaTtb 0TXoAbl ¢ npoayktamu MLP Heo6xoAMMO TONBKO B 3aKpbITOM
Buae. He ponyckaeTcs oTKpbiBaTb NMpobupku nocne amnnandukaumu, Tak Kak 3TO MOXeT

npmMBeCcTM K KOHTaMuHauum npoayktamu MUP (MY 1.3.2569-09).
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Mpn ncnonb3oBaHMK Habopa peareHTOB B KMHUKO-AMArHOCTMYECKON nabopatopum
obpasylTcs oTXoAbl Kfnacca B, KOTOpble yTWUAM3MPYIOTCS B COOTBETCTBMU C TpeboBaHUSMU
CaHuTapHbiX npasun M HopMm CaHluH 2.1.3684-21 «CaHuTapHO-3NMaAEMMNONOrnyecKkne
TpeboBaHUSA K COAEPXaHWUID TEPPUTOPUINA TFOPOACKUX U CENbCKUX MOCENEeHWUN, K BOAHbIM
ob6bekTaM, NMTbeBOW BOAE M MUTbEBOMY BOAOCHabXeHWUD, aTMOChepHOMY BO34yXYy, NOYBaM,
XWUNbIM  MOMEeLLEHNaM, 3KCnnyaTaumum MNpoU3BOACTBEHHbLIX, OOLECTBEHHbIX MOMELWEHNN,
opraHmsaumm ” nNpOBEAEHUID CaHUTApHO-NpoTUBO3INUAEMUYECKUX (NpodUNakTUYecKnx)

MEepOoNpUATHIN>».

OnacHble KOMMOHEHTbI B Habope peareHToB

Hanunumne/otcyrcrBue
KoMmnoHeHT Habopa

OMNAaCHbIX KOMIMNOHEHTOoB yKaBaH“e Ha p“CK“
eareHToB
P ®dacoBka S ®dacoska U
CMecb ana amnaudukaumu, HeT onacHbIX
3ane4dyaTaHHas napaguHoM BELLECTB
HeT onacHbIX
PactBop Taqg-nonnmepassl - -
BELLeCTB
HeT onacHbIX
MunHepanbHoe Macno - -
BELLeCcTB

HeT onacHbIx -
CMecb ans amnnmdbumkaumm -

BELLECTB
HeT onacHbIX -
Monnmepasa TexHoTaq MAX -
BELLecTB
HeT onacHbIx -
nupP-6yde -
LP-6ydep BELLecTB
MonoxuTenbHbIn A3up HaTpua A3una HaTpua siBnseTcsa 6e3onacHbIM
KOHTPO/bHbIN 06pasel MmeHee 0,1% MmeHee 0,1% ANst KOHEYHOro noJsib3oBaTtens

Mpu paboTe c HA6OpoOM peareHToOB CneayeT UCMOosb30BaTh CPEACTBA UHAMBUAYAIbHOM
3alMTbl AN NpeaoTBpalleHMss KOHTaKTa C OpraHM3MoM 4esioBeka. [locne oKoHYaHus paboTbl
TWATeNIbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXEN, rnasamMmm U CiM3ncTbiMn 060/104KaMu.

MpM WCMNONb30BaAHMM MO HA3HAUYEHUIO U COBMIAEHUIO Mep MPeAOCTOPOXKHOCTH,
KOHTaKT C OpraHM3MOM YesIOBEKA UCKJIIOYUEH.

He ncnonbsoBatb Habop peareHToB:

- Npu HapyLIEeHWUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS;

- Nnpu HECOOTBETCTBUM BHELLUHEro BWAA peareHToB, YKa3aHHOro B nacriopte K Habopy
peareHToB;

- NpW HapyLleHUM BHYTPEHHEN yNakoBKM KOMMOHEHTOB Habopa peareHToB;

- MO UCTEYEHMIO CPOKA MOAHOCTM Habopa peareHToB.

MpumeyaHue - Habop peareHTOB He COAEPXMUT MaTepuanoB GMOIOMMUYECKOro MPOUCXOXAEHUS,
BELLECTB B KOHLEHTpaLMaX, 061aatomnx KaHLeporeHHbIM, MyTareHHbIM IEACTBUEM, @ TaKXKe BAUSIOLMX
Ha penpoayKTMBHY (dYHKUMIO yenoBeka. [pyM UCMNOMNb30BaHUM MO HA3HAYEHUIO U COBMOAEHUM Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e3onacHbIM.
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5 OBOPYOQOBAHME N MATEPUAIDbI
Mpu paboTte c HA6OpPOM peareHToB TpebyloTca crneayrowme 060pyaoBaHME, peareHTbl

N paCXoAdHble MaTepuasbl:

dacoBka U
®acoska S o3mn oaal-m’e
O6opyaoBaHue, peareHTbl U pacxoaHble MaTepuasbl A L
CTpunbl | Npobupkn | py4vHoe asromarnsn-
poBaHHOe
MuP-6okc na na na na
amnanduKaTop C AeTeKuuen B pexnuMe peanbHOro 5
1 aa aa aa aa
BpEMEHM
MUKpOLEHTpUdyra-BopTekc aa aa aa aa
OTOp AN MUKPOUEHTPpUdYrn-sopTekca ans
poTop A PoLeHTP1dY N P A aa HeT HeT HeT
CTPMNOBaHHbIX Npobupok o6vémom 0,2 MmN
XONOANNBHUK UK X0NoaubHast KaMmepa aa aa aa aa
MOpO3uSbHasa KamMepa HeT HeT na na
wraTnB «paboyee mecTto» Ans npobupok o6béMom 1,5 mn ha ha aa aa
wTaTtne «paboyvee Mmecto» Ans npobupok o6bLEMoM 0,2 Mn HeT aa na HeT
wTaTtne «paboyee MecTo» A1 CTPUNOBaAHHbIX NPO6MPOK
N ha HeT HeT HeT
06bémom 0,2 mn
[03aTOpbl MEXaHMUYECKME W/IN INEKTPOHHbIE NepeMEHHOro
06béMa ofHOKaHanbHble, No3BonsoWwmne oTéupate 06bEM
aa aa aa HeT
»xuakoctn ot 0,5 no 10 Mkn, ot 2,0 go 20 mkn,
o1 20 ao 200 mkn, ot 200 go 1000 mMkn
HaKOHEYHMKN OAHOpa3oBble C GUALTPOM ANs
nonyaBTOMaTUYeCcKMX A03aTopoB, cBoboaHble oT PHKas un HeT HeT aa HeT
OHKa3, 06bémom 10 mkn, 20 mkn, 200 mkn, 1000 mMkn
wTaTMse ANns 403aTopoB ha ha aa HeT
npobupkn MMKpoueHTpUdyxxHble 06béMom 1,5 M ¢
pobvp poueHTpudy ! HeT HeT aa HeT
Kpbllwkamn, ceoboaHble oT PHKa3 n HKa3
npobmpkn amMmnandukKauymoHHble o6bémMom 0,2 M1 C
HeT HeT aa HeT
KpbiWwKamMu, ceoboaHble ot PHKa3 n JHKa3
OAHOpa30Bble NepYyaTkM MeanuunHckmne, 6e3 Tanbka,
aa aa aa aa
TEKCTYpPUpPOBaHHbIe
KOHTelrHep ans cbpoca Mcrnonb30BaHHbIX HAKOHEYHNKOB,
aa aa aa aa
npobupoK 1 Apyrux pacxoAHbIX MaTepuanos
TpaHcnopTHasa cpeaa (npyn Heob6xoaMMoCTH) Aa Aa na na
dusnonornyecknin pacteop (0,9% NaCl) ctepunbHbIN
aa aa aa aa
(npn HeobxoamMocTH)
YcTponcTeo gosupytowee ATCTpUM B BapMaHTe UCMOIHEHUS
12M1 nnm 15M1, 000 «HIMO AOHK-TexHonorus», Poccus, HeT HeT HeT aa
PY N2 P3H 2015/2982
OAHOpa30Bble HAKOHEYHUKK C DUNLTPOM ANs
nosunpytowero ycrponcrea ATcTpuM B KOMMONeKTaummn *M1,
cBoboaHblie oT PHKa3 1 1HKa3, o6vémom 200 MkN unm HeT HeT HeT na
peKoMeHAOBaHHbIe A/ @HAa/IOMMYHOro NCMOJSIb3yeMOro
[03MpYyoLero ycTpoicTaa

1 - panee nNo TeKCTy — [AETeKTUpylowWuii amnnundukatop; Tpebyemble napaMeTpbl AETEKTUPYIOLNX
amnandunKaTopoB yKasaHbl HMXe

2 - TonMbKO AN AeTekTupylowero amnandukaTtopa <«ATnpaimM» (Moandukaumsa OTnpaiim» *X*),
000 «HMO AHK-TexHonorusa», Poccus, PY N2 ®CP 2011/10229

12



T.vaginalis/N.gonorrhoeae Komnnekc WHCTpYKUMA MO NPpUMEHEHUI0 924-1 oTt 22 anpensa 2024 ropa ’ nH K'TEXHOHOTHﬂ

dacoBka U
®acoska S o3mn osal-m’e
O6opynoBaHue, peareHTbl U pacxoAHble MaTepua’bl A L
CTpunbl | Npobupkn | py4dHoe asromarnsn-
poBaHHOe
YCTpoMCTBO ANS 3anedaTbiBaHMS nnaHweTosB [Tnak, 1
HeT HeT aa aa
000 «HMNO OHK-TexHonormnsa»
ueHTpudyra c agantepoMm 4S5 MUKPOMAaHLWETOB
pudy P P ! HeT HeT nal na
c RCF (g) He Hmxe 100
nosMMepHasi TepMornaeHka 475 3ane4vyatbiBaHus )
HeT HeT aa aa
MukponnaHweTos MLUP
MukponnaHwert MLP HeT HeT na? na3

Habop/KOMMJIEKT peareHToB AN1s BblaeneHus HK u3 6uonorndyeckoro Matepuanas:

- KomnnekT peareHToB ansa sbigenenns AHK MPOBA-PATMWA no TY 9398-015-46482062-2008
000 «HMNO AHK-TexHonormsa», PY N2 ®CP 2008/02939,

- KomnnekTt peareHToB an4 BbigeneHus AHK no TY 9398-037-46482062-2009 B chopmax
komnnekTaunm NMPOBA-I'C u MPOBA-IC-MKOC, 000 «HMO AHK-TexHonormsa», Poccus,

PY N2 ®CP 2010/08696,

- KoMnnekT peareHToB A/15 BblAeNeHUs HYKNenHoBbiX kncnoT NMPOBA-HK/MPOBA-HK-MJTIOC
no TY 9398-035-46482062-2009 B popmax komnnekTauum: komnnekT NMPOBA-HK, koMmniekT
MPOBA-HK-TJTOC, 000 «HMO AHK-TexHonoruna», Poccus, PY N2 ®CP 2010/08867,

- Habop peareHTOB 415 BblAENEHUSA HYKNENHOBbIX kKncnot NMPOBA-MY
no TY 9398-088-46482062-2016 B popme komnnekTaumn NMPOBA-MY-PAMNA,

000 «HK-TexHonorus TC», Poccus, PY N2 P3H 2017/5753,

- Habop peareHToB ansa Boigenenus AHK yenoseka, 6aktepuii, Bupycos un rpmbos 13
6unonornyeckoro matepuana 4yenoBeka u KysabTyp MUkpoopraHmamos (MPOBA OMTUMA)
no TY 21.20.23-124-46482062-2021 npoussoactea 000 «AHK-TexHonorusa TC», Poccus,
PY N° P3H 2022/17496.

Habop peareHTOB NPUMEHSIETCS C AETEKTUPYOLWMMIN aMNIndUKaTopamMu NMaaHLWeETHOro
M POTOPHOrO TUMa C CUCTEMOWM AeTekunn (NIyopeCcUEeHTHOro CUrHana B pexuMme peasibHoro
BPEMEHMW, 3apPErMCTPUPOBaAHHbLIMKM B YCTAHOBJIEHHOM nopsake B PO M COOTBETCTBYIOLIMMU
cnepymowmm TpeboBaHUSAM:
- obecneunBaetcsa pabota ¢ 06beMOM peakumoHHoOn cmecu 35 Mkn (dacoBka S) mam
18 mkn (cdacoska U);
- obecneunBaetcsa pabota ¢ payopodopamm: Fam, Hex (Vic), Rox;
- nogorpeesaemast Kpbllka ¢ Temnepatypoi 6onee 100 °C;
- CKOpOCTb Harpesa He MeHee 2 °C/cek;
- CKOpPOCTb oXxNnaxaneHus He MeHee 1 °C/cek;

- TOYHOCTb NOAAEPXAHUSA N OIHOPOAHOCTb TeMnepaTypbl He 6onee = 0,4 °C.

1 - npu UCNoOb30BaHUM MUKPONMAHLLETOB

2 - TONbKO MUKponaaHweTsl MLUP 96 nNyHOK, HE UCNONb3YIOTCA ANA AETEKTUPYIoLero amnandukaropa
«ATnant»

3 - Tonbko MukponnaaHweTtsl MLUP 384 nyHku

4 - BO3MOXHOCTb WMCMoNb30BaHWs Habopa/KOMMJEKTa peareHToB Ans BblgeneHuns OHK onpenensetcs
BMnAoM 6uonornyeckoro matepmana (7.1)

13



T.vaginalis/N.gonorrhoeae Komnnekc | WHCTpYKUMA MO NPpUMEHEHUI0 | 924-1 oTt 22 anpensa 2024 ropa ’ ﬂHK'TEXHOHOTHﬂ

B xope KIMHMYECKMX MWCMbITaHUI BanuaMpoBaHbl Crefylowme aeTekTupylowme
aMnnmdunkaTopbl:
- «ATnpanm» (Mogudukauma «AOTnpanm *M*»), 000 «HMNO [AHK-TexHonorunsa»,
Poccusa, PY N2 ®CP 2011/10229;
- «OTnpanm» (mogndukaumsa «ATnpanm *X*») 000 «HMNO AHK-TexHonormna», Poccus,
PY N° ®CP 2011/10229 (tonbko Aana Habopa peareHtoB B dacoske U ansa
aBTOMaTM3MPOBAHHOIO A03MPOBaHNSA);
- «OTnant» (Mmoaudunkaumsa «OTnant *S*»), 000 «HMO AOHK-TexHonorus», Poccus,
PY N ®CP 2011/10228 (tonbko gns Habopa peareHToB B (pacoBke S; B dacoBke U ans
pPYy4YHOro AO3MPOBaHMUS NPU UCMONb30BaHMK NPoO6UPOK);
- CFX96, Buo-Pap JlabopaTtopwues, UHk; CLUA, PY N¢ ®C3 2008/03399;
- Applied Biosystems QuantStudio 5, «Jlaiid TekHonogxuc XonguHrc Mre. NT14.»,
CuHranyp, PY N2 P3H 2019/8446.

Mo BoMpocam NpMMeHeHUs AeTEeKTUPYHLWMX aMNanguUKaTopoB, He YKa3aHHbIX Bbilwe,

TpebyeTca cornacoBaHue c npousBoaMTeneM Habopa peareHToB.
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Ona wvccnepoBaHUS WCMOAL3YKOT MOYY WM COCKOObl 3nuTenManbHbIX KMNETOK U3

YPOr€HnTanbHOro TpakTa.

6.2 Obwme TpeboBaHus

NccnepoBaHme ™etogoMm [ILUP oTHOCMTCS K npsMbIM  MeTogaM snabopaTopHOro
nccnenoBaHus, MO3TOMYy B3ATMe 6MonornMyeckoro Matepuana denoseka Heobxogmmo
NnpoBOAUTb M3 MecTa NoKanusaumm WMHQEeKUMOHHOro npouecca. PeweHne o Heob6xoamMMoCTH
nccrneaosatb TY WM WHYKO  JlIOKanu3aumio MNpUHUMaeT Jiedawuin Bpad Ha OCHOBaHUMU
cobpaHHOro aHaMHe3a M KIIMHUYECKOM KapTuHbl 3aboneBaHus.

[Ons nony4vyeHns KOppeKTHbIX pe3ybTaToB 60/blIOEe 3HAUEHNE NMMEET Ka4yeCTBO B3STHSA
obpa3ua 6uomaTepmana ANs  WUCCNeAOBaHWUS, €ro XpaHeHue, TpaHCNOpTUpPOBaHME ¢
npeaBapuTenbHas obpaboTka.

HenpaBunbHoe B3sTNE BoMmaTepuana MoOXeT NPUBECTM K NOJSTYHYEHNIO HEAOCTOBEPHbIX
pe3ynbTaToB U, BC/IeACTBME 3TOro, He06XoANMMOCTU ero NOBTOPHOrO B3ATUS.

Ha stane noarotoBkn 6uomatepuana WCNOMAb3yWTe HAKOHEYHUMKM C (PUNLTPOM,
cBoboaHbie oT PHKa3 n IHKas3.

Onsa npenoTBpalleHnss KOHTaMMHAUMKM OTKpblBalTe KpbIWKY TOSIBKO TOW npobupku,
B KOTOpYytlo byaere BHOCUTb Buonornyeckmnii Mmatepuan, u 3akpbiBanTte ee nepeg paboton co
cneaytouwemn npobupkon.

MpuMeuaHune - B3gatne, npenBapuTenbHyto 06paboTky, XpaHeHMe U MepeBO3Ky, nepeaavy
nccnenyemMoro  Matepwana B Apyrme  opraHusauMn  OCYLLECTB/ISAIOT  COM1aCHO  MHCTPYKTUMBHO-
MeToAMYECKUM [OKYMEHTaM, pernaMeHTUpYoWmMM BbINOSIHEHME WCCIeAOBaHMN B COOTBETCTBUM C
TpebosaHmamm MY 1.3.2569-09 n CanluH 3.3686-21.

6.3 B3daTne matepmana Ha nccnegosaHue

BHUMAHME! lepep BbiaeneHnem AHK mMoxeT notpeboBatbCca npeaBaputenbHas obpaboTka
obpasuos 6uonornyeckoro matepmnana (6.5).

6.3.1 Moua
B3aTne matepmana npoBOANTCS B COOTBETCTBUMW C MHCTPYKUMAMU MO MPUMEHEHUIO
NCrnoJsib3yeMbiX HabopoB/KOMMNIEKTOB peareHToB ans sbliaenenms HK (7.1).

6.3.2 Cockobbl anuTenmanbHbIX KNETOK U3 YPOreHMUTaIbHOrO TpakTa
B3aTne maTtepuana ocyLecTBASIOT C MOMOLLbIO CreumanbHbiX MEANUNMHCKUX U3LeNnn,
MMELWMX perncTpaumoHHble  YAOCTOBEPEHUs, COracHO  YCTaHOB/EHHOW B
3aBMCUMMOCTM OT UCTOYHMKA Buonornyeckoro matepmana npoueaype.

BHVUMAHME!

1. Ncnonb3oBaHne UMTOWETOK ANs B3ATUS COCKOOOB M3 YpOreHuTasbHOro TpakTa
NpOTMBOMOKa3aHo Npu 6epeMeHHOCTH.

2. B3aTne maTtepuana B npobupku c peaktmsoMm «MPOBA-PAMUA» ocywecTBNAETCS CyXum
30HA0M! HeobxoAMMO MUCKNIOUYUTL KOHTAKT pacTBopa C KOXEW, rnasamm u CAmM3uCTbiMu
obonoykamu.
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3. Mepen nonyyeHmem cockoba anuTenuanbHbiX KIeToK M3 YPETPbI, C 3aAHEro cCBoAa
Bnaraavua W UepBUKaJZIbHONro KaHana cBob6OAHO CTekatouwee oTaensemoe HeobxoamMMo
yAannTb CTEPUIbHbIM BATHbIM TaMIMNOHOM.

OrpaHMueHue mMeTtopal: MeCcTHOoe TnNpPUMMEHEHWE JIEKApPCTBEHHbIX MpenapatoB, Y3U
BarMHasbHbIM 1aTYMKOM MeHee 4YeM 3a 24 yaca [0 UCC/IeoBaHus.
B3aTne mMatepuana npoBOAWUTCS B COOTBETCTBMM C MHCTPYKUMAMWU MO MPUMEHEHUIO

MCNosib3yeMblX HabopoB/KOMMAEKTOB peareHToB Ans Bblaenenms HK (7.1).

6.4 TpaHcnopTupoBaHMe uU xpaHeHne obpasuoB bnonornyeckoro Mmatepuana

6.4.1 Moua
YcnoBusa  TpaHCNOPTUPOBaHMA W XpaHeHMs o6pa3uoB MOYM  onpefensoTcs
WHCTPYKUMSAMW MO MPUMEHEHUID peKoMeHAyeMbiX HabopoB/KOMMEKTOB peareHToB
ansa sbigeneduns AHK (7.1) nnu ncnonb3yemblX ANs TPAHCNOPTUPOBAHUA U XPAHEHUS
06pasuoB TPAHCNOPTHbLIX Cpea.
Jonyckaetcs xpaHeHne obpa3uos npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnydae HeBO3MOXHOCTM AOCTaBKM MaTepumana B siabopaTtopuio B TeyeHue CYTOK
JOnycKaeTcsa OAHOKpaTHOe 3aMopa)kmBaHwe MaTepuana. [onyckaetcsa XpaHeHue
3aMOpOXEHHOro MaTepuana npu TemnepaTtype OT MuUHyc 18 °C ao MuHyc 22 °C
B TeYeHune oAHON Heaenu (ecnun 3To He NPOTMBOPEeYUT TpeboBaHMSAM K UCNOb3YEMbIM

HabopaM/KOMMNIeKTaM peareHToB Ans BbiaeneHusa HK).
BHUMAHME! [JonyckaeTtcsa nuwb OAHOKPATHOE 3aMopaXXMBaHWe-oTTanBaHue matepuana.

6.4.2 Cockobbl annTennasnbHbIX KNETOK U3 YPOreHUTalbHOro TpakTa

YcnoBus TPaHCNOPTUPOBAHUS M XpaHEHUS COCKOBOB M3 ypOreHUTasibHOro TpakTa
onpepensaTcs MHCTPYKUMAMU no NPUMEHEHMNIO peEKOMeHAYeMbIX
HabopoB/KOMNAEKTOB peareHToB ans Bbigenenns AHK (7.1) nan ncnonb3lyembix ans
TPAHCNOPTUPOBaAHUSA N XpaHeHMs 06pa3L0oB TPaHCNOPTHLIX Cpea.

JonyckaeTcsa xpaHeHne obpa3uos npu temnepartype oT 2 °C go 8 °C He 6onee 24 \u.
B cnyyae HEeBO3MOXHOCTM AOCTaBkM MaTepwana B fabopaToputo B TedeHue CyToK
JOonycKaeTcsa OAHOKpaTHOe 3aMopaXkmBaHwe MaTepuana. [lonyckaeTcsa XpaHeHue
3aMOpPOXEHHOro MaTepuana npu Temnepatype oT MUHYC 18 °C go MuHyc 22 °C
B TeYeHue oaHOoro Mmecsua (ecnim aTo He NpoTUBOpPEeYNT TpeboBaHMAM K UCMOSb3YEMbIM

HabopaM/KoMMNNeKTaM peareHToB Ans BblaeneHmsa HK).
BHUMAHME! [onyckaeTcsa nvwb 04HOKpATHOE 3aMOpaXXnBaHWe-oTTanBaHne matepuana.

6.5 MoarotoBka 6uonorMyeckoro Mmatepmana venoseka Ans sbigeneHns AHK
MoarotoBka 6uonormyeckoro Matepuana (npy Heob6xoAMMOCTU) MPOBOAMTCHA B
COOTBETCTBMM C MHCTPYKUMAMM MO MNPUMEHEHUID WCMNONb3yeMbIX HabopoB/KOMMNEKTOB

peareHToB ANns BblaeneHusa HK (7.1).

1 - ecnu 3To He NpOTUBOPEeUUT TpeboBaHWAM K WCMOoNb3yeMbiM HabopaM/KOMMEKTaM peareHToB A1
BblaeneHns HK
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7.1 Bboigenenne AHK 13 6mMonormyeckoro matepuana

7 AHK-TEXHOJNOruA

Ona ebigenenna JHK pekomeHayeTcs UCNONb30BaTh Haﬁopr/KOMI'IJ'IeKTbI peareHTos,

nMewwmne permctpaumMoHHble yaAOCTOBEPEHNA MEAUUMHCKONro m3genna n npegHasHaydyeHHble

ANna COOTBETCTBYHWOLWKMX BUAOB 6MOMaTepVIaJ'Ia C uenblo nocnepywuwero uccnegosaHna AHK

metogom [1UP, Hanpumep,

MPOBA-PAMNA,

MPOBA-IC-MNKOC, NMPOBA-MY-PAMNA, MPOBA-ONTUMA (Tabnnua 2).

MPOBA-HK, TMPOBA-HK-MJIIOC, MPOBA-TC,

Tabnuuya 2 - Habopbl/KOMMAEKTbl peareHToB, pekoMeHAOBaHHble ans BblaenenHms OHK

ans OanbHeNLWwero nccnepoBaHuA C MUCMoNb30BaHNEM Habopa peareHToB
T.vaginalis/N.gonorrhoeae Komnnekc
MuHuManbHoe
Ha6op/koMnsieKkT peareHToB, PY BuomaTtepuan KOJZINYECTBO

a21r0aTa, MK

KomnnekT peareHtos NMPOBA-HK

Moua, cockobbl anuTenmManbHbIX

PY N2 P3H 2022/17496

000 «HIO ARK-Texronorns», Poceus, KJIETOK M3 YPOreHUTasIbHOro TpakTa >0
PY N2 ®CP 2010/08867

KomnnekT peareHTtos NMPOBA-HK-MNJTOC Moua. cockoBbl SHUTENMANbHbIX

000 «HMO AOHK-TexHonorus», Poccua, KJ'IETOKIVI3 Y POFEHUTaNLHOr TpaKTa 300
PY N¢ ®CP 2010/08867

Komnnexr pearertos MPOBA-TC, Moua, cockobbl annTenmanbHbIX

000 «HMNO AHK-TexHonorus», Poccus, ! 100
PY N° ®CP 2010/08696 KJIETOK M3 YPOreHUTasIbHOro TpakTa

KomnnekT peareHtos NMPOBA-IC-MJOC, Moua. CockoBbI SMUTENMANbHbIX

000 «HMNO AHK-TexHonorus», Poccus, KJ'IETOK’VIS YPOFEHNTaNLHOMD TpaKTa 300
PY N2 ®CP 2010/08696

Habop pearenTos MPOBA-MH-PAMNA, Cockobbl annTennanbHbIX KNETOK

000 «AHK-TexHonormna TC», Poccus, M3 YPOreHUTaNbHOro TPaKTa 100
PY N2 P3H 2017/5753

Komnnexr pearertos MPOBA-PATIA, Moua, cockobbl annTenmanbHbIX

000 «HMNO OHK-TexHonorus», Poccusa, ! 500
PY N¢ OCP 2008/02939; KJIETOK M3 YPOreHUTasIbHOro TpakTa

Habop pearettos MPOBA-OMTUMA, Moua, cockobbl anuUTennanbHbIX

000 «[HK-TexHonorna TC», Poccus, ! 400

KNETOK U3 YPOreHMTasZIbHOro TpakTta

Boigenenne [OHK wu3 wuccnegyeMoro MaTtepuana npoBOAAT B COOTBETCTBUM C

MHCTPYKLUMEN MO NPUMEHEHUIO MCNOMb3yeMOro Habopa/KoMMnaeKTa peareHToB.

BHMUMAHME! OpHOBpeMeHHO C

BblageneHmem [OHK wn3 6uonornmyeckoro ™artepuana

Heob6xo4AnMMO NoAroTOBUTb OTpMLI,aTeJ'IbeIﬁ KOHTpOJ'IbeIVI 06pa3eu, M NpoBECTU €ro 4Yepes Bce

3Tanbl I'IpO6OI'IO,CI,FOTOBKVI .

Ona >Toro pekoMeHAyeTCd WCNoNb30BaTb CbVISMOJ'IOFMLIeCKVIﬁ

pacTBOp MAKW OTpuUaTeNbHbIN KOHTPONbHbIN 0b6pa3sel, BXOASLWNIA B COCTaB Habopa/KoMniekTa

peareHToB And BblAENEHUA HYKNEUHOBbLIX KUCNOT, B Oﬁ'béMe, YKa3aHHOM B UHCTPYKUWKU MO

NMPUMEHEHNIO COOTBETCTBYOLWIENO Ha6opa/|<0Mnne|<Ta peareHTos.
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7.2 Moprotoeka un nposegeHue MNLP. ®acoska S
BHUMAHME!
1. Mpwn NnpoBeaeHNM BCeEX NOCNEAYOLWMX AENCTBUI crieayeT nsberatb BO34ENCTBUSA MPSAMbIX

COJTHEYHbIX Jly4el Ha NpPoBbUpPKM CO CMecbto Ana amnandukaumm!
2. [pu ucnonb3oBaHMM Habopa peareHTOB B BapuaHTe UCMosHeHUs «dacoBka S, CTpUnbI»
cnegyeT cTporo cobnogaTb KOMIMIEKTHOCTb CTPUMOB M KpbIWWEK K HMM. He Mcnonb3oBaTb

KPbILWKK K CTpUNam u3 apyrux Habopos peareHTos!

7.2.1 TlpoMapkupyiTe no oaHOM npobupke/cTpunoBaHHOM npobupke CO CMecblo Ans
amnnmdunkaumm, 3anedyataHHoOn napaduHoOM, AN Kaxaoro HemseBecTHoro obpasua,
AN oTpuuaTenbHOro KOoHTponbHoro obpasua (K-) v 4nsg  nonoXUTENbHOro

KOHTposibHOro obpasua (K+).

BHMUMAHME! KosnyecTtBo peareHTOB paccynuTtaHO He 6onee yeM Ha 24 MNOCTAHOBKWU MNpwu
ycnosun  BapuabenbHOro  KonmyectBa  HeM3BeCTHblX obpasuosB, 1 oTpuuatenbHOro

KOHTpOJIbHOro o6pasua u 1 N0A0XKNTENbHOro KOHTPOSIbHOrO o6pa3sua B KaXXaoM NOCTaHOBKE.

Mpumep:
HeobxoanmMo npoaHanusmMpoBaTb 4 HeW3BECTHbIX obpasua. [Ons 3Toro  Hy>XHO
npoMapkupoBaTtb 4 NpobUpKN AN HEM3BECTHbIX 06pa3LoB, 04HY Npobupky ans «K-»
N ogHy Npobupky ana «K+». Oblwee kKonmyecTso Npobmpok — 6.

7.2.2 BcTpsixHuTe npobupky C pacTBopoM Tag-nosnMepasbl Ha MuUKpoueHTpudyre-
BOpTeKCe B TeyeHue 3-5 ¢ M ueHTpUdyrupyinTe Ha MUKpOUEHTpudyre-sopTekce
B TeyeHune 1-3 c.

7.2.3 [OobaBbTe BO BCe NMpOMapKMpoOBaHHble NpPobUpKM, He noBpexaas Crov napadwvHa,
no 10 mkn pacrteopa Tag-nonnMepassbl.

7.2.4 [JobaBbTe B Kaxaykw nNpobupky no oaHonm kanne (okono 20 MKA) MUHepanbHOro
Macna. 3akponTe Npobupku/cTpumnol.

7.2.5 BcTpsaxHuTe nNpobupKy C  MNOMIOXWUTENbHbIM  KOHTPO/bHbIM  06pa3uoM  Ha
MUKpoUeHTpudyre-soptekce B TedeHue 3-5¢ wn  ueHTpudyrupyihte Ha

MUKpOUEHTpUdyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mpn wncnonb3oBaHum ansa Bblgenenns [OHK HabopoB/KOMMIEKTOB peareHToB
MPOBA-PAMNKNA, MPOBA-HK, MPOBA-HK-MNJIIOC, MPOBA-OMTUMA BCTpsixHuTe npobupku c
npenapaTtoM AHK n oTpruaTenbHbIM KOHTPOJIbHLIM 06pa3LoM Ha MUKpOLEHTpUdyre-sopTekce
B TeyeHue 3-5 Cc n ueHTpUdyrnpyinte Ha MMKpoueHTpudyre-sopTekce B Teyerme 1-3 c.

2. Mpn wncnonb3oBaHuu anga sblaeneHna [OHK komnnekTtoB peareHTtoB [MPOBA-TC u
MPOBA-IC-MJTHOC BcTpsixHUTE Npobupku ¢ npenapatom AHK n oTpyuaTenbHbiM KOHTPObHbBIM
06pas3LoM Ha MUKpoUeHTpudyre-sopTekce B TedeHue 3-5 ¢ n ueHTpudyrmupymnte npm RCF(g)
12000-16000 B TeueHne OAHOM MUHYTbl ANSA ocCaxAaeHus copbeHTa. B cnyyae ecnu nocne

BblAeNeHnsa HajocafouyHada XWUAKOCTb, coaepxawasa sblaeneHHyo OHK, 6bina nepeHeceHa B
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HOBble NpobupKkK, UeHTpUdyrMpoBaHMe Mocne  BCTPSXMBaAHUS  MNPOM3BOANTCS  Ha
MUKpOLEHTpUdyre-sopTekce B TeyeHue 3-5 c.

3. Mpn wncnonb3oBaHun Ana BbigeneHna [AOHK Habopa peareHtoB [MPOBA-MY-PANUA
HeobxoamMo, He BCTpsaxXuBas, UeHTpudyrnposaTb npobupkm ¢ npenapatoMm [OHK n
oTpuuaTesibHbIM KOHTPOJ/IbHbIM 06pa3LOM Ha MUKpouUeHTpudyre-sopTekce B TedeHue 1-3 ¢,
3aTeM nNoMecTuTb Npobupkn ¢ npenapatom AHK B MarHuTHbIM wTtaTtue. B cnyyae ecnm nocne
BblAeNeHns HadocaAouHas XUAKOCTb, coaepxawasa BolgeneHHyto AHK, 6bina nepeHeceHa B
HOBble MpobupkK, creayeT BCTPSAXHYTb Npobupkm c npenapatom AHK u oTpuuaTenbHbIM
KOHTPOJSIbHbIM  06pasuoM Ha  MUKpoueHTpudyre-soptekce B TedeHme 3-5¢ m
LeHTpudyrnpoBaTb Ha MUKpoLEHTpudyre-sopTekce B TedeHne 1-3 C.

4., Onsa npepoTeBpalleHns KOHTaMuMHaumu crnepyet nepen BHeceHmeM [HK oTKpbiBaTb
KPbIWKK TOSIbKO TeX Npobupok, B KOTopble BbyaeT BHOCUTLCS AaHHbIM obpasel, U 3akpbiBaTb
nx, nepen BHeceHueM crneaytowero. B cnyyae ncnonb3oBaHuns CTpUNOB CrieAyeT 3aKpbiBaTb
KpbILWKY CTpuna nocfie BHeCeHus B Hero obpasuoB nepesn HavyanoM paboTbl CO CreayowmnM,
3akpbiBanTe nNpobupku/cTpunel NoTHO. Mpenapatel AHK n KOHTponbHbie 06pa3ubl cneayer

BHOCUTb HAaKOHEYHUKaMK C CbMJ'IprOM.

7.2.6 BHecuTe B COOTBETCTBYIOLIME MNPOMapKMpOBaHHblE MPOOGUMPKN ANS HEU3BECTHbIX
obpasuoB, He noBpexaas cnoh napadwuHa, 5,0 Mkn BblgeneHHoro n3 obpasuos
npenapata AHK. B npobupkun, npomMapknpoBaHHble «K-» n «K+», AHK He BHOCKTCA.

7.2.7 BHecuTe B npobupky, npoMapKmpoBaHHyl «K-», He noBpexaas cnor napaduHa,
5,0 MK oTpuUATENbHOro KOHTPObHOro obpasua, npowealero atan sbigeneHns AHK
(cm. 7.1).

7.2.8 BHecuTe B npobupKy, NpoMapKMpoBaHHYyl «K+», He noBpexaas c/ion napaduHa,
5,0 MK NONOXNUTENBHOI0 KOHTPOSIbHOro obpasua.

7.2.9 UeHTpudyrmpyite Bce npobupkn/crTpunbl Ha MMKpoueHTpudyre-sopTekce B TeueHune
1-3 c.

7.2.10 YcraHoBuTe BCe npobupku/cTpunbl B 610K AeTeKkTupytowero amnandukartopa.

7.2.11 [nsa getektupyrowmx amnnmdunkatopos cepmun OT:
3anyctute nporpamMMHoe obecnedveHue petekTupyrowero amnaudukatopa. Mpwu
nepsoM npoeeaeHun TLUP 3arpysute cooTBeTcTBYOWMA TecT!. [danee wn npwu
nocneayowmx NOCTaHOBKaxX CO34alTe COOTBETCTBYHOLWMA MPOTOKON MUCCIeAOBAHUS:
YKaxuTe KOMYecTBo U naeHtudukatopol 06pasuos, B TOM YNCe OTpULATENBHOMO U
MOJIOXUTENbHbIX KOHTPOJIbHbIX obpasuos, OTMeTbTe pacnosioxeHune
npobupok/cTpnnoB Ha MaTpuue TepMobsioka B COOTBETCTBUM C UX YCTAaHOBKOM U
nposeauTte MLUP c yyueTom 06bEMa peakumMoHHOM cMecn, pasHoro 35 mkn. MNMpu Beib6ope

TecTa Ao/kHa oTobpaxaTbCsl NporpamMMa, npvBeaéHHas B Tabnuue 3.

1 - TecT AnsA [ETEKTUPYKOWNX aMnandbukaTopoB cepun AT co3gaérca NyTEM BBOAA MNapaMeTpoB
(napameTpbl TecTa ykasaHbl B [lpunoxeHun A) wnnm npepocTaBnseTcs npoussoanTenem Habopa
peareHToB
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7.2.12 [Ana petektupytowmx amnangukatopos CFX96 n Applied Biosystems QuantStudio 5:

Mposegnte MUP c ydyeToM 06bEMa peakUMOHHOW cMecu, paBHoro 35 Mk, Mo

nporpaMMamM amnandukaummn, npuBeaéHHbIM B Tabnmuax 4, 5 COOTBETCTBEHHO.

Tabnuuya 3 - [porpamma amnandukaumMnm aAna AeTeKTUPYHLWMX aMnamndukaTopos
«ATnpanm», «OTnant» (dbacoska S)
Ne Yucno Pe>xnm ontnyeckmx
Temnepartypa, °C | MUH c . Twun 6n0ka
6noka LMKIOB n3MepeHun
80 0 30
1 1 LUnkn
94 1 30
94 0 30
2 5 Uukn
64 0 15
94 0 10
3 45 LUnkn
64 0 15
4 94 0 5 1 Lnkn
5 10! XpaHeHune XpaHeHune
V - PEXUM ONTUYECKUX U3MEPEHWIA

Tabnuuya 4 - MNporpamma amMnandukaumn ansa getektupyrowmx amnnndukatopos CFX96
(dbacoBku S, U)
N2 6n0ka Bpewms, KonuuyectBo Unknos
T o
(Step) emneparypa, °C MMH: cek (nosTOpOB)
1 80 01:00 1
2 94 01:30 1
3 94 0:15
50
4 64 v 0:20
Vv - pexum ontunyeckux wusmepeHmin (Plate Read), ycTaHoBWTL M3MepeHue iyopecueHunn Mo
HeobxoanMbIM KaHanam getekumm (Fam, Hex, Rox) npu 64 °C

Tabnunuya 5 -

MporpamMma amnandukaumn gnas AeTeKTUPYHLWMX aMnandukaTopoB
Applied Biosystems QuantStudio 5 (¢pacosku S, U)

o
Crapusa L~ TeMnepaTtypa, °C Bpemsi, KonunuectBo umknos
wara MUH: ceK (noBTOpOB)

Craaus 1 80 01:00 1
yaepxaHus 2 94 01:30 )

1 94 0:20
Cragunsa MLUP 50

2 64 v 0:20

V - c60p AaHHbIX Ans HeobxoanMbix dayopodopos (Fam, Vic (Hex), Rox) BK/OUeH

1 - nonyckaeTca xpaHeHue npu Temnepatype 25 °C
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7.3 MoarotoBka u nposeneHue MNUP. ®acoeka U, pyyHoe fo3mpoBaHue

BHMUMAHME!

1. Ona amnandukaumm cnegyet WCNOMAb30BaTb OAHOpPa30Bble aMNINPUKALMOHHbIE
npobupkn o6bEMOM 0,2 MA1  MAM  MUKporaHweTsl MUP 96 nyHok!, repMmeTnsnpyemble
TepMONNeHKon. He pekoMeHayeTcsd MCNOAb30BaTb CTPUMNOBaHHblE MNPOBUMPKNM B CBA3U C
OMNAaCHOCTbIO MOCTaMMNN@PUKALUNOHHOMN KOHTaMMHaUNN.

2. Mpn npoBeaeHMN BCeEX NOCNEAYOLWMX AENCTBUI cneayeT nsberatb BO3AENCTBUS NPAMbIX

COJTHEYHbIX JlyYel Ha NpPoBUpKM CO CMecbto Ana amnandukaumm!

7.3.1 T[lpoMapkupyiTe HeobxoaMMOe KOAMYEeCTBO OAHOPa30BbIX aMMANMUKaULMOHHbIX
npobupok 06bémom 0,2 M nAM MMKponnaHweT 96 NyHOK A8 HEM3BECTHbIX 06pa3LoB,
ANa oTpuuaTeIbHOro KOHTPOIbHOro obpa3sua «K-» 1 NoN0XUTENbHOMO KOHTPOIBHOIO

obpasua «K+»,

MpuMeyaHne - PekoMeHAyeTCs MOCTaHOBKA He MeHee 5 06pa3uoB B OAHOM MUCCNeAoBaHUM

(3 HemzBecCTHbIX 06pa3ua, oTpMUaTebHbIA U MOIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
Heobxognmo npoaHanusauMpoBaTb 4 HeU3BeCTHbiX obpasua. [Oas 3TOro HyXHO
npomMapkupoBaTb 4 Npobmpkn aAns Hem3BeCTHbIX 06pa3uyoB, oaHY NPOBUPKY/NYHKY Ans
«K-» n ogHy npobupky/nyHky ans «K+». Obwee konmyecrso npobMpok/nyHok — 6.

7.3.2 BcTpsixHuTe npobupky €O cMecbto Ans amnavbukaumMm Ha MuKpoueHTpudyre-
BOpTeKCce B TeyeHue 3-5 C u ueHTpUdyrupyinTe Ha MUKpPOLEHTpudyre-sopTekce
B TeueHune 1-3 c.

7.3.3 BHecuTe BO BCe NpoMapKuMpoBaHHble MPOBUPKU/AYHKW MUKponnaHweTa (BKo4Yas
«K=» 1 «K+») no 6,0 mkn cMecn ans aMnandgukaumu.

7.3.4 BcTtpsxHute npobupkm c [UP-6ycdepom wn nonumepason TexHoTag MAX Ha
MUKpoOUeHTpudyre-soptekce B TedeHne 3-5¢ wn  ueHTpudyrupyihte Ha

MUKpoOLeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! MNonumepasy TexHoTaq MAX cnepyer AoCTaBaTb M3 MOPO3W/IbHOWM Kamepbl

HenocpeaCcTBeHHO nepea MCnoJib30BaHUEM.

7.3.5 MpurotoBbTe cMecb [UP-6ydepa c nonumepason TexHoTaq MAX. [ns 3Toro
CcCMelwanTe B OTAEbHON O4HOpa3oBoN npobupke:
e 6,0 x (N+1) mkn MUP-6ydepa,
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,
roe N — KonmyecTtBo NpOMapKUpPOBaHHbLIX MPO6UMPOK/KONMYECTBO HeobXoAnMbIX

NIYHOK MMKponiaHweTa C YY4ETOM «K-», «K+>»,

1 - Ana peTeKTUpyloWwmnx aMnandukaTopoB «4TnanT» MUKponiaHweTbl 96 NyHOK HE UCMOJIb3YHOTCS
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Mpumep:

HeobxoanmMo npoaHanuM3aupoBaTb 4  HeEM3BECTHbIX o06pasua, <«K-», «K+»,

MpoMapKnpoBaHHbIX Npobupok — 6.

Hy>xHO npurotoBuTb cMechb MLP-6ydepa n nonmmepasbl TexHoTaq MAX ana 7 (6+1)

npobupok/nyHok, T.e. 42 mkn MNUP-6ydepa + 2,1 mkn nonmmepasbl TexHoTaq MAX.
7.3.6  BcTpaxHuTe npobupky C npuroTosseHHol cmecbio [LP-6ydepa v nonumepasbl

TexHoTaq MAX Ha MUKpouUeHTpudyre-BopTekce B TedeHmne 3-5 ¢ n ueHTpudyrupymnte

Ha MuKpoueHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! Cwmecb lMLUP-6ydepa n nonumepasbl TexHoTaq MAX Heob6xoaMMO roTOBWUTb

HenocpeacTBeHHO nepea Mcnosib30BaHUEM.

7.3.7 [dobaBbTe B MpOBUPKU/IYHKKM CO CMecbl ansa amnnmdukaumm no 6,0 MK cMecwu

MUP-6ydepa n nonumepasnbl TexHoTaq MAX. 3akponte npobupku.

BHUMAHME! [ocne pobaenenms cmecu [MUP-6ydepa m nonmmepasbl TexHoTaq MAX B
npobupkn/AyHKM €O cMecbio ansa amnandukaumm HeobxogMMo B Te4yeHMe ABYX 4acos
BbINOAHUTL 7.3.8 — 7.3.14.

7.3.8 BcTpaxHUTe npobupky C  MOMOXWUTENbHbIM  KOHTPO/SbHbIM  06pa3LoM  Ha
MUKpOLEeHTpUdyre-soptekce B TedyeHMe 3-5c u  ueHTpudyrupyite Ha

MUKpPOLIEHTpUdyre-sopTekce B TeyeHume 1-3 c.

BHUMAHMUE!

1. Mpun ucnonb3oBaHun ana BbiaeneHus OHK Habopos/komnnektoB peareHToB [MPOBA-
PAMWA, MNPOBA-HK, MNPOBA-HK-MNKOC, T[POBA-OMNTUMA BCTpaxHuTe npobupkm ¢
npenapaTtom AHK n oTpuuatenbHbIM KOHTPObHLIM 06pa3LOM Ha MUKPOLEHTpUdyre-BopTekce
B TeyeHune 3-5 ¢ u ueHTpudyrnpyimte Ha MUKpOLEeHTpUdyre-sopTekce B TedyeHune 1-3 c.

2. Mpu ncnonblosaHun ansa eolaeneHmna AHK komnnektos peareHToB NMPOBA-IC n MNMPOBA-
FC-MJIIOC BCcTpsAXHUTE nNpobupkn ¢ npenapatom AHK wn oTpuuaTtenbHbIM KOHTPOJbHbIM
o6pa3uoM Ha MuKpoueHTpudyre-soptekce B TedeHue 3-5 ¢ n ueHTpudyrmpyite npun RCF(g)
12000-16000 B Te4yeHMe OAHOM MWHYTbI ANs ocaxaeHus copbeHTa. B cnyuae ecnu nocne
BblAeNeHns HaJocaAo4vyHas XUAKOCTb, coaepxawas BbigeneHHyto AHK, 6bina nepeHeceHa B
HOBble MNpobupku, UuUeHTpudyrMpoBaHWe Mocne BCTPAXUBAHUA  MPOM3BOAUTCA  Ha
MUKpoLeHTpudyre-sopTekce B TedeHue 3-5 c.

3. Mpn wncnonb3oBaHum pana sbigeneHns OHK Habopa peareHtos [MPOBA-MY-PAMUNA
HeobxooMMO, He BCTpAxuMBas, UuUeHTpudyrnposatb npobupkm ¢ npenapatom [OHK n
oTpuUaTesibHbIM KOHTPOJIbHbIM 06pa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedeHue 1-3 ¢,
3aTteM nomectuTb Npobupkn ¢ npenapatom AHK B MarHuTHbIN wTtatnse. B cnyyae ecnu nocne
BblAENEHNS HafoCafouHas XWAKOCTb, coAepxallas sbiaeneHHyto AHK, 6bina nepeHeceHa B
HOBble MpobupkK, cneayeT BCTPsAXHYTb Npobupku ¢ npenapatom AHK mn oTpuuatenbHbIM
KOHTPONbHbIM  06pa3uoM Ha  MuUKpoueHTpudyre-sopTekce B TedeHuMe 3-5¢c

LUeHTpndyrMpoBaTb Ha MUKpoLEHTpUdyre-BopTekce B TeyeHme 1-3 c.
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4, Anga npepoTeBpalleHns KOHTaMuWHauuu crnepyet nepen BHeceHneM [HK oTKpbiBaTbhb
KPbILWKN TONMbKO Tex Npobupok, B KOTopble 6yaeT BHOCUTLCS AaHHbIN obpasel, U 3aKpbiBaTb
WX nepen BHeCeHMeM crieayolero. 3akpbiBante npobupku nnoTtHo. Mpenapatel OHK wu

KOHTPOJ1bHbIE o6pa3u,b| cneayetr BHOCUTb HAKOHEYHUKAMU C CbVIJ'IprOM.

7.3.9 BHecuTe B COOTBETCTBYIOLWME MPOMAaPKUPOBAHHLIE NPOBUPKU/NYHKN MUKPONJIaHLWeTa
no 6,0 Mkn BblaeneHHoro m3 obpasuos npenapata AHK. B npobupkun/nyHku,
rnpoMapkmpoBaHHble «K-» n «K+», IHK He BHOCKUTCA.

7.3.10 BHecuTe B NpobUpKY/NyHKY, NpoMapkupoBaHHyt «K-», 6,0 MKA OTpuUATENbHOrO
KOHTponbHOro obpasua, npowealwero atan BblgeneHnsa AHK (cm.7.1).

7.3.11 BHecuTe B NpobupKy/NyHKY, NpOMapKMpPOBaHHYK «K+>», 6,0 MKA MNOMOXUTENbHOrO
KOHTponbHOro obpasua.

7.3.12 B cnydae ncnonb3o0BaHUA MUKPOMJIAHWETOB 96 NYHOK:

7.3.12.1 TloMecTuTe akKypaTHO, HE BCTpPSAXMBas, MUKPOMJAHLWET B NOAJIOXKY YCTPOMCTBA

AN 3aneyaTtbiBaHMa nnaHweros ATnak.
7.3.12.2 TlpoBeauTe 3anedyaTtbiBaHMe MUKporuiaHweTta [MUP nonvMepHon TepMoOnneHKown
COrMacHO MHCTPYKUMKU K npubopy ATnak.

7.3.12.3 UeHtpudyrmupynte mnukponnanwet MNLP npn RCF(g) 100 B TeueHmne 30 c.

7.3.13 B cny4yae ucnonb3oBaHusa npobupok:

LeHTpudyrmnpyinte Bce npobmpkn Ha MUKpoLeHTpudyre-sopTekce B TeueHne 3-5 C.

7.3.14 YcTtaHoBuTe BCe Npobupku/MUKponnaHLWeT B 6/10K AeTekTupytowero amnamdukatopa
n nposeanTte MUP (7.3.15, 7.3.16).

7.3.15 [nsa petektupyowmx amnangukatopos cepum AT:
3anyctute nporpamMmHoe obecnedeHue peTekTupytowero amnnudwukaTopa. [pu
nepeoM nposBeaeHun TP 3arpysute COOTBETCTByWOLWMUIA TecT!: [danee u npwu
nocneayrLmMx NocTaHOBKaX CO34alTe COOTBETCTBYHOLMNA MPOTOKON MCCeAOBaHUS:
YKaXuTe KOMYecTBo U naeHtTudurkatopbl 06pasLos, B TOM YNCie OTpULATEbHOroO 1
NOMOXUTENbHbIX KOHTPOJSIbHbIX 06pa3LoB, OTMETbTE pacnosioxxeHue o06pasuoB Ha
mMaTpuue TepMobsioKka B COOTBETCTBMM C MX YCTaHOBKOM u nposeante MUP ¢ yyeTom
o6béMa peakumoHHOM cMecn, paBHoro 18 m™kna. [lpu BbiGOpe Tecta A[OMXKHA
oTobpaxkaTbCa nporpamma, npuseaéHHas B Tabnuue 6.

7.3.16 [nsa petektupytowmx amnnmpunkatopos CFX96 n Applied Biosystems QuantStudio 5:
Mposeante MUP c y4yeTtoM 06bEMa peakUMOHHOW CMecu, paBHoOro 18 wmkn, no

nporpaMMamM amnandukaummn, npmBeaéHHbIM B Tabnumuax 4, 5 COOTBETCTBEHHO.

1 - TecT AnsA [ETEKTUPYKOWNX aMnandbukaTopoB cepun AT co3gaérca NyTEM BBOAA MNapaMeTpoB
(napameTpbl TecTa ykasaHbl B [lpunoxeHun B) wmnm npepocraBnsercsa npoussoamTenem Habopa
peareHToB
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Tabnuua 6 - T[MporpaMma amMnaudukKauum ans AeTEeKTUPYLWMX aMnaMbuKaTopoB

«ATnpanm», «OTnant» (dacoska U)

No Yucno Pe)>XuM onTtuyeckmx T™vin
Temnepatypa, °C | MuH C .
6noka LUKNOB n3MepeHum 6noka
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Lunkn
94 0 30
3 5 Unkn
64 0 15 \
94 0 10
4 45 Unkn
64 0 15 4
5 94 0 5 1 Unkn
6 10! XpaHeHune XpaHeHune
V - pexuM onTUUYECKUX U3MEPEHMNIA

7.4 Moprotoeka un nposegeHune TLUP. ®acoBka U, ¢ mncnonb3oBaHUeM [0O3UPYHOLLENO
ycTponctBa [ATctpuMm (ToONbKO Ans  getektupyrowero amnandukatopa AOTnpanm B

Moaudukaumm «4Tnpanm *X*»)

BHUMAHME!

1. Ona amnndukaumm cnegyer UCNonb3oBaTb MuKporiaHweTtsl [MUP 384 nyHkwy,
repMeTm3snpyemMblie TEPMONIEHKON.

2. Mpu npoBeaeHMN BCEX NOCNEAYOWMX AENCTBUIA cneayeT nsberatb BO3AENCTBUS NPSAMbIX

COJTHEYHbIX Sly4yein Ha Npobupkn co cMecbio Ang amnnmdukaunm!

MpumeyaHne - PekoMeHAyeTCA MOCTaHOBKA He MeHee 5 06pasuLoB B OAHOM WCCNEAOBaHUM

(3 HemzBecCTHbIX 06pa3ua, oTpMUaTeNIbHbIA U MOMIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

7.4.1 BcTpsAXHMTE npobupky CO cMecblo Ana amnaumdbukauumm B TedyeHue 3-5¢C Ha
MUKpOLEHTpUdyre-sopTekce U1  UeHTpudyrmpymnte B TedeHne 1-3C Ha
MUKpOLLEHTpUdyre-sBopTeKkce.

7.4.2 BcTpsaxHuTe npobupku ¢ TMUP-6ydepoMm un nonuMmepason TexHoTaq MAX Ha
MUKpOLeHTpUdyre-soptekce B TeyeHne 3-5¢C¢ w©n  ueHTpudyrupyinte Ha

MUKpOLEHTpudyre-sopTekce B TedeHue 1-3 c.

BHUMAHME! MNonumepasy TexHoTaq MAX cnepyer AoCTaBaTb M3 MOPO3W/IbHOM Kamepbl

HENocpeacTBEHHO Nepea NUCNoJib30BaHNEM.

1 - nonyckaeTca xpaHeHue npu Temnepatype 25 °C
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7.4.3 Cnepys vykasanusam [10 posupytowero ycrponcrtsa [ATcTpuMm, NpuUrotoBbTe B
oTaensHon npobupke cmech MLP-6ydepa c nonnmepason TexHoTaq MAX.

7.4.4 BcCTpsAXHMTE npobupKy C nNpurotoBneHHoW cmecbto [LP-6ydepa n nonumepasbl
TexHoTaq MAX Ha MUKpoueHTpuUdyre-sopTekce B TedeHne 3-5 c n ueHtTpudyrmnpymnte
Ha MuKpoueHTpudyre-sopTekce B TeyeHue 1-3 c.

7.4.5 BcCTpaxHuTe npobupkKy C  MNONOXWUTENbHbIM  KOHTPOJSibHbIM  06pasuoM  Ha
MUKpOLEeHTpudyre-soptekce B TedeHue 3-5¢ wn  ueHTpudyrmpyihte Ha

MUKpoOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mpn wncnonb3oBaHum ansa BbigeneHns [OHK HabopoB/KOMMIEKTOB  peareHToB
MPOBA-PANKNA, MPOBA-HK, MPOBA-HK-MNJIIOC, MPOBA-OMNTUMA BCTpsixHuTe Npobupku C
npenapaTtoM AHK n oTprvuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM Ha MUKpOLEHTpudyre-sopTekce
B TeyeHue 3-5 c n ueHTpmudyrnpymnte Ha MMKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

2. Mpn wcnonb3oBaHun pna BbigeneHns [OHK komnnektoB peareHtos [MPOBA-IC u
MPOBA-T'C-TJTKOC BcTpsixHuTe npobupku ¢ npenapatomMm OHK n oTpnuaTtenbHbIM KOHTPOJIbHbIM
o6pasuoM Ha MUKpoLeHTpudyre-sopTekce B TedeHue 3-5 ¢ u ueHTpudyrupymte npm RCF(g)
12000-16000 B Te4yeHMe OAHOW MWHYTbI ANs ocaxaeHus copbeHTa. B cnyuyae ecnu nocne
BblAeNeHNs1 HaA0CaA0uHaa XWAKOCTb, coaepkawasl BblaeneHHyto OHK, 6bina nepeHeceHa
B HOBble Mpobupkun, LeHTpUdyrMpoBaHue nocfle BCTPAXMBAHUA  MNPOM3BOAMTCS  Ha
MUKpoOLEeHTpudyre-sopTekce B TeyeHune 3-5 c.

3. Mpun wucnonb3oBaHun Ansa BbigeneHna [OHK Habopa peareHtoB [MPOBA-M4Y-PAMUA
HeobxoAMMO, He BCTpsxuBas, UeHTpudyrmposate npobupkm ¢ npenapatoMm [AHK u
oTpuUaTesNbHbIM KOHTPOJIbHBIM 06pasuoM Ha MuKpoueHTpudyre-sopTekce B TeveHune 1-3 ¢,
3aTeM noMecTuTb Npobupkn ¢ npenapatom AHK B MarHuTHbIn wTaTtme. B cnyyae ecnm nocne
BblAesieHnsl HajocaAo4vyHas XUAKOCTb, coaepxalwlas BbigeneHHyto OHK, 6bina nepeHeceHa B
HOBble MpoO6bUpKK, cneayeT BCTPSXHYTb Npobupku c npenapatoM OHK u oTpuuaTenbHbIM
KOHTPONIbHbIM  06pa3uoM Ha  MuUKpoueHTpudyre-soptekce B TedeHne 3-5c U

LeHTpndyrmpoBaTb Ha MUKpoLeHTpudyre-BopTekce B TeyeHme 1-3 c.

7.4.6 YcraHoBuTe npobupku: co cMecbto ana amnaundukaumm, co cmecobto MUP-6ydepa n
nonumepasbl TexHoTaq MAX, ¢ npenapatamn OHK, oTpuuaTenbHbIM KOHTPOJIbHbIM
06pasuoM 1 MoNOXUTENbHLIM KOHTPONIbHbIM 06pa3LoM, a TakxkKe MUKponaaHwet MUP
Ha pabounn cron OTcTpuMm M npoBeauMTe [03UMPOBAHWE KOMMOHEHTOB COrlacHo
pyKOBOACTBY MO 3KCrayaTaunu.

7.4.7 TloMecTuTe aKKypaTHO, He BCTpaxuBas, MukpornsaHwert MNLP B noanoxky ycTpoiicTea
ANs  3anevyaTbiBaHUs nnadHweToB [Tnak nocre 3aBeplleHus rporpaMMmbl  Ha
fosuvpytollem yctponcrtee OTCTpumM.

7.4.8 TlpoBeamTe 3anevaTtbiBaHWe MukponnaHwerta [MLUP nonumepHon TepMONneHKOM
COrNlacHO MHCTPYKUMKU K npubopy ATnak.

7.4.9 UeHtpudyrmpynte mnkponnanuwet MUP npn RCF(g) 100 B Teuenmne 30 c.
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7.4.10 YcrtaHoBuTe MmkponnaHwert MNLP B 6510k geTekTnpytowero amnandukaropa.

7.4.11 3anyctute nporpamMmHoe obecnedeHue peTekTupytowero amnnudukatopa. [Mpu
nepsoM nposBegeHun TMLP 3arpy3uTe cooTBeTCTBYHOWMN TecT!. [danee u npu
nocneayowmx NOCTaHOBKaxX CO34alTe COOTBETCTBYHOLWMA MPOTOKON UCCIeAOBAHUS:
YKaxuTe KOMYecTBo 1 naeHtudurkatopol 06pasuos, B TOM YNCe OTpULATENBHOMO U
NOSIOXUTENbHBLIX KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnofioXeHue MNpobupok Ha
MaTpuue TepMmobsioka B COOTBETCTBUM C UX yCTaHOBKOM u nposeauTte MLP ¢ yyeTom
o6béMa peakumoHHOM cMecn, paBHoro 18 m™kn. [lpu Bbibope Tecta A[oOMXKHA

oTobpaxaTtbcs nporpamMma, npuseaéHHas B Tabnuue 6.

8 PETNCTPALUNMSA PE3VJIbTATOB AMIVINOUKALIN

8.1 Perncrpaums curHana dnyopecueHumnmn npoBoauTCs OEeTEeKTUPYOLWUM

amMnInduUKaTopoM aBTOMaTMUYEeCKN BO BpeMs aMnandukaumm.

8.2 Jetekuns n y4yéTt pe3ynbTaTOB OCYLLECTBAAKOTCS AETEKTMPYOWMM aMinnduKaTopomM
aBTOMaTU4YeCKMU.

9 YYET U UHTEPMNPETALMSA PE3Y/IbTATOB

9.1 YueT pe3ynbTaTOB peakuum OCYLLUeCcTBASeTCS aBTOMaTUYeCKM C  MOMOLbH

nporpaMmMHoOro 06ecnequM9|, nocCTaBsaA€eEMOro C AETEKTUPYHOLWLNM aMI'IJ'IMCbMKaTOpOM.

9.2 Mpn  uncnonb3oBaHuM  AeTekTupylownx  amnnmdukatopos CFX96  cnepyet
MCNO/b30BaTb perpeccuoHHbin TMn aHanmsa (Cq Determination Mode: Regression), BO

BKkNnaake «Baseline Subtraction» Heobxoamnmo Bbi6paTh «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaums pesynbTaToB NPOBOAUTCS B COOTBETCTBUM C Tabnuuein 7. Pe3ynbTaThl
MOCTAHOBKW BaJlMAHbl, €C/IN  BbINOJIHAKTCA YCNOBUSA WHTEPNpEeTaUMn Pe3ysbTaToB,

MONMYYEHHbIX ANA KOHTPOJIbHbIX 06p33LI,OB.

1 - TecT AnsA [ETEKTUPYKOWNX aMnandbukaTopoB cepun AT co3gaérca NyTEM BBOAA MNapaMeTpoB
(napameTpbl TecTa ykasaHbl B [lpunoxeHun B) wmnm npepocraBnsercsa npoussoamTenem Habopa
peareHToB
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Tabnunuya 7 - WNHTepnpeTaumsa pesynbtatos lMLP

KaHan perekuum

Fam, Hex/Vic, ROX, UHTepnpeTaums pesynbraTta
Cp/Cq/Ct Cp/Cq/Ct Cp/Cq/Ct
HeunsBecTHble 06pa3subl
YkasaH He He ykasaH O6Hapy>xeHa IHK Trichomonas vaginalis
yunTbiBaeTcs
He ykasaH He Yka3saH O6Hapy>xeHa AHK Neisseria gonorrhoeae
y4ynTbiBaeTCs
He O6Hapy»xeHa AHK Trichomonas vaginalis
YkasaH Yka3saH . .
y4nTbiBaeTCA O6Hapy>xeHa [1HK Neisseria gonorrhoeae
He ykasaH Yka3zaH He ykasaH He obHapyxena [IHK
BbISIBNISEMbIX MUKPOOPraHM3MoB
He ykasaH He ykasaH He ykasaH HepoctoBepHbIli pe3ynbTaTt

OTpuuaTenbHbI KOHTPOJIbHBbIN O6paseu

OTpuuaTenbHbIn pesynbTaTt
He ykasaH Yka3saH He ykasaH
Pe3ynbTaTbl NOCTAHOBKW BasinaHbI

Mono>xxutenbHbI KOHTPOJNbHbLIW 06pa3el

MonoxunTenbHbI pe3ynbTaT
Yka3saH YkasaH YkasaH

Pe3yn bTaTbl MOCTAHOBKW Ba1UAHbI

9.4 HepocToBepHbIN pe3ynbTaT MOXeT 6biTb CBS3aH C MNPUCYTCTBUEM MHIMHGMTOPOB B
npenapate AHK, noayyeHHOM un3 6MOMOrMYecKoro Martepuvasna; HeBepHbIM BblMNOSIHEHUEM
NpoTOKONa aHanm3a; HecobnogeHMeM TeMnepaTypHoOro pexuMa aMmnandukaumm n ap. B atom
cny4dyae Tpebyetca nosTOpHoe nposeaeHue TMUP ¢ mMmelowmmca npenapatom AHK, nubo
nosTopHoe BblgeneHne OHK mn nocraHoBka TMUP, nn6o nosTopHoe B3aTME 6MONOrM4Yeckoro

MaTepuana (BbIMOJIHSETCS NocnenoBaTeNbHO).

9.5 Ecnu anga 6uonormnyeckoro obpasua nonydveHbl 3HadeHns Cp/Cq/Ct meHee 24 Ha
KaHanax getekuum Fam nam Rox, TO 3TO rOBOPUT O BbICOKOM NepBOHAaYasbHOM KOHLEHTpaumu
OHK cooTBeTcTBYIOWEro MWKpoopraHusMa. B pgaHHOM cny4dae BO3MOXHO MoJslyyeHue
NIOXHOOTpMUATENBHOIrO pe3ynbTata AN MuUkpoopraHmsma, OHK KoToporo npucyTCTBYeT B
HU3KOWM KOHUEHTpauun. nsa NCKNOYEHUS NOXHOOTpULATENbHbIX Pe3yNbTaToOB peKOMeHAYEeTCS
noBTopHo nposecTu MLP BbiaenenHoro npenapata AHK c ncnonbzosaHmem Habopa peareHToB
ans  BbigBneHns [OHK TpuxomoHaca BarmHanuc (Trichomonas vaginalis) MeTonom
nonuMmepasHon uenHon peakuum (TPUXO-FEH), OOO «HMO [AHK-TexHonorus», Poccus,
PY N2 ®CP 2008/03848 n Habopa peareHTOoB Aans BbiiBneHus [AOHK Helccepun roHopewu
(Neisseria gonorrhoeae) w™MeTogoOM nonuMepasHoh uenHonm peakunmm (FTOHO-TEH),
000 «HMO AHK-TexHonorusa», Poccusa, PY N2 ®CP 2008/03850.
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9.6 MpM NONy4YEHUN MONOXUTENBHOrO pe3ynbTata Ans OTPULLATENbHOr0 KOHTPOJSIbHOIO
obpa3sua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUM CUMTAIOT HEAOCTOBEPHbLIMU. B 3TOM cnyyae
Heo6XoANMMO TMpoBeAeHME ChneuuasnbHbIX MeponpuaTUA ANS BbIABNEHUA W YCTPaHEHUs

BO3MOXHOW KOHTaMUHaunm.

9.7 Mpy MNonyyYeHUM OTpULATENBHOrO pe3ynbTata Afs MOMOXUTENBHOI0 KOHTPOSIbHOIO
obpa3sua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUM CUUTAIOT HEAOCTOBEPHLIMU. B 3TOM cnydae

TpebyeTca NoBTOpHas NOCTaHOBKa aMnamdukaunm Bcer naptmm obpasuos.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N 3KCINJIYATALUA

10.1 TpaHcrnopTupoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHToB OCYLUECTBASAIOT B TEPMOKOHTENHepax
C XJlaflo31IeMeHTaMMn BCEMU BUAAMM KPbITOrO TpaHCMopTa rnpu TemriepaTtype BHYTpU
TEPMOKOHTENHEpA, COOTBETCTBYIOLWEN YC/IOBUSM XPaHEHMsI KOMMNOHEHTOB, BXOASALWMX
B cocTaB Habopa peareHToB.

10.1.2 [JonyckaeTcs TpaHCnopTMpoBaHue Habopa peareHToB, 3@ UCK/OYEHNUEM NOAMMEpPaA3bI
TexHoTaq MAX (dacoska U), B TEpMOKOHTEMHepax C XJlago3/ieMeHTaMn BCEMMU
BMOAMW KpbITOro TpaHCnopTa Npu TemMnepaType BHYTPU TepMOKOHTeMHepa oT 2 °C
[0 25 °C He 6bonee 5 cytok. [lonyckaeTcs TpaHCMNOpTUpOBaHWe MonMMepasbl
TexHoTaq MAX (dacoska U) B TepMOKOHTENHEpPAX C X/1aA031EMEHTAMM BCEMUN BUAAMM
KPbITOro TpaHCnopTa npu TeMnepaTtype BHYTpU TEPMOKOHTenHepa A0 25 °C He 6onee
5 cyTok.

10.1.3 Habopsbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HAPYLUEHMEM TEMMEpPaTypPHOro pexuma,

NMPpUMEHEHUNIO HE MoANIEXaT.

10.2 XpaHeHue

10.2.1 Bce koMnoHeHTbl Habopa peareHToB, 3a UCKJKOYEeHMEeM nonmmepasbl TexHoTaq MAX
(dbacoBka U), cneayeT XpaHUTb B XONIOAWIbHUKE WM XOJIOAW/IBHOW KaMepe rMpu
TemnepaTtype oT 2 °C go 8 °C B TeueHue BCero cpoka roaHoCTu.

10.2.2 NMonumepasy TexHoTaq MAX (cdacoBka U) cnegyet XxpaHUTb B MOPO3WU/IbHOWM Kamepe
npu TemnepaTtype oT MnHyc 18 °C go MmnHyc 22 °C B TedeHMne BCero Cpoka rogHocTm
Habopa peareHToB.

10.2.3 Cwmecb ans amnnmndukaumm n cMecb ans amnandukaunm, 3anedataHHyo napaduHomM,
cnenyet XpaHWTb B XONOAMNBHWUKE WM XONOAWbBHOM KaMmepe npu TemnepaType
oT 2 °C po 8 °C B 3aWMWEHHOM OT CBETa MeCTe B TeuyeHue BCero Cpoka rogHOCTH
Habopa peareHToB.

10.2.4 Habopbl peareHTOB, XpaHWBLUMECS C HapYLIEHWEM persiaMeHTUPOBAHHOIO pexuMma,

NMPUMEHEHNIO HE nMoANeEXarT.
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10.3 YkasaHusd no akcnayaTtaumu

10.3.1 Habop peareHTOB [O/KEH MNPUMEHSATbLCS COMNacHO [AEWCTBYHOWEN Bepcuun
YTBEPXAEHHON MHCTPYKUNM MO NPUMEHEHMUIO.

10.3.2 [Onsa nony4yeHuMs LOCTOBEPHbIX pe3ynbTaTtoB HeobxoamMmo cTporoe cobntogeHue
WHCTPYKLUMM MO NpuMeHeHnto Habopa peareHToB.

10.3.3 MMocne BCKpbITMS YNaKOBKM KOMMOHEHTbl Habopa peareHTOB c/ieayeT XpaHuTb Mpwu
cneaywmx ycnoBumsx:
® BCe KOMMOHEeHTbl Habopa peareHTOB, 3a UCK/IOYEHNEM nonmMepasbl TexHoTaq MAX
(dbacoska U), cneayeT XpaHuTb B XOA0AWNBbHWKE WAW XONOAWIbHOM Kamepe mnpu
TemnepaTtype oT 2 °C go 8 °C B TeueHuMe BCEro cpoka roaHoctn Habopa peareHToB;
e CMeCb Ana amnaudukaumm W CMecb Ana  amnaudukaumm, 3anedyaTtaHHyro
napaduHoM, crneayet XpaHuTb B XONOAWBbHWKE WAW XONOAWSIbHOM KaMmepe npu
TemnepaTtype oT 2 °C go 8 °C B 3allMLLEHHOM OT CBETa MeCcTe B TeYeHUe BCero cpoka
rogHocTn Habopa peareHToB;
e nonmmepasy TexHoTaq MAX (dacoska U) cneayet XxpaHUTb B MOPO3U/IbHON KaMepe
npu TemnepaTtype oT MUHYC 18 °C o MmHyc 22 °C B TeyeHMe BCero cpoka rogHocTum
Habopa peareHTOB.

10.3.4 Ha6opb| peareHToB C UICTEKLWLMNM CPOKOM rogHoOCTu npnMEHEHNIO HE NoAasiexar.

11 YKA3AHUA MO YTUWIN3ALUNU

11.1 [pu ucnonb3oBaHMM Habopa peareHToB B KJAMHMKO-AMArHoCTU4Yeckoi nabopaTtopum
06pas3yoTcs oTxoAbl kracca B, KoTopble yTUAM3UPYIOTCS B COOTBETCTBMM C TpeboBaHMAMMU
CaHlnH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, MpulleALINE B HEMPUrOAHOCTb, B TOM 4YMUC/e B CBS3N C
NCTEUEHMEM CpoKa TrOAHOCTM, TMOBPEXAEHUEM YMAKOBKW, MoAnexaT yTuams3auum B

cooTBeTCcTBUM C TpeboBaHmaMM CanlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeanpuaTne-usroToBuTeNb rapaHTMpyeT COOTBETCTBME Habopa  peareHToB
TpeboBaHMAM TEXHUYECKUX YC0BMIM Npu cobnogeHun yCnoBUW TpaHCNOPTUPOBAHUS,

XpaHeEHUA KN 3KCnnyaTaunn, YyCTaHOBNEHHbLIX TEXHNYECKUMN YCITOBUAMMN.

12.2 Cpok rogHoctn Habopa peareHToB — 12 MecaueB npu cobnogeHnn BCeX YCI0BUMA

TPaHCMOPTMPOBAHUS, XPAHEHUS M IKCMyaTauuu.

13 PEMOHT U TEXHUYECKOE OBCNTY)XUBAHUE
Habop peareHTOB npeAHasHayeH AN OAHOKPATHOIrO MPUMEHEHUSI U HEe MOANEXUT

TEXHUYECKOMY OBCTYXXUBAHUIO U TEKYLLIEMY PEMOHTY.

29



T.vaginalis/N.gonorrhoeae Komnnekc | WHCTpYKUMA MO NPpUMEHEHUI0 | 924-1 oTt 22 anpensa 2024 ropa 7 IIHK'TEXHOIIOI'MH

14 CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA PEATEHTOB

IVD MeauuuHcKoe nlgenuve ans AMarHocTuku in vitro
/ﬂ/ Mpepen TemnepaTypsbl
W CoaepXXmMoro AoCTaTouHO Ans MPOBEeAEeHUS N TeCToB
g Wcnonb3oBaTb A0
LOT Koa naptuu (cepun)

[daTta narotosneHuns

I::[i O6paTtuTechb K MHCTPYKLUMN MO NPUMEHEHUIO

REF Homep no kaTtanory

N3rotoButesnb
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L

He ponyckaTtb BO34€ENCTBUSA CONMHEYHOrO CBeTa
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15 MNEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3penusa MeauuMHCKMe. [lpyMeHeHue MeHea)XMeHTa pucka K
MeAVLMHCKUM n3aenunam

FOCT 15.309-98 CucteMa pa3paboTKm UM MNOCTAaHOBKM MNpPOAYKUMM Ha MPOM3BOACTBO.
UcnbiTaHMA 1 npueMKa BbilycKaeMor npoaykummn. OCHOBHbIE MONOXEHUS

FOCT P 2.105-2019 EavHasa cmcteMa KOHCTPYKTOPCKOM fgoKyMeHTaumun. Obuwume TpeboBaHus K
TEKCTOBbIM AOKYMeHTaM

FOCT P 15.013-2016 Cucrtema pa3paboTKm M MOCTAHOBKM MPOAYKUMW Ha MPOM3BOACTBO.
MeauunHckue nlgenms

FOCT P 51088-2013 MeanuuHCcKMe nagenusa ans guMarHoCtukum uH BuTpo. PeareHTbl, Habopbl
peareHTOB, TECT-CUCTEMbI, KOHTPOJIbHble MaTtepuasnbl, nuTaTenbHble cpeabl. TpeboBaHusA K
n3genvsaM n Nnoaaep>XxumBaroLlLen AOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsgenus ansa AMarHoCTMKM UH BUTPO. MeToabl UCMbITaHW
FOCT P 52905-2007 (MCO 15190:2003) Jlabopatopun  MeauuuHckme. TpeboBaHus
6e3onacHoCcTH

FOCT P NCO 15223-1-2020 W3pennsa MeauuuHckne. CUMMBONbI, MpPUMEHSEeMble  nNpwu
MapKMPOBaHUN MEAULMHCKUX U3AENUN, HA STUKETKAX U B CONPOBOAUTENbHOWN AOKYMEHTaUMu.
Yactb 1. OcHOBHble TpeboBaHus

FOCT P NCO 18113-1-2015 MeanunHckne mnspenus ans AMarHocTuku in vitro. MHdopmaums,
npeaocTaBnsemMas u3rotosmtenem (Mapkmposka). Yacte 1. TepMuHbl, onpeaeneHnsa u obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeamumHckue nagenmsa onas AMarHocTukuy in vitro. MHdopmauums,
npeaocTaBnsemMas U3rotosmtenem (MapkmMpoeka). Hacrtb 2. PeareHTbl 419 ANArHOCTUKM in vitro
ANnsa NnpodeccMoHanbHOro NpUMeHeHus

FOCT P NCO 23640-2015 W3genusa wMeauuMHCKME ANS  AWMArHOCTUKM in  vitro. OueHka

CTabuNbHOCTM peareHToB A9 AMarHOCTUKM in vitro

MpuMmeyaHue - YKasaHHble Bbllle cTaHAapTbl 6GbiM AEUCTBYIOWMMU Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMM MO TMpuUMeHeHuto. B panbHeliweM, npv MNo0Ab30BaHUM [LOKYMEHTOM, LenecoobpasHo
NpoBepUTb AEWCTBME CCbIIOYHbIX HOPMaTUBHbLIX AOKYMEHTOB Ha TeKyLMi MOMeHT. Ecnn ccblnoyHbIi
[OKYMEHT 3aMeHEH WU U3MeHEH, TO NPWU NMPUMEHEHUN HACTOSsILLEro AOKYMEHTa C/ieayeT Mosib30BaTbhCs

3aMeHéHHbIM (M3MEHEHHbLIM) AOKYMEHTOM.
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16 ALOPEC ONAA OBPALLEHUA

MpousBoacTteo HabopoB  peareHTOB  WUMEET  CepTU@UUMPOBAHHYKD  CUCTEMY
MeHeAXXMEeHTa KayecTBa W COOTBeTCTBYeT TpeboBaHMSAM cTaHgapTa CUCTEM MeHeaXXMeHTa
kadectBa ISO 9001 B obnactn pa3paboTkm, npomsBoacTBa M npogaxu IVD peareHToB w
npnbopoB A9 MONEKYNSIPHO- TFeHeTMYeCKOW AMarHoCTUKM, K Apyroro nabopaTtopHoro
npumeHeHnsa n ISO 13485 B obnactm paspaboTku, npomssBoacTBa n npogaxu IVD peareHToB
1 npubopoB AN MeAULMHCKOM MONeKYNSpHO-reHEeTUYEeCKOW ANAarHOCTUKM.

MpousBoauTenb: O6LWECTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO «AHK-TexHonorns TC»

(000 «OHK-TexHonorua TC»), Poccus.

Appec npoussogurtensa: 117246, Poccus, r. MockBa, npoe3g HayuHbin, 4. 20, ctpoeHune 4.

MecTto npousBoAacTBa:

- 000 «[OHK-TexHonormna TC», 117246, Poccusa, r. Mocka, npoe3a HayuHbiii, 4. 20,
CTpoeHune 4;

- 000 «HIMO [AHK-TexHonorusa», 142281, Poccus, Mockosckas o6n. r. [poTBuHO,

yn. XenesHogopoxHas, a. 3.

Mo BonpocaM, KacawwuMmca KadectBa Habopa peareHToB, cneayeT obpawaTbcsa B cnyxby
KNIMEHTCKOM NoAAepXKKU.

Cnyx6a KNMEHTCKOM NOAAEPXKKU:

8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIn),

+7 (495) 640-16-93 (ansa crtpaH CHI v 3apybexbs, 3BOHOK MATHbIN).

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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MpunoxxeHue A

MapamMeTpbl TecTa, KOTOpbIe Heo6xoaMMO BHECTU B nporpamMmMHoe obecneueHue

AeTeKTUpymLWMX aMinpukaTopoB «ATnpanm>», «ATnaur»

npu ncnonb3oBaHuun Habopa peareHToB T.vaginalis/N.gonorrhoeae Komnnekc

B (hacoBke S

1)  «Twn aHanusa/Tecta» — BblbpaTb «MynbTUNAEKc_q+»;

2) Konnuectso npobupok B Tecte - 1;

3) O6béM peakuMOHHOM cMecn — 35 MKIT;

4) B okHe «[lporpaMmma amMmnnmdukauum» BBECTU CieayoLMNE NapaMeTpsbl:

Ne Yucno Pe>xxuMm ontnyeckmx Tvn
TeMmnepartypa, °C MWH c .
6510ka LIMKJ1I0B n3MepeHnm 6510Kka
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 \
94 0 10
3 45 Lunkn
64 0 15 4
4 94 0 5 1 Luvkn
5 101 XpaHeHue XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHMNIA
5) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKkumnun
Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Neisseria ) )
vaginalis gonorrhoeae

1 - nonyckaeTca xpaHeHue npu Temnepatype 25 °C
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Mpuno>xeHue b

MapamMeTpbl TecTa, KOTOpbIE Heo6xoAMMO BHECTU B nporpamMmMmHoe obecneueHue

AeTeKTUpyLMX aMinpukaTopoB «ATnpanm>», «ATnaur»

npu ncnonb3oBaHuun Habopa peareHToB T.vaginalis/N.gonorrhoeae Komnnekc

B ¢hacoBke U

1)  «Twn aHanusa/Tecta» - BbI6paTb «MynbTUNNEKC_q+»;

2) Konnuectso npobupok B Tecte - 1;

3) O6béM peakUMOHHOM cMech — 18 MKIT;

4) B okHe «[lporpamMma aMmnnudukauum» BBECTU Cieaytoline napaMeTpsbi:

N2 Yucno Pe)>xuM onTnyeckux
TeMmnepartypa, °C | MUH C - Tun 6noka
6510ka LIMKJIOB n3MepeHum

80 0 5

1 15 Uwnkn
94 0 5

2 94 5 00 1 Umkn
94 0 30

3 5 Lnkn
64 0 15 4
94 0 10

4 45 Uukn
64 0 15 v

5 94 0 5 1 Lnkn

6 10! XpaHeHue XpaHeHue

V - peXuM onTUUYECKUX U3MEPEHMNIA
5) BHecTn cneaytowme napaMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Trichomonas BK Neisseria ) _
vaginalis gonorrhoeae
Homep 924-1
2024-04-22

1 - fonyckaeTca xpaHeHue npu Temnepatype 25 °C
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	7.3.9 Внесите в соответствующие промаркированные пробирки/лунки микропланшета по 6,0 мкл выделенного из образцов препарата ДНК. В пробирки/лунки, промаркированные «К-» и «К+», ДНК не вносится.
	7.3.10 Внесите в пробирку/лунку, промаркированную «K-», 6,0 мкл отрицательного контрольного образца, прошедшего этап выделения ДНК (см.7.1).
	7.3.11 Внесите в пробирку/лунку, промаркированную «K+», 6,0 мкл положительного контрольного образца.
	7.3.12 В случае использования микропланшетов 96 лунок:
	7.3.12.1 Поместите аккуратно, не встряхивая, микропланшет в подложку устройства для запечатывания планшетов ДТпак.
	7.3.12.2 Проведите запечатывание микропланшета ПЦР полимерной термопленкой согласно инструкции к прибору ДТпак.
	7.3.12.3 Центрифугируйте микропланшет ПЦР при RCF(g) 100 в течение 30 с.

	7.3.13 В случае использования пробирок:
	Центрифугируйте все пробирки на микроцентрифуге-вортексе в течение 3-5 с.
	7.3.14 Установите все пробирки/микропланшет в блок детектирующего амплификатора и проведите ПЦР (7.3.15, 7.3.16).
	7.3.15 Для детектирующих амплификаторов серии ДТ:
	7.3.16 Для детектирующих амплификаторов CFX96 и Applied Biosystems QuantStudio 5:

	7.4 Подготовка и проведение ПЦР. Фасовка U, с использованием дозирующего устройства ДТстрим (только для детектирующего амплификатора ДТпрайм в модификации «ДТпрайм *X*»)
	7.4.1 Встряхните пробирку со смесью для амплификации в течение 3-5 с на микроцентрифуге-вортексе и центрифугируйте в течение 1-3 с на микроцентрифуге-вортексе.
	7.4.2 Встряхните пробирки с ПЦР-буфером и полимеразой ТехноTaq МАХ на микроцентрифуге-вортексе в течение 3-5 с и центрифугируйте на микроцентрифуге-вортексе в течение 1-3 с.
	7.4.3 Следуя указаниям ПО дозирующего устройства ДТстрим, приготовьте в отдельной пробирке смесь ПЦР-буфера с полимеразой ТехноTaq MAX.
	7.4.4 Встряхните пробирку с приготовленной смесью ПЦР-буфера и полимеразы ТехноTaq MAX на микроцентрифуге-вортексе в течение 3-5 с и центрифугируйте на микроцентрифуге-вортексе в течение 1-3 с.
	7.4.5 Встряхните пробирку с положительным контрольным образцом на микроцентрифуге-вортексе в течение 3-5 с и центрифугируйте на микроцентрифуге-вортексе в течение 1-3 с.
	7.4.6 Установите пробирки: со смесью для амплификации, со смесью ПЦР-буфера и полимеразы ТехноTaq МАХ, с препаратами ДНК, отрицательным контрольным образцом и положительным контрольным образцом, а также микропланшет ПЦР на рабочий стол ДТстрим и прове...
	7.4.7 Поместите аккуратно, не встряхивая, микропланшет ПЦР в подложку устройства для запечатывания планшетов ДТпак после завершения программы на дозирующем устройстве ДТстрим.
	7.4.8 Проведите запечатывание микропланшета ПЦР полимерной термопленкой согласно инструкции к прибору ДТпак.
	7.4.9 Центрифугируйте микропланшет ПЦР при RCF(g) 100 в течение 30 с.
	7.4.10 Установите микропланшет ПЦР в блок детектирующего амплификатора.
	7.4.11 Запустите программное обеспечение детектирующего амплификатора. При первом проведении ПЦР загрузите соответствующий тест14F . Далее и при последующих постановках создайте соответствующий протокол исследования: укажите количество и идентификатор...


	8 РЕГИСТРАЦИЯ РЕЗУЛЬТАТОВ АМПЛИФИКАЦИИ
	8.1 Регистрация сигнала флуоресценции проводится детектирующим амплификатором автоматически во время амплификации.
	8.2 Детекция и учёт результатов осуществляются детектирующим амплификатором автоматически.

	9 УЧЁТ И ИНТЕРПРЕТАЦИЯ РЕЗУЛЬТАТОВ
	9.1 Учет результатов реакции осуществляется автоматически с помощью программного обеспечения, поставляемого с детектирующим амплификатором.
	9.2 При использовании детектирующих амплификаторов CFX96 следует использовать регрессионный тип анализа (Cq Determination Mode: Regression), во вкладке «Baseline Subtraction» необходимо выбрать «Baseline Subtraction Curve Fit».
	9.3 Интерпретация результатов проводится в соответствии с таблицей 7. Результаты постановки валидны, если выполняются условия интерпретации результатов, полученных для контрольных образцов.
	9.4 Недостоверный результат может быть связан с присутствием ингибиторов в препарате ДНК, полученном из биологического материала; неверным выполнением протокола анализа; несоблюдением температурного режима амплификации и др. В этом случае требуется по...
	9.5 Если для биологического образца получены значения Ср/Cq/Ct менее 24 на каналах детекции Fam или Rox, то это говорит о высокой первоначальной концентрации ДНК соответствующего микроорганизма. В данном случае возможно получение ложноотрицательного р...
	9.6 При получении положительного результата для отрицательного контрольного образца результаты всей постановочной серии считают недостоверными. В этом случае необходимо проведение специальных мероприятий для выявления и устранения возможной контаминации.
	9.7 При получении отрицательного результата для положительного контрольного образца результаты всей постановочной серии считают недостоверными. В этом случае требуется повторная постановка амплификации всей партии образцов.

	10 ТРАНСПОРТИРОВАНИЕ, ХРАНЕНИЕ И ЭКСПЛУАТАЦИЯ
	10.1 Транспортирование
	10.1.1 Транспортирование набора реагентов осуществляют в термоконтейнерах с хладоэлементами всеми видами крытого транспорта при температуре внутри термоконтейнера, соответствующей условиям хранения компонентов, входящих в состав набора реагентов.
	10.1.2 Допускается транспортирование набора реагентов, за исключением полимеразы ТехноTaq МАХ (фасовка U), в термоконтейнерах с хладоэлементами всеми видами крытого транспорта при температуре внутри термоконтейнера от 2  С до 25  С не более 5 суток. Д...
	10.1.3 Наборы реагентов, транспортированные с нарушением температурного режима, применению не подлежат.

	10.2 Хранение
	10.2.1 Все компоненты набора реагентов, за исключением полимеразы ТехноTaq МАХ (фасовка U), следует хранить в холодильнике или холодильной камере при температуре от 2  С до 8  С в течение всего срока годности.
	10.2.2 Полимеразу ТехноTaq МАХ (фасовка U) следует хранить в морозильной камере при температуре от минус 18  С до минус 22  С в течение всего срока годности набора реагентов.
	10.2.3 Смесь для амплификации и смесь для амплификации, запечатанную парафином, следует хранить в холодильнике или холодильной камере при температуре от 2  С до 8  С в защищённом от света месте в течение всего срока годности набора реагентов.
	10.2.4 Наборы реагентов, хранившиеся с нарушением регламентированного режима, применению не подлежат.

	10.3 Указания по эксплуатации
	10.3.1 Набор реагентов должен применяться согласно действующей версии утвержденной инструкции по применению.
	10.3.2 Для получения достоверных результатов необходимо строгое соблюдение инструкции по применению набора реагентов.
	10.3.3 После вскрытия упаковки компоненты набора реагентов следует хранить при следующих условиях:
	10.3.4 Наборы реагентов с истекшим сроком годности применению не подлежат.


	11 УКАЗАНИЯ ПО УТИЛИЗАЦИИ
	11.1 При использовании набора реагентов в клинико-диагностической лаборатории образуются отходы класса В, которые утилизируются в соответствии с требованиями СанПиН 2.1.3684-21 и МУ 1.3.2569-09.
	11.2 Наборы реагентов, пришедшие в непригодность, в том числе в связи с истечением срока годности, повреждением упаковки, подлежат утилизации в соответствии с требованиями СанПиН 2.1.3684-21.

	12 ГАРАНТИИ ИЗГОТОВИТЕЛЯ
	12.1 Предприятие-изготовитель гарантирует соответствие набора реагентов требованиям технических условий при соблюдении условий транспортирования, хранения и эксплуатации, установленных техническими условиями.
	12.2 Срок годности набора реагентов – 12 месяцев при соблюдении всех условий транспортирования, хранения и эксплуатации.

	13 РЕМОНТ И ТЕХНИЧЕСКОЕ ОБСЛУЖИВАНИЕ
	14 СИМВОЛЫ, ИСПОЛЬЗУЕМЫЕ ПРИ МАРКИРОВКЕ НАБОРА РЕАГЕНТОВ
	15 ПЕРЕЧЕНЬ ПРИМЕНЯЕМЫХ НАЦИОНАЛЬНЫХ СТАНДАРТОВ
	16 АДРЕС ДЛЯ ОБРАЩЕНИЯ
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