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CMUCOK COKPALLEHUN

B HacTosilen  MHCTPYKUMM  MPUMEHAIOTCA  cneaylowine
cokpalleHnsi 1 06o03Ha4YeHNs:

BKO-EL - BHYTPEHHUI KOHTPOSbHbIN o6pa3e|:1 ans Ha60903 C
rmépnan3aunoHHO-ITyOpeCUEHTHON AeTeKUNen

B— - oTpULaTenbHbIA KOHTPOSb 3KCTPaKUNn

2L - MHEeKUNK, nepefaBaemMble NOJSIOBbIM NyTEM

K+ - NONOXUTENbHBIN KOHTPONb NMLP

K— - oTpuyaTenbHbIn KoHTponb MNLP

OKO - OTpyUaTenbHbIN KOHTPONbHbIN 0bpaseL

MKO - NONOXNUTENbHBIN KOHTPOSbHLIN 06pa3sel,

rnupP - nonnMepasHas LenHas peakums

®BYH LIHWM - (bepepansHoe 6+op,>|<eTHoe: yupexaeHue Haykn «LleHTpanbHbIn
Hay4YHO-MccnenoBaTenbCKUN UHCTUTYT SNUOEMUONOTUNY

Annaemmonornm -

PocnoTpe6HAA300a dJe/J,epaanovl cnyx6bl Mo Hag30py B cdhepe 3awmThbl Npas

p A30p

notpeburtenen n Gnarononyyns Yenoeeka

FEP - hnyopecueHTHasa geTekums No KKOHEYHON TOYKE»

FRT - oriyopecuUeHTHas AeTeKUNA B peXNME «peanbHOro BpemMeHmn»

HA3HAYEHUE

Ha6op pearentoB «AMnnuCenc® T.vaginalis / N.gonorrhoeae-
MYNbTUNPAUM-FL » npegHasHadeH Ond  ogHOBPEMEHHOro
BoigBneHna OHK Trichomonas vaginalis u Neisseria gonorrhoeae
nytem amnnudpukaummn cneumdumyeckoro dgoparmeHta OHK gaHHoro
MWKpPOOpraHmama MEeTOoO0M MupP C rmopunan3aunoHHo-
donyopecueHTHON JeTekumen NPO4YKTOB amnnudukaymn.
Matepunanom pgna nposegeHna TP cnyxatr npobbl [OHK,
BblAENIEHHbIE M3 COCKOBHOro OTAENsIEMOro CIIM3UCTbLIX 0DO0SIoveK
YPOreHnTasribHOro TpakTta, NPAMOW KULLKW, POTOrMIOTKU, OTAENHEMOro
KOHBIOHKTMBbBI a3, obpasuoB MO4YKM, CeKkpeTa npeacrtaTenbHOW
Xeresbl Yenoseka.

BHAMAHMUE! Pesynbtatel lNLUP-uccneposaHus y4duTtbiBalOTCA B
KOMMMEKCHO AnarHocTuke 3abonesaHus’.

NMPAHLUUIN METOOA

Boissnenne Trichomonas vaginalis v Neisseria gonorrhoeae
METOAOM MyNbTUMNNEKCHOW nonumepasHoun uenHon peakunun (MUP) c
rmopmnamnsaumnoHHoO-rIyopecUeHTHON OeTekunen BKIdaeT B cebs
Tpu 9Tana: akcTtpakumio [OHK wn3  obpasyoB  KIMHMYECKOro
MaTepuana, amnnudukaymio dparmeHTa AHK  paHHoro

'B cooTBeTcTBMM ¢ [IupekTnson Esponeiickoro Cotosa 98/79/EC.
®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
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MUKpOOpraHmamMa u rmbpmnamnsaumoHHo-prIyopecUeHTHYIO AeTeKuuto,
KoTopasi npousBogutcss nmbo HenocpeactBeHHo B xope [MUP
(bopmaTt FRT), nubo nocne ee 3aBepweHua (dopmat FEP).
IkcTpakuma [OHK u3 knuHmndeckoro martepuana npoBOAUTCS B
NPUCYTCTBMUN BHYTPEHHEro KoHTpornbHoro obpasua (BKO-FL),
KOTOpPbIM MNO3BOSMIAET KOHTPONMpOBaTb BbINOSIHEHWE nNpoueaypbl
nccrnenoBaHMs gnga Kaxgoro obpasua. 3atem € NonyyYeHHbIMU
npobamu OHK npoBoauUTCA peakums O4HOBPEMEHHOU
amnnudpukauum  dparmeHtos [OHK Trichomonas vaginalis wu
Neisseria gonorrhoeae npu nomowm cneunduyHbIX K Kaxgomy m3
HUX npanmepoB Wu QepmeHTa Tag-nonumepasbl. B coctase
peakuMOHHOM CMeCu NPUCYTCTBYIOT  dNyopecueHTHO-MeYeHble
ONIUIOHYKIEOTNAHbIE  30HAbI, KoTopble  rmMbpmngmsyoTca  C
KOMMnyieMeHTapHbIM y4acTtkoMm amnnupuumpyemon OHK-muweHn, B
pesynbTate 4Yero npoucxoauT  HapacTaHMe  MHTEHCUBHOCTHU
donyopecueHumn. K OfUroHykneotTnaHolM 3o0Hgam, cneunduyHbiM K
pasfnyHbIM AHK-muweHam, NpUKpenseHbl pasfindHble
donyopecueHTHble  MEeTKW. JTO  NO3BONAEeT  perncrpupoBaTb
HaKoMnsieHne cneuyugunyeckoro npoaykra amnnuukaumm Kaxgom
OHK-MmuweHn nytem namepeHns MHTEHCUBHOCTU PJTyOpPEeCcLEHTHOro
curHana no COOTBETCTBYHOLLEMY KaHarny. HeTtekuuns
donyopecueHTHOro curHana npu ucnosnb3oBaHun gopmara FEP
oCyLlecTBnseTcd  nocrne  OKoHyaHusa  TIUP ¢ nomowbto
donyopecueHTHoro NLP-getekTopa, a npu ncnosnb3oBaHnn popmara
FRT - HenocpeacTteeHHo B xoae NUP ¢ nomowbio amnnndgukatopa
C cuctemMon petekumm IyopecLEeHTHOrO CcurHana B peXxunme
«pearibHOro BpeMeHu».

POPMATbI N POPMbI BbIlTYCKA HABOPA PEAEHTOB
Habop peareHTOB Bbinyckaetcs B 2 hopmaTax.

PopmaTt FEP

Habop peareHTOB BbinyckaeTcs B 8 popmax KOMMeKTaunm:
dopma 1 Bknwyaetr komnrekt peareHToB «[l1LP-komnnekT»
BapuaHT FEP (npobupkn 0,5 mn).

Popma 2 Bkw4YaeT KoMMsekTt peareHtoB  «[1LIP-komnnekT»
BapuaHT FEP (npobupkn 0,2 mn).

dopma 3 Bkwyaetr komnnekt peareHToB  «[l1LIP-komnnekT»

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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BapuaHT FEP-1000 (npo6upku 0,5 mn).
Popma 4 Bknwo4vaeT Komnnektbl peareHToB «[HK-cop6-AM»
BapuaHT 100, «TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100
npobupok no 0,5 mn, «lMNUP-komnnekt» BapuaHT FEP (npobupkn
0,5 mn).
Popma 5 Bknwuyaetr komnnektol peareHToB «[HK-copb-AM»
BapuaHT 100, «TpaHcnopTHyto cpeay ans maskoB» 100 npobupok
no 0,5 mn, «MNUP-komnnekT» BapmaHT FEP (npobwupku 0,5 mn).
Popma 6 Bknwoyaer komnnektol peareHToB «[HK-copb-AM»
BapuaHT 100, «TpaHcnopTHyto cpeny ¢ mykonutmkom (TCM)» 100
npobupok no 0,5 mn, «lMUP-komnnekt» BapuaHT FEP (npobupkn
0,2 mn).
Popma 7 BkYaeT komnnektol peareHToB «[HK-copb-AM»
BapuaHT 100, «TpaHcnopTHyto cpeay ans maskoB» 100 npobupok
no 0,5 mn, «lMNMUP-komnnekT» BapmaHT FEP (npobupku 0,2 mn).
Popma 8 BknovaeT Habopbl peareHTOB OMNTOM, pacdacoBaHHblE
NO OTAenbHbIM peareHTamM, C MapKUMPOBKOWM peareHToB Ha WX
ONTOBOW (pacoBkKe.

dopmbl kKomnnekTaunn 1, 2 u 3 npeaHasHadeHbl Ans NpoBeaeHns
amnnndpukauymm  OHK  Trichomonas vaginalis v  Neisseria
gonorrhoeae ¢ rmbpmnansaynMoHHO-(PIyOpECLEHTHOMN AeTeKUMnen no
«KOHe4Hon To4kex». [na nposeneHus nonHoro MNUP-nccneposanmg
HeobXx0aMMO MCNONb30BaTb KOMMIEKTblI peareHTOB A1 9KCTpakLumm
OHK,  pekomeHpgoBaHHble &®BYH UHUW  3nungemunonorum
PocnoTtpebHansopa.

®opmbl  kKomnnektTaumm 4, 5, 6 n 7 npeaHasHadeHbl ON4
npoeBegeHns nonHoro  [NLP-uccnegoBaHnsa, BKoYas  B3ATUE
KNMWHMYECKOro  martepuarna, akcTpakumio n3  Hero [OHK n
amnnndpukauuio  [HK  Trichomonas vaginalis wn  Neisseria
gonorrhoeae ¢ rmbpmnansaynMoHHO-PIyOpECLEHTHOMN AeTeKUMEN no
«KOHEYHOW TOYKe.

dopma KoMnneKkTaumm 8 npegHa3sHa4vyeHa ang
NPON3BOACTBEHHLIX UeNnen ans nocneayrwen MapKMpoBKUM Ha
A3blKe 3aKas4yMka U KoMnnekrayum no Habopam.
BHAMAHUE! dopma komnnektaumm 8 UCMNONb3yeTCcs TOSIbKO B
COOTBETCTBUN C perfiameHToM, yTteBepXaeHHeim ObYH UHUU
anuagemuonornn PocnoTpebHaasopa.

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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Popmart FRT
Habop peareHTOB BbinyckaeTcs B 8 oopmax KOMMsiekTaunu:
Popma 1 Bknw4vaer Komrnekt peareHtoB «[1LP-komnnekT»
BapuaHT FRT.
dopma 2 BknwYaetr komnrekt peareHToB «[l1LIP-komnnekT»
BapuaHT FRT-100 F.
dopma 3 Bkwyaetr komnrekt peareHToB «[l1LIP-komnnekT»
BapuaHT FRT-1000 F.
Popma 4 Bknwyaet komnnektol peareHToB «[HK-copb-AM»
BapuaHT 100, «TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100
npodupok no 0,5 mn, «MNMUP-komnnekT» BapuaHT FRT.
Popma 5 Bknwuyaetr komnnektol peareHToB «[HK-copb-AM»
BapuaHT 100, «TpaHcnopTHyto cpeay ans maskoB» 100 npobupok
no 0,5 mn, «MNUP-komnnekT» BapnaHt FRT.
Popma 6 BkAwyaeT komnnektol peareHToB «[HK-copb-AM»
BapunaHT 100, «TpaHcnopTHyto cpeay ¢ mykonutukom (TCM)» 100
npodupok no 0,5 mn, «MNMUP-komnnekT» BapmanHT FRT-100 F.
Popma 7 BkAwYaeT komnnektol peareHToB «[HK-copb-AM»
BapuaHT 100, «TpaHcnopTHyto cpeay ans maskoB» 100 npobupok
no 0,5 mn, «MNMUP-komnnekT» BapmnaHt FRT-100 F.
Popma 8 BknoyaeT Habopbl peareHTOB ONTOM, pacacoBaHHbIE MO
OTAenbHbIM peareHTam, C MapKMPOBKOW peareHToB Ha UX ONMTOBOM
doacoske.

dopmbl KoMnnekTaumn 1, 2 1 3 npegHasHadeHbl Ans npoBeaeHns
amnnudpukauum  dparmeHtos [OHK Trichomonas vaginalis wu
Neisseria gonorrhoeae ¢ mMBpuaN3aLUNOHHO-GIYOPECLEHTHOMN
OeTekumen B pexume «pearibHOro BpemMeHw». [Ons npoBeaeHus
NOMHOro [MLP-nccnegoBaHus Heobxoanmo MUcronb3oBaTb
KOMMMEKTbl peareHTtoB Ans akcTtpakuumm OHK, pekomeHOoBaHHLIE
dbYH LUHUWM Snngemunonornm PocnoTtpebHagsopa.

®opmbl  komnnektaumm 4, 5, 6 M 7 npegHasHaveHbl AOnS
npoBegeHuss nonHoro  [NLP-uccnegoBaHusa, BKoYasi  B3ATUE
KNMUHUYECKOro  mMartepuana, oKCTpakumio u3  Hero [OHK n
amnnudpukaumo  OHK  Trichomonas vaginalis w»n Neisseria
gonorrhoeae ¢ rmbpunansaumMoHHO-NYyopeCUEHTHON AeTeKUumnen B
pexume «peanbHOro BpeEMeHN.

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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dopma KOoMMsiekTaumm 8 npegHasHaveHa Ons
NPOM3BOLCTBEHHbIX Lenen ana nocneaylwen MapKUMpOBKU Ha
S13blKe 3aKas4ymka U KoMnnekrauum no Habopam.
BHUMAHUE! ®opma komnnekrauumm 8 mCNonb3yeTcs TONbKo B
COOTBETCTBMW C perfiameHToMm, yteepxgeHHbim @OBYH LHAW
anuagemuonornn PocnotpebHaasopa.

AHANTMTUYHECKUE XAPAKTEPUCTUKH
AHanuTnyeckasa YyBCTBUTENbLHOCTb

Bun AT KomnnekT gansa M AHanutu4yeckas
KNUHUYECKOro . amnnudukauum VIKpo- YYBCTBUTENbHOCTD,
3KCTpPaKLmm OpraHuM3m 2
mMaTtepuana OHK M aeTekummn ra/mn
CockobHoe Trichomonas 55102
oTaensiemoe «MupP- vaginalis
CNU3UCTbIX «QHK-cop6b- KOMMNEKT»
obonouek AM» BapuaHTbI Neisseria 55102
yporeHuTanbHoOro FEP v FRT gonorrhoeae
TpakTa
«MupP- Trichomonas 1x10°
Moua® «QHK-copb- KOMMJIEeKT» vaglnall_s
AM» BapuaHTbI Neisseria 1x10°
FEP v FRT gonorrhoeae

AHanutnyeckaa 4YyBCTBUTENbHOCTb B OTHOLUEHUM Kaxaoro w3
MWUKPOOPraHM3MOB COXpPaHAeTCad WU B MNPUCYTCTBUM  BbICOKUX
KoHUeHTpauun OHK BTOpOro aHanusnpyemoro MmkpoopraHusma —
no 10° ra/mn.

AHanutn4yeckas cneunPuUYHOCTb

OTtcyTcTBOBaNM Hecneundudeckne peakuum npu TecTUpOBaHUU
obpasuoB [OHK uyenoseka n naHenu obpasuos [OHK cnegyrouwmx
MukpoopraHnamoB: Gardnerella vaginalis; Lactobacillus spp.;
Escherichia coli; Staphylococcus spp.; Streptococcus spp.; Candida
albicans; Mycoplasma hominis; Ureaplasma urealyticum; Ureaplasma
parvum; Mycoplasma genitalium; Chlamydia trachomatis; Neisseria
spp.; Neisseria gonorrhoeae; Trichomonas vaginalis; Treponema
pallidum; Toxoplasma gondii; HSV 1 n 2 Tnna; CMV; HPV.

2 KonMyecTBO reHOMHbIX 3KBMBANEHTOB MukpoopraHuama (F3) B 1 mn obpasua KIMHWYEeCKoro
mMaTepuana, NoOMeLLEeHHOro B yKasaHHYyI TPaHCMOPTHYIO cpeay.
® TpebyeTcsa npeaobpaboTka 06pasLoB MOYM.

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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MEPbLI MPEOOCTOPOXHOCTHU

PaboTta gormkHa npoBoauTbCs B Nnabopatopuu, BbIMOMHAOLWEN
mMonekynapHo-omnonorndeckue (MUP) nccnegosaHna KNMHUYECKOro
Matepuarna Ha Hanuyue Bo3byauTenen MHPEKUNOHHbIX DOoNesHewn,
C cobntogeHnemMm caHuTapHo-anmgemundeckux npasun CI1 1.3.2322-

08 «be3onacHocTb paboTbl ¢ MukpoopraHmamamu IlI-1V rpynn
naToreHHocTn (onacHocTn) n BO3DyaAUTENAMW NapasuTapHbIX
oone3Heny, CanlluH 2.1.7.2790-10 «CaHuTtapHo-

anungemMuonornyeckme TpebosaHmnsa K obpalleHnio ¢ MegULUHCKUMU

oTXxogamun» U MeTogudeckux  ykaszaHum MY  1.3.2569-09

«OpraHmnzauma paboTtbl nabopaTtopui, MUCMNONb3YOLWMX METOAbl

amnnndurkaumum HyKnenHoBbIX KUCMOT nNpu pabote ¢ maTepunanom,

cogepXxawmm MnkpoopraHnsmsl -V rpynn natoreHHoCTU».

[Mpn paboTe Bceraa crieqyeT BoIMONHATL cregyowme TpeboBaHus:

- Cnepyetr paccmaTtpuBaTb  uccrnegyemble  obpasubl  Kak
MHJEKLUMOHHO-0MacHble, OpraHM3oBLIBaTb paboTy N XpaHEHUE B
cootBeTcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHuamamm -V rpynn naTtoreHHoCTM (onacHOCTU) U
BO30OyaAnTenaMun napasmtapHbix 60nesHen».

- YbupaTtb U pgesvHdpuumpoBaTb pasnutble obpasubl  uUnm
peakTuBbl, WUCNONb3ya  Ae3nHduumpyowme cpeactea B
cootBeTcTBMN C CI1 1.3.2322-08 «be3onacHocTb paboTbl C
MuKpoopraHmsmamu |lI-IV rpynn natoreHHOCTM (OnacHoOCTU) u
BO30OyaAnTENAMU NapasmTapHbiX 6onesHen».

- JlabopaTtopHbin npouecc AomkeH OblTb OAHOHaMNPaBfEHHLIM.
AHanms npoBoaMTCSA B OTAESbHbLIX NOMELLEHUsX (30Hax). PaboTy
cnegyet HayvMHaTb B 30He Bblgenedusi, npogomkatb B 30HE
Amnnudpumkaumm un  Hetekumn. He BosBpawarte o06pasupl,
obopyaoBaHne N peakTuBbl B 30HY, B KOTOpon Obina npoBeaeHa
npegbiayllasa cragus npouecca.

- Ypanatb HeUcnosib30BaHHblE peakTUBbl B COOTBETCTBUM C
CaHlluH  2.1.7.2790-10 «CaHuTapHO-3NNaeMNONornyeckme
TpeboBaHUs kK 06palleHNo C MEANLMHCKUMWN OTXO4aMmn».

BHUMAHUE! [lpn ypaneHunm oTxXomoB nocre amnniudoukauum

(npobupok, copgepxawmx  npoayktel  [LP)  Hegmonyctumo

OTKpblBaHME NpPOGUMPOK U  pasdpbl3rMBaHne  COOEPKMMOrO,

MOCKOSIbKY 3TO MOXET MPUBECTU K KOHTaMUHauum npogykramu MNLUP

nabopaTopHOM 30HbI, 000OPYAOBaAHUS N peareHTOB.

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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- [lNpnmeHsaTb Habop CTpPOro Mo HasHaA4YeHuo, COrfnacHo AaHHOWU
NHCTPYKLNN.

- JonyckaTb K paboTe ¢ HAabopoM TONLKO cneunanbHO 00yYEHHbIN
nepcoHarn.

- He ncnonb3oBaTtb HAabop Mo ncteyeHnn cpoka rogHoOCTM.

- Wcnonb3oBaTtb 0gHOPa30BbIE NepyaTku, nabopaTtopHble xanaThl,
3awmwiate rnasa Bo BpemMsa pabotel ¢ obpasuamu
peakTMBamu. TaTeNbHO BbIMbITb PYKM MO OKOHYaHUKM paboTbl.

-  WM3beraTtb KOHTaAKTa C KOXeW, rnasaMmm n crim3mcton obOoI04KoMN.
[Mpn KOHTaKTe HeMeaneHHO NPOMbITb NOPaXXeHHOEe MEeCTO BOAOM
n obpaTnTbCs 3a MEANLMHCKON MOMOLLIBHO.

- Jluctbl 6e3onacHoctn matepuanoB (MSDS — material safety
data sheet) goctynHel no 3anpocy.

AOONOJIHATENbHbLIE MATEPUAITblI U OBOPYOOBAHUE

1. TpaHcnopTHasa cpegda — « TpaHcnopTHas cpegda C MYyKOSIMTUKOM
(TCM)» (TY 9398-098-01897593-2009) wnu «TpaHcnopTHas
cpena ona maskos» (TY 9398-088-01897593-2009), wunv gpyrue
pEKOMEHJOBAaHHLIE OBYH LIHNIA AnmaemMmmonormum
PocnoTtpebHag3opa — npu pabote ¢ dhopmamu KOMMNeKTaunm
1-3 (popmat FEP n doopmart FRT).

2. Komnnekt pearentoB ang sbigenennsa OHK — «[HK-copb6-AM»
(TY 9398-036-01897593-2009) unn gpyrme pekomeHOoBaHHbIe
dbYH UHUUN OSOnuoemnonormum PocnoTpebHagsopa — nipwu
paboTte ¢ gpopmamum komnnektaumm 1-3 (bopmat FEP n gopmat
FRT).

3. [ononHuTenbHble MaTepuanbl 1 000opyaoBaHUE ANA IKCTPaKLUNN

AHK — cornacHO WHCTPYKUMW K KOMMMEKTy peareHToB [Ans

BblaeneHus OHK.

Bokc abakTtepuanbHon Bo3gywHon cpeabl (ML P-60kc).

LleHTpudyra/sopTekc.

ABTOMaTM4eckne gosaTtopbl nepemeHHoro obvema (o1 5 go 20

MK, npu pabote ¢ «lLP-komnnekrom» BapuaHT FRT-100 F —

oT 5 go 20 mkn u ot 20 go 200 mkn).

7. OgHopasoBble HaKOHEYHUKM C dunbTpom o 100 mkn B
lUTaTUBaXx.

8. Wratmebl ana npobupok obvemom 0,2 wmn wum 0,5mn (B
COOTBETCTBMN C UCMNOMb3YEMbIMU KOMMNIIEKTAMWN peareHToB).

o 0 b

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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9. XonoaunbHuk oT 2 Ao 8 °C ¢ MOpPO3UNbHON KaMepPOW He BblLLE

MuHyC 16 °C anga sbiaenieHHbix npob OHK.

10.0TaenbHbIN Xanat, wano4ykm, obyBb M O4HOPA30BLIE MepYaTKu
no MY 1.3.2569-09.

11.EmkocTb ansa cbpoca HaKOHEYHMKOB.

[Mpu pabote c «[1LIP-koMmnnaekTomy» BapuaHt FEP:

12.lMporpammupyembin  amnnudukaTop (Hanpumep, «Tepumky»

(«dHK-TexHonorus», Poccusa), Gradient Palm Cycler (Corbett

Research, Asctpanuga), MaxyGene (Axygen, CLUA), GeneAmp

PCR System 2700 (Applied Biosystems) nnm aHanoru4Hole).

13.0nyopecueHTHbIN [TLP-geTektop (Hanpumep, ALA-1/4 (BioSan,

Nateuga), «xuH»  («OHK-TexHonorna», Poccuda)  wunm

aHaroruyHole).

14.lnacTukoBasa nuneTka ans MMHeparnbHOro macna (ans paboTobl

c «[MUP-komnnektom» BapuaHT FEP-1000).

[Mpun paboTte c «[1LIP-koMmnnaekTomy» BapnaHt FRT:
15.MporpammupyemMmbii  amnniMdpmukaTop C CUCTEMOM [OeTeKkumnu
dyoOpecuUEeHTHOro cCuUrHana B pexumMe «peanbHOro BpPeEMEHUN»

(Hanpumep, Rotor-Gene 3000/6000 (Corbett Research,

Asctpanungd), Rotor-Gene Q (Qiagen, epmanus), iCycler iQ5

(Bio-Rad, CLLUA), Mx3000P (Stratagene, CLUA), «OT-96» («OHK-

TexHonorusiy, Poccusi) u pekomeHgoBaHHble PBYH LIHAN

AnnaemMmnonorum PocnoTtpebHaasopa B MeToaNYECKUX

pekomeHgaumax «MccrnegoBaHue KIMHUYECKOro mMatepuana Ha

Hannyne OHK Bo3byauntenen UMMM n gpyrux nHdekumnn opraHos

penpoayKLnm MEeToa0oM rnupP C rmépmnamsayoHHO-

doriyopecueHTHON OETEKLUMENY).
16.04HopasoBbLle  nonunponuneHoBble  npobupkn ana  TMUP
obbvemom 0,2 mn unn 0,1 mn — npu paboTte ¢ «l1LP-komnnekT»

BapuaHT FRT-100 F n BapnaHT FRT-1000 F.

a) TOHKOCTEHHble npobupkn ana lMNUP obvemom 0,2 mMn ¢
BbINYKNOW Kpbiwkon (Hanpumep, Axygen, CLIA) — npwm
Mcnonb3oBaHUM Npmbopa NNaHWeTHOro TUnNa;

6) TOHKOCTEHHble npobupkn ansa TNUP obvemom 0,2 mMn ¢
NSI0CKOM KpblwKkon (Hanpumep, Axygen, CLUA), nnn npobupkm
onga MNUP k Rotor-Gene, o6bemom 0,1 mn B cTpunax no 4 wr.
C Kpblwkamu (Hanpumep, Corbett Research, AscTpanus;

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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Qiagen, [epmaHusi) — npu uUcCnonb3oBaHUM npubopa
POTOPHOro TUNa.

B3ATUE, TPAHCINMOPTUPOBAHUE 7 XPAHEHUE
UCCJIEOAYEMOI'O MATEPUATNA

[lepen  Hayvanom  paboTbl  cnegyeTr  O3HAKOMUTbCA  C
MeToauYecknMn pekomengauusammn «Basatme, TpaHcnopTMpoBKa,
XpaHeHue KnuHuyeckoro wmatepuana pgna [MUP-gnarHoctnkmy,
paspabotaHHbiMn PI'YH LUHWNSG PocnotpebHaasopa, Mocksa,
2008 r.

MaTepnanom  Ons  unccnegoBaHust  cnyXaT — COCKOBHoe
oTaensaemMoe CIrM3UCTbIX O0BO0NOYEK YPOreHUTanbHOro TpakTa,
NPSAMON  KULLKW, POTOrMOTKW, OTAENSIEMOro KOHBIOHKTMBbLI INas,
obpasubl MoYM (0OCagoK NEPBON MOPLUNN YTPEHHEN MOYM), CEKPET
npeacTaTenbHON Xenesbl YeroBeka.

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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®OPMAT FEP
COCTAB

KomnnekTt peareHtoB «[HK-cop6-AM» BapuaHT 100 — KOMNMeKT
peareHToB ans BblgeneHns OHK mn3 knuHuyeckoro matepunana —

BKJITHO4YaeT:
Peakmus OnucaHue O6BLemM, mn Kosn-eo
. Mpo3payHas 6ecuBeTHas
NMnaupyrowmn pacteop KUOKOCTL 30 1 donakoH
OTMbIBOYHbLIN pacTBOp Mpo3paviras GecuseTHas 100 1 cpbnakoH
XNOKOCTb
Cop6eHT yHuBepcanbHbIN CycneHsna 6enoro upeTa 1,0 2 npobupkun
Mpo3payHas 6ecuBeTHas
TE-6ydep ansa anouumn AHK KALKOGTb 5,0 2 npobupku
K  komnnekty peareHtoB  «[HK-cop6-AM»  npunaratoTcs
cneagyrwimne peareHTtbl:
Peakmuse OnucaHue O6BLemM, mn Kon-eo
BKO komMmnneKkcHbIN lNpospavast becuseTHas 1,0 1 npobupka
XNOKOCTb
BKO-EL MpospayHas 6ecuBeTHas 1.0 1 npoBupka
XNOKOCTb
OKO Mpo3payvHas 6ecuBeTHas 1.2 1 npoBupka
XNOKOCTb

Komnnekr peareHToB paccyutaH Ha BblgenexHne [OHK u3 100

obpa3uyoB, BKMw4Yasi KOHTponu. Bxogut B coctaB  doopm
komnnektaummn 4, 5,6 un 7.
TpaHcnopTHasa cpeaa ¢ mykonutukom (TCM):

Peakmue OnucaHue O6vem, Mmn1| Kon-eo
TpaHcnopTHas cpepa ¢ [Mpo3payHas XUAKOCTb 05 100 npoBupoK
MyKonuTtukom (TCM) PO30BOro LBeTa
BxoouT B coctaB popm Komnnektaumn 4 n 6.

TpaHcnopTHaA cpeaa ANs Ma3KOB:
Peakmuse OnucaHue O6BLemM, mn Kon-eo

TpaHcnopTHas cpeaa Ans Ma3KoB

Mpo3payvHas 6ecuBeTHas
XNOKOCTb

0,5

100 npobupok

BxoouT B coctaB popm KomMnnektaumm S un 7.

* Mpun xpaHeHUn NU3MPYIOLLLETo pacTBopa Npy TemnepaType oT 2 A0 8 °C Bo3MOXHO ob6pa3oBaHue

OCajlka B BMUAE KpUCTAIJ10B.

®opmar FEP ®opma 1: [REF B65-100-R0,5-FEP, [REF H-1661-2-5;
®opma 2: [REF B65-100-R0,2-FEP, [REF] H-1662-2-2; @opmar FRT ®opma 1: [REF] R-B65, [RE] H-1661-1-2;
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Komnnekr peareHtoB «[LUP-komnnekt» BapuaHT FEP -
KOMMMEKT peareHToB Ansa amnnudukaumm dparmentos [OHK
T.vaginalis n N.gonorrhoeae ¢ rubpuansaumoHHo-¢NyopecLeHTHOM
aeTtekumen no «KOHEYHOU ToUYKe» — BKITHOYaeT:

Peakmuse OnucaHue O6BeM, M Kon-eo
NMuUP-cmecb-1-FL Moo3pauHas GecuseTHas 110 npobupok
T.vaginalis / N.gonorrhoeae Po3p H 0,01 o6bemom 0,5
XNOKOCTb

packanaHa noj BocK mnm 0,2 mn

MNMuUuP-cmecb-2-FL-red lpospadyHast XuakocTe 1,1 1 npobupka
KpacHoro useta

MLP-cmecb-PoH-red® lpo3pauas XuakocTe 0,6 1 npobupka
KpacHoro ueTta

MuHepanbHoe macno ans MLP° becugeTHas Brakas 4,0 1 dpnakoH
XNOKOCTb

MKO komMnneKkCHbIN Mpospatixasi 0,2 1 npobupka
OecuBeTHas XXNOKOCTb
[MpospayHas

BHK-6ycep BecuBeTHas XNOKOCTb 0.5 1 npobupka

Komnnekr peareHToB paccyutaH Ha npoBegeHne 110 peakuunu
amnnudukaunm, BKIIo4as KOHTPOSIN.

Komnnekt peareHtoB «[lILUP-komnnekT» BapuaHt FEP-1000 -
KOMMIEeKT peareHTtoB angd amnnudgukaumm gparmeHtos [OHK
T.vaginalis n N.gonorrhoeae ¢ rubpuansaumoHHO-PIYyopeCLEHTHOM
aeTekumen no «kKOHeYHOU To4YKe» — BKIHOYaerT:

Peakmue OnucaHue O6BeM, M Kon-eo
NLIP-cMecL-1-FL Mpo3payHas 1100 npobupok
T.vaginalis / N.gonorrhoeae 0,01
OecuBeTHas XXNOKOCTb obbemom 0,5 mn

packanaHa nojg BoCcK

MNMuP-cmecb-2-FL-red MpospadHas XuakocTe 5,5 2 bnakoHa
KpacHoro upeta

MLP-cmecb-PoH-red’ MpospaHast XuakocTe 2,5 1 cpnakoH
KpacHoro upeta

MuHepanbHoe macno ans MLP° becuseTHas BAgkas 40 1 cpnakoH
XNOKOCTb

NMKO koMnneKcHbIN MNpo3patinas 1,0 1 npobupka
OecuBeTHas XMAOKOCTb
lNpo3payHasa

AHK-6ycpep 6ecuBeTHas XMAKOCTb 0.5 2 Npobupky

KomnnekT peareHToB paccuutaH Ha npoBegeHne 1100 peakumu

® PeareHT ucnonbayetca npy nccnegosanny npob OHK, BbigeneHHbIX ¢ noMoLLbio Habopos «HK-
cop6-AM» nnn «AHK-cop6-B».

® PeareHT ucnonb3yeTca nNpu NpUMEHEHUN aMnnnMduKaTtopos 6e3 TepMOCTaTUPYeMOi KPbILLKM
(Hanpumep, «Tepuuk», «QHK-TexHonorua», Poccus).

®opmar FEP ®opma 1: [REF B65-100-R0,5-FEP, [REF H-1661-2-5;
®opma 2: [REF B65-100-R0,2-FEP, [REF] H-1662-2-2; @opmar FRT ®opma 1: [REF] R-B65, [RE] H-1661-1-2;
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aMI'IJ'Il/ICbVIKaLI,VIVI, BKITHOYHasA KOHTPOJIN.

NMPOBEOEHUWE NUP-UCCIIEOOBAHUA

[MUP-nccnegoBaHne cOCTOUT U3 CriegyroLmnx aTanos:

- OkcTtpakuma OHK n3 nccnegyemblx o6pasuos;

- [lpoBegeHne amnnudmrkaumn.

- dnyopecueHTHas pQeTekuust npoaykToB amnnindukauum no
«KOHEYHOWN TOYKeY.

- WHTepnpeTtauus pesynbTaTos.

[etanbHas wHdopmauus no npoueaype nposeneHus [LP-
nccrnenoBaHMss B 3aBUCMMOCTM OT MCMONb3yemoro obopyanoBaHud
n3noxeHa B MeToaMdeckux pekomeHpgaumax PbBYH LUHAW
Inmaemnonornn PocnoTtpebHaasopa «MccnegoBaHme KNUHNUYECKOTO
matepnana Ha Hanunume [OHK Bosbygutenen WINM w  gpyrux
NHpeKUnmn OpraHoB penpoayKuumn MeTO40M nypP C
rmopnan3aumnoHHO-PIyopeCUEHTHOM AETEKLMEN Y.

SKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB

Ona akctpakumn [OHK mcnonb3yroTcAa KOMMNEKTbl peareHToB,
pekoMeHOBaHHbIe OBYH LHAW AnmaemMmonorum
PocnotpebHag3opa, B  COOTBETCTBMM C  MHCTPYKUMEN K
ncnosib3yemomy  Komnsekty. Okctpakuma [OHK wn3  kaxpgoro
nccrnegyemoro obpasuya nNpoBOAUTCHA B MPUCYTCTBUU BHYTPEHHErO
KOHTpOsbHOro obpasua (BKO-FL).

[Mpn wucnonb3oBaHuK OpPM KoMMrekTaumm Habopa 4-7 Ons
akcTpakumn [OHK wncnonb3dyetcs Bxoadwmn B Habop KOMNMEKT
peareHToB «[JHK-cop6-AM».

NMPOBEOEHNE AMITTIUOUKALIUA

Ooowmn obbLeM peakumMoHHoOU cmecu — 30 MKN, BKNOYas oobem
npo6bl AHK — 10 mkn.

A. MNoaroToBKa npobupok ana amnnudnkaummn

Bbibop npobupok agna amnnudpukaumm  3aBUCUT  OT
ucnosnb3yemoro amnnudgukartopa.

Ona BHeceHMsa B npobupkn peareHtoB, npo6 OHK wu
KOHTPOJSIbHbIX O00OpasuoB  UCMNONMbL3YHTCA  OAHOpPa30Bble
HaKOHEeYHUKN ¢ punbTpamu.

1. OtobpaTb Heobxogmmoe Konuyectso npodbupok c¢ MUP-

®opmat FEP ®opma 1: B65-100-R0,5-FEP, H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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®OPMAT FEP

cMmecblo-1-FL T.vaginalis / N.gonorrhoeae ans
amnnndgpukaumm OHK ncenegyemMbix n KOHTPObHbIX NPo6.

2. B npobupku c NMUP-cmecbro-1-FL T.vaginalis / N.gonorrhoeae
Ha MOBEPXHOCTb 3acTbiBwero Bocka BHecTn no 10 mkn MLUP-
cmecu-2-FL-red, npmn 3TOM OHa HE AOMKHA NpoBanueBaTbCAa Noa
Bock M cmewwmBateca ¢ [UP-cmecbro-1-FL T.vaginalis /
N.gonorrhoeae.

3. Ceepxy nobasutb Kanmno MMHepanbHoro macna ansa NMUP (npwu
ncnonb3oBaHMn amnnudpukatopa 6e3 TepmocTaTUpyemomn
KPbILLKN).

4. TMpurotoBntb obpasey «®oH». [Ans atoro B npobupky ¢ MUP-

cMmecblo-1-FL T.vaginalis / N.gonorrhoeae Ha noBepxHOCTb
3acTtbiBwero Bocka BHectn 20 mkn [MUP-cmecu-®oH-red.
Csepxy nobasutb kanno MUHepanbHoro macna ans MNMUP (npu
ncnonb3oBaHMn amnnudpunkatopa 6e3 TepmocTaTUpyemomn
KPbILLKN).
BHUMAHMUE! PeareHTt MNMUP-cmecb-PoH-red ncnonbayetca npu
nccnegosanmn npod [OHK, BbiaeneHHbIX ¢ NOMOLbIO HabopoB
«OQHK-copb-AM» wunn  «[HK-cop6-B». [lpn wuncnonb3oBaHuu
apyrux  HabopoB  peareHToB  ans akctpakuyum - [OHK,
pPEeKoOMeH0BaHHbIX dBbYH LHAW AnmnaemMmonorum
PocnoTpebHagsopa, HeobxoaMmo crefoBaTb WHCTPYKUMU K
ncnonb3yemomy Habopy.

5. B noarotoBrieHHble npobupkn BHecTn no 10 mkn npo6 OHK,
NOMNYYEHHbIX MNYTEM 3KCTPaKUMW N3  UCChedyeMbiX  Unu
KOHTPOJIbHbIX 06pa3sLoB.

6. [locTaBUTb KOHTPOSbHbIE peakUnM:

a) oTpuuartenbHbin KOHTponb MNUP (K-) — BHecTn B npobupky
10 mxkn OHK-6ydepa.
6) nonoxutenbHbin KOHTponb MNLUP (K+) — BHecTn B npobupky
10 mkn NMKO komnnekcHoro.
B) oTpuuaTenbHbIX KOHTponb 3KkcTpakuumum [OHK (B-) -
BHecTu B nNpobupky 10 Mkn npoObl, BbliaeneHHon na OKO.
PekomeHayeTca nepeq NOCTAaHOBKOW B amMnnudukaTtop ocaguTb
Kanin CcO CTEHOK nNpobupoKk KpaTKOBPEMEHHbIM (1-3 C)
LeHTpUdyrupoBaHMeM ¢ NOMOLLbIO LEHTPUdYrn/BopTeKca.

®opmar FEP ®opma 1: [REF B65-100-R0,5-FEP, [REF H-1661-2-5;
®opma 2: [REF B65-100-R0,2-FEP, [REF] H-1662-2-2; @opmar FRT ®opma 1: [REF] R-B65, [RE] H-1661-1-2;
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b. [NpoBeaeHne amnnundgpmkaummn

1. 3anyctutb Ha amMmnnudukaTope COOTBETCTBYHIOLLYI MporpaMmmy
TepmounknmpoBaHus « AMnnuCeHc-1-FEP» (cm. Tabn 1).

2. Korpa temnepatypa B a4eunkax gocturHeT 95 °C (pexum nayabl),
nocTaBUTb MPOBUPKM B A4YEMKM amnnudukatopa W HaxaTtb
KHOMKY MpOgormKeHNa nporpamMmel.

Tabnuua 1
MNMporpamma «AMnnnCeHc-1-FEP»:
«Tepumis GeneAmp PCR System Gradient Palm Cycler,
pu 2700 MaxyGene
Temne- Temne- Temmne-
Uukn | patypa, |Bpewms | Umknbl | patypa, | Bpems | Liuknbl o~ | Bpema | LUnknbl
°C °c paTtypa, °C
0 95 Maysa 95 MMaysa 95 MMaysa
1 95 5 MUH 1 95 5 MUH 1 95 5 MUH 1
95 2cC 95 20c 95 2c
2 65 5c¢ 35 65 25c 20 65 10c 24
72 5c¢ 72 30c 72 10c
95 2cC 95 20c 95 2c
3 60 10c 9 60 30c 24 60 15¢ 20
72 5c¢ 72 30c 72 10c
95 2c¢C 95 20c 95 2cC
4 60 | 10c | * 60 | 30c | * 60 | 15¢ |
5 10 XpaHeHune 10 XpaHeHwne 10 XpaHeHune
[MpumevaHne — [lporpammbl TEPMOUMKINPOBAHUA ONA  OPYrnX
mMozaenen aMnInMdnkaTopos onucaHbl B MeToOUNYEeCKNX

pekomeHaaumnax «lccrnegoBaHue KIMHUYECKOro Martepuana Ha

Hannune OHK Bosbyautenen UMMM v gpyrmx unHekumn opraHoB

penpoaykumn metogom UP ¢ rubpunansaunoHHo-grnyopecLeHTHOM

aeTekumen.

3. llo oOKOHYaHWUM BLIMOMHEHUA MNporpaMmmbl  MPUCTYMUTL K
donyopecueHTHON AeTeKUUN.

PITYOPECLUEHTHAA AOETEKLUUA NMPOOYKTOB
AMMIIUOUKALIUU MO «<KOHEYHOWU TOYKE»

[eTekuma npoBoaUTCA C MNoMoLbl dnyopecueHTHoro [1LP-
geTektopa (corfiacHoO MHCTPYKUMM K MCNofib3yemMomy npubopy)
NyTEM U3MEPEHUNA UHTEHCUBHOCTU ONIyOPECLEHTHOrO CuUrHana no
TpeM KaHanam:

- no kaHany FAM (nnn aHanorn4Homy, B 3aBUCUMOCTWN OT MOAENN

npubopa) perncTpupyeTcs CuUrHam O HaKoMmneHnun npoaykra
®opmat FEP ®opma 1: B65-100-R0,5-FEP, H-1661-2-5;
®opma 2: [REF B65-100-R0,2-FEP, [REF] H-1662-2-2; @opmar FRT ®opma 1: [REF] R-B65, [RE] H-1661-1-2;
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amnnudpukauyum gparmeHta AHK Trichomonas vaginalis;

- no kaHany HEX (nnv aHanormyHomy, B 3aBUCUMOCTWN OT MOAENN
npubopa) perncTpupyeTcss CuUrHam O HaKoMieHuuM npoaykTa
amnnudpukauymm OHK Neisseria gonorrhoeae;

- no kaHany ROX (Mnu aHanorn4yHomy, B 3aBUCUMOCTWN OT MOZeNn
npubopa) perncTpupyeTcss CUrHam O HaKoMmeHuuM npoaykTa
amnnudpukaymm OHK BKO.

BHUMAHUE! [o npoBegeHnsas petekuyum B NpoOrpamMmHOM
obecneyeHun MNMUP-geTekTopa A0MKHbI ObITb BHECEHBI N COXPAHEHBI
COOTBETCTBYHOLLNE HACTPOMKM — CM. BKnagbiw K lNLP-komnnekrty, a
Takke metoanyeckne pekomeHgaumm bYH LUIHWN Snnaoemuonorum
PocnoTtpebHag3opa «/ccnegoBaHne KNUMHUYECKOro maTtepuana Ha
Hannume OHK Bosbygutenen UMMM v gpyrux nHgekumn opraHos
penpoaykumn metogom MNUP ¢ rubpunansaumoHHo-gnyopecLeHTHON
aetekymen».

UHTEPIMNPETALUUA PE3YJIbTATOB
[TonyyeHHble pe3ynbTaTtbl MWHTEPNPETUPYT Ha OCHOBaHUA

OaHHbIX 06 ypoBHE (PNyoOpeCcUEHTHOro curHana OTHOCUTENBbHO

doHa Mo CcooTBETCTBYIOLWMM KaHanam As1s1 KOHTPOSIbHbIX 06pa3suoB

n npod OHK, nonyyeHHbIX MyTem SKCTpakuMm W3 KITMHUYECKUX

obpasuoB. WHTepnpeTauus npousBOAUTCA aBTOMATUYECKN C

MOMOLLIbIO NporpamMmmMHoro obecneyeHust UCnonb3yemoro npudopa.
[MpuHUMN MHTepnpeTaunn pe3ynbTaToB CrieayoLni:

- AHK Trichomonas vaginalis obHapyXxeHa, ecnn ans gaHHou
NpoObbl curHan no kaHany FAM Bbille YCTaHOBIIEHHOro AJs
9TOr0 KaHanma MoporoBoro  3Ha4yYeHUaA  MOJNIOXUTENbHOIO
pes3ynbTaTa.

- DHK Neisseria gonorrhoeae obHapyxeHa, ecnu anst gaHHOW
npobbl curHan no kaHany HEX Bbiwe YCTaHOBMEHHOro A
9TOr0 KaHama MoporoBOoro  3Ha4YeHUa  MONIOXUTENbHOIO
pes3ynbTaTa.

- BHK Trichomonas vaginalis n Neisseria gonorrhoeae He
OOHapyXeHbl, ecnu Anst gaHHOW Npobbl CMrHanm no KaHanam
FAM n HEX HwKe yCTaHOBNEHHbIX AOnd 3TUX KaHarnos
NOPOroBbIX 3HAYEHNN OTpULATENbLHOro pesynbTarta, a CUrHars no
kaHany ROX Bbille yCTaHOBJIEHHOIO NOPOroBOro 3HAYEHUS.

- PesynbTaT aHanusza HeBanuAHbIA, ecnn ONA OaHHOW Npoo6bl

®opmar FEP ®opma 1: B65-100-R0,5-FEP, H-1661-2-5;
dopma 2: B65-100-R0,2-FEP, H-1662-2-2; ®opmat FRT ®opma 1: |REF R-B65, |REF] H-1661-1-2;
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CUrHan no BCeM TPeM KaHariamM HWXe YCTaHOBJIEHHbIX NS 9TUX

KaHarnoB NOPOroBbIX 3HAYEHUN.

- Pe3ynbTtaT aHann3a cOMHUTesbHbIN, €CNN AN AaHHOW NPOo6bI
curHan no kaHany FAM wnn (M) no kaHany HEX Bblwe
YCTAHOBSIEHHOINO  MOPOroBOr0  3HAYeHUA  OTPULATESIBLHOIO
pes3ynbTata, HO HWXe MOPOroBoro 3HayYeHUsl MoNIOXUTESbHOro
pesynbTtata  (CMrHan  HaxoguTcss  Mexgy  NoporoBbiMU
3Ha4YEeHUSaMMN).

Ecnu gna npobbl nonyyeH HeBanuAHbLIA UM COMHUTESbHbIN
pe3ynbTar, TpebyeTcs NOBTOPUTb NMUP-nccneposaHune
COOTBETCTBYHOLLIErrO KNUHN4Yeckoro obpasua.

Pesynbrat lLP-uccnepgoBaHnsa cumtaeTcsi AOCTOBEPHbIM,
ecnu nony4eHbl npaBusibHble pe3ynbTaThbl ansi
NONIOXNUTESNIbHOIro " oTpuuaTesnibHOro KOHTpoOsnen
amnnudpukaumm u oTpuUaTesiIbHOro KOHTPOJIA 3KCTPaKuuu
OHK, B cooTBeTCcTBMMU C TAON. 2.

Tabnuua 2
Pe3ynbTaTthbl Ansa KOHTponen pasnuyHbix atanos MNLP-
nccriegoBaHus
O603HayeHue
KoHTponupyembin CurHan CurHan no | pesynbTtaTtaB
KoHTponb atan MNUP- no KaHanam KaHany nporpamMmmax
nccnegoBsaHusa FAM n HEX ROX HEeKOTOpbIX
OEeTEeKTOpOoB
Hwxe noporoeoro B
3HayeHus —
B— OkcTpakums AHK OTPULATENLHOMO noporosoro | «—» unu «OK»
3HayeHus
pesynetara
Hwxe noporoeoro H
3HayeHus ———
K— rnupP noporoBsoro «HO»
oTpuUaTenbHOro
3HayeHus
pesynbTara
BhlLle noporosoro B
3HayeHus —
K+ rnupP noporoBoro | «+» unu «OK»
NOJTIOXUTENBbHOTO
3HayeHus
pesynbtara
BHUMAHUWE!

1. Ecnn gna nonoxutenbHoro koHTponsa [UP (K+) curHan no
kaHarnam FAM n (unu) HEX, n (unn) ROX Hwxe noporosBoro
3Ha4YeHus NONOXNTENBbHOIo pesynbTaTa, Heobxoanmo
NOBTOPUTb amnindukaumio U geTekuno Ans Bcex obpasuos,

®opmar FEP ®opma 1: [REF B65-100-R0,5-FEP, [REF H-1661-2-5;
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ANda KOTOpbIX, COOTBETCTBEHHO, curHan no kaHanam FAM u
() HEX, n (unn) ROX HmwKe noporoBoro 3HayeHud
NONOXUTENBbHOro pesyrbTara.

2. Ecnin gnsa oTtpuuatenbHoro KoHTponsa akctpakumn OHK (B-)
n/vinn otpuuatensHoro koHTpons MNP (K-) curHan no kaHanam
FAM unu (1) HEX Bblwe noporoBoro 3Ha4eHus NonoXnTenbHOro
pesynbTaTta, Heobxoanmo nosTopuThb [NLP-nccneposaHne gng
BCex o0pasuoB, On9 KOTOPbIX, COOTBETCTBEHHO, CUrHam no
kaHanam FAM wnn (n) HEX Bbllle MNOPOroBoro 3HayeHud
NONOXNTENbHOro pesyrbraTta.

®opmar FEP ®opma 1: [REF B65-100-R0,5-FEP, [REF H-1661-2-5;
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®OPMAT FRT
COCTAB

Komnnekt peareHtoB «[HK-cop6-AM» BapuaHT 100 — KOMNneKT
peareHToB ans BblgeneHna OHK n3 knuHudeckoro martepuana —

BKJITHO4YaeT:
Peakmuse OnucaHue O6BLemM, mn Kon-eo
. Mpo3payHas 6ecuBeTHas
Nusnpyrownn pacteop KAOKOCTh 30 1 dpnakoH
OTMbIBOYHbLIN pacTBOp Mpo3paynas becuseTHas 100 1 cpnakoH
XNOKOCTb
CopO6eHT yHuBepcanbHbIN CycneHsuna 6enoro upeTa 1,0 2 npobupku
i MpospayHas becuBeTHast
TE-6ydep ansa anounu AHK JKIKOCTb 5,0 2 npobupku
K  komnnekty peareHtoB  «[HK-cop6-AM» npunararTcs
cneagyruwine peareHTtbl:
Peakmuse OnucaHue O6BLemM, mn Kon-eo
BKO komMmnneKcHbIN Mpo3payinas becuseTHas 1,0 1 npobupka
XNOKOCTb
BKO-EL Mpo3payHas 6ecuBeTHast 1.0 1 npoBupka
XNOKOCTb
OKO Mpo3payHas 6ecuBeTHas 1.2 1 npoBupka
XMOKOCTb

Komnnekr peareHToB paccuyutaH Ha BblgenexHne [OHK u3 100

obpasuoB, BKfoYaa KoOHTponu. Bxogut B coctaB  opm
komnnektaummn 4, 5,6 n 7.
TpaHcnopTHaa cpeaa ¢ mykonutukom (TCM):

Peakmue OnucaHue O6nem, mn Kos-eo
TpaHcnopTHasa cpepa ¢ [Mpo3payHas X1UAKOCTb 05 100
mykonutukom (TCM) pO30BOro LBeTa ' npo6upok
BxoouT B coctaB popm KomnekTaumm 4 n 6.

TpaHcnopTHaA cpeaa AN Ma3KoB:
Peakmue OnucaHue O6nem, M Kon-eo
Mpo3payHasn GecuBeTHasn
TpaHcnopTHaAa cpena Ans Ma3KoB JKUAKOCTb 0,5 100 npo6upok

Bxoaut B coctaB popm KoMmnnektaumm S un 7.

" Mpu xpaHeHn NM3npyIoLLLEro pactTeopa nNpw TemnepaType oT 2 A0 8 °C Bo3MOXHO obpa3oBaHue
ocajka B BUE KpUCTarmos.

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
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KomMmnnekr peareHTOB

«MUP-komMmnnekT»

BapuaHT FRT

KOMMMEKT peareHToB Ans amnnudpukaunm dparmeHtos [JHK
T.vaginalis n N.gonorrhoeae ¢ rubpunansaumoHHO-NIyopeCLEHTHOM
OEeTeKUNeN B pexume «peanbHOro BpemMeHm» — BKIIK4YaeT:

Peakmuse OnucaHue O6BLemM, mn Kon-eo
NnuP-cmecb-1-FL Moo3paynas 110 npobupok
T.vaginalis / N.gonorrhoeae 6p P 0,01 obbemom

ecLBeTHas XNOKOCTb
packanaHa nof BOCK 0,2 mn
NnuP-cmecb-2-FL-red lpospaunas xuakocTe 1,1 1 npobBupka
KpacHoro ugeta
MKO komMnneKkCHbIN MNpo3patinas 0,2 1 npobupka
OecuBeTHas XXNOKOCTb
lMpospayHasd
BHK-6ycep BecuBeTHas XNOKOCTb 0.5 1 npobupka

Komnnekr peareHTOB paccuyutaH Ha nposBegeHne 110 peakuunn
amnnudunkaunm, BKIIo4as KOHTPOSIN.

Komnnekt peareHTtoB «[lLUP-komnnekt» BapunaHt FRT-100 F —
KOMMSIEKT peareHTtoB Anga amnnndpukaumm dparmenHtos [OHK
T.vaginalis n N.gonorrhoeae ¢ rubpunansaumoHHO-IyopeCLEHTHON
OeTeKUnen B pexme «peanbHOro BpeMeHn» — BKITKOYaeT:

Peakmue OnucaHue O6BLemM, mn Kon-eo
I'ILI,P-c_:me_Cb-l-FL Mpo3payHas 6ecuBeTHas 1.2 1 npoBupka
T.vaginalis / N.gonorrhoeae XWOKOCTb
MUP-cmecb-2-FRT glpospaqHaﬂ 0,3 2 npobupkun

eCLBETHas XXMUAOKOCTb
MpospayHas
Monumepasa (TagF) BECLBETHAS KMAKOGTE 0,03 2 Npodupkun
MKO komMnneKkCHbIN glpospaqHaﬂ 0,2 1 npobupka
eCLBETHas XXMUAOKOCTb
MpospayHas
BHK-Bydep BecLBeTHas XNOKOCTb 0.5 1 npobupka

Komnnekr peareHTOB paccyutaH Ha npoBegeHne 110 peakuunu
amnnudunkaunm, BKIto4ast KOHTPOSN.
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KomnnekTt peareHTtoB «[lLP-komnnekT» BapunaHt FRT-1000 F —
KOMMMEKT peareHToB Ans amnnudpukaunm dparmeHtos [JHK
T.vaginalis u N.gonorrhoeae ¢ rubpmnamnsaumoHHO-PIyopecUeHTHON
OeTekumen B pexxmmMe «peanbHOro BpeMeHn» — BKNKOYaeT:

Peakmuse OnucaHue O6bem, mnn| Kon-eo
nuP-gmepb-l-FL Mpo3padyHas 6ecuBeTHas 1.2 10 npoGMpoK
T.vaginalis / N.gonorrhoeae XNOKOCTb
MuUP-cmecb-2-FRT glpospaqHaﬂ 1,2 5 npo6bupok

eCLiBETHas XUOKOCTb
MpospayHas
Monumepasa (TagF) BeCLBETHAS KMAKOGTb 0,12 5 npobupok
MKO komMnneKkCHbIN glpospaqHaﬂ 1,0 1 npobupka
eCLIBETHas XXUOKOCTb
[MpospayHas
BHK-6ycpep BecuBeTHas XNOKOCTb 0.5 2 Mpobupki

KomnnekT peareHToB paccuutaH Ha npoBegeHne 1100 peakunn
amnnmdurkaunm, BKNOYas KOHTPOM.

NMPOBEOEHUE NMUP-UCCIIEOOBAHUA

[MUP-nccnegosaHmne cocTonT 13 crnefyrowmx aTanos:

- Okctpakuma OHK n3 nccnegyembix ob6pasuos;

- [lpoBeneHune amnnmdukaymm C rmépuansaumoHHo-
donyopecueHTHON AeTEKUNEN B PEXUME «PeasribHOro BpeMEHN;

- AHanus n nHTepnpeTauus pesynbLTaTos.

[etanbHasa wHMopmauma no npouenype nposeaneHna [1LIP-
nccrnegoBaHMd B 3aBUCUMMOCTM  OT  Tunma  UCNONb3yemMoro
obopyaoBaHUs U3NoXeHa B MeToandecknx pekomeHgauusx PbYH
UHWNA  3nupgemuonorun  PocnoTpebHapgs3opa  «WccnegosaHue
KnMHn4Yeckoro matepuana Ha Hanunyme OHK Bosdyautenen UMMM n
aOpyrux  unHdekunmn opraHoB penpoaykumm metogom TP ¢
rmépuansaumnmoHHo-NnyopecueHTHON AeTeKUNEN.

SKCTPAKUUNA OHK U3 UCCIIEAYEMbIX OBPA3LIOB

Onsa  akctpakumn [OHK wucnonb3yoTca Habopbl peareHTos,
peKoMeHOBaHHbIe OBYH LHAW AnmaemMmmonorum
PocnotpebHagsopa, B  COOTBETCTBMM C  WHCTPYKUMEN K
ncrnionbdyemomy  Habopy. 3Ikctpakuma OHK wn3  kaxpgoro
KnuHndeckoro obpasua npoBOAMTCS B MPUCYTCTBUN BHYTPEHHETO
KOHTpOsnbHOro obpasua (BKO-FL).
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[Mpn wucnonb3oBaHun ¢opm kKomnnektTauum Habopa 4-7 angd
akcTpakummn [OHK wucnonb3yeTca Bxogdwumn B HabOp KOMMMEKT
peareHToB «[JHK-cop6-AM».

NMPOBEAEHVE AMIMIIN®UKALIMM C OETEKLUMEU B PEXXUME
«PEAJIbHOIO BPEMEHW»

A. NMoproroBka Nnpodupok ana amnnudmnkaumum

Bbibop npobupok agna amnnudpukaumm  3aBUCUT  OT
ucnosniblyemoro amnnucpukatopa ¢ CUCTEMON AeTeKuun B
peXxume «pearibHOro BpeMeHny.

Ona BHeceHMsas B nNpoOupkn peareHtoB, npo6 OHK wu
KOHTPOJSIbHbIX O0Opa3uoB MUCNONbL3YKTCA  OAHOpa3oOBbLIe
HaKOHEeYHUKN ¢ (punbTpamMu.

A1. NMogroTtoBka npobupok ana amnnudmukaumm npm nNOMoLm

KoMmnnekTta peareHToB «[MLUP-komnnekT» BapnaHT FRT

O6wmn obbLem peakumoHHonm cmecu — 30 MKN, BKNw4Yasa obbem

npo6bl AHK — 10 mkn.

1. OtobpaTtb Heobxogmmoe Konuyectso npodbupok c¢ MUP-
cMmecblo-1-FL T.vaginalis / N.gonorrhoeae ans
amnnndgukaumm OHK ncenegyembix n KOHTPOSbHbIX NPOoO.

2. Ha nosepxHocTb Bocka BHecTu no 10 mkn MNMUP-cmecu-2-FL-red,
Np 3TOM OHa He [JOoSfbKHa npoBanuBaTbCA MO4 BOCK U
cmewmBaTbes ¢ NMUP-cmecblo-1-FL T.vaginalis / N.gonorrhoeae.

3. B nogrotoBneHHble npobupkn BHectn no 10 mkn npo6 OHK,
NONyYeHHbIX B pes3ynbTaTe 3KCTpakuuuM U3 uccriegyemblx unm
KOHTPOJIbHbIX 06pa3sLoB.

4. TlocTaBUTb KOHTPOSIbHbIE peakumn:

a) oTpuuartenbHbin KOHTponb MNUP (K-) — BHecTn B npobumpky
10 mkn AHK-6ydepa.

6) nonoxutenbHbin KOHTponb lNLUP (K+) — BHecTn B npobupky
10 mkn NMKO KomnrnekcHoro.

B) oTpuuaTenbHbIXA KOHTpPONnb 3KcTpakumm [OHK (B-) -
BHecTU B npodbupky 10 Mkn npoOsbl, BelaeneHHon n3 OKO.

A2. NoprotoBka NpPooupoK ana amnnudukaumMm npym nNOoMoLum
KoMmnnekTa peareHToB «[1LP-komnnekT» BapuaHT FRT-100 F un
FRT-1000 F

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
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OOwmnm o6 LemM peakUMOHHOM cMecn — 25 MK, BKIIOYasa o0bLeMm
npoobl JHK — 10 mkn.

1.

o O

Pasamopoautb npobupky ¢ [UP-cmecb-2-FRT. [lepemewarts
cogepxumoe npobumpok ¢ peareHtammn [MUP-cmecb-1-FL
T.vaginalis / N.gonorrhoeae, NMUP-cmecb-2-FRT,
nonumepasa (TaqF) v ocagutb Kanv  KpaTKOBPEMEHHbIM
LueHTpudpyrmposaHmnem (1-2 ¢) ¢ noMoLbo LeHTpudyrn/BopTekca.

. OTobpaTtb HeobXxoaMmMoe KONMMYecTBO NPOBMPOK MMM CTPUMOB

ansa amnnuukauum HK ncecnegyemblx n KOHTPOSbHbBIX NPOD.
Onsa nposegeHnsa N peakuun (Bknodas 2 kKoHTponsa [1LP)
cMelaTtb B otaesibHon npobupke 10*(N+1) mkn MUP-cmecn-1-FL
T.vaginalis / N.gonorrhoeae, 5,0*(N+1) mkn NMLUP-cmecun-2-FRT
n 0,5*(N+1) mkn nonumepasbl (TagF).

[lepemelwsatb MOAOrOTOBIIEHHYKD CMECb W 0CaguTb  Kanmv
KpaTKOBPEMEHHbIM LeHTpUdyrmposaHmem C MOMOLLIbHO
LueHTpudyru/soptekca (1-2 c.).

BHecTn B Kaxgyto npobupky no 15 MK noaroToBreHHON CMeCH.
B noarotoBneHHble npobupku BHectn no 10 mkn npo6 AHK,
NONy4eHHbIX B pe3yrnbTaTe 3KCTpPakuuuM U3 uccriegyembix unm
KOHTPOJIbHbIX 06pa3LoB.

. MocTaBnTb KOHTPONbHbIE pPeaKLUu:

a) oTpuuartenbHbin KOHTponb MNLUP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa.

6) nonoxutenbHbin KOHTponb MNLUP (K+) — BHecTn B npobupky
10 mkn NMKO komnnekcHoro.

B) oTpuuaTenbHbIA KOHTponb 3KcTpakuum OHK (B-) -
BHecCTun B nNpobupky 10 Mkn npoOsbl, BbligeneHHon n3 OKO.

b. lNpoBegeHMe amnnudpukauum C [OeTeKUMen B pexume
«peanbHOro BpeMeHu»

1.

3anporpammupoBaTtb npubop (amnnudukatop C CUCTEMOM
OeTeKUUn B pexume «pearibHOro BpeMeHW») Af1s BbINOSIHEHMS
COOTBETCTBYHOLLEN MNpOrpaMmmbl amMniandukaumm n geTekuum
donyopecueHTHOro curHana «AmMnnmCeHc-1» (cm. Tabn. 3).

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
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Tabnuya 3
Mporpamma «AMnnuCeHc-1»
Mpu6opbl poTopHoro Tuna® Mpu6opbl NNaHweTHOro TMNa °
Yucrio Yucro
Temnepa- Temnepa-
Livkn o Bpewms NMOBTOPOB o Bpems MOBTOPOB
Typa, °C Typa, °C
LMKIOB LMKIIOB
1 95 15 MUH 1 95 15 MUH 1
95 5c¢C 95 5c
2 60 20c 5 60 20c 5
72 15¢c 72 15¢c
95 5c¢c 95 5c
20 c 30c
3 60 AeTekums 40 60 aeTekums 40
dnyopecu. dniyopecu.
curHana curHana
72 15 ¢ 72 15¢

HeTtekuma priyopecueHTHOro curHana HasHadaeTtcd rno KaHanam
ona dnyopodopos FAM, JOE, ROX (npu ogHOBPEMEHHOM
npoBeAeHnUn OpYyrMx TeCTOB Ha3HavaeTcsa AeTeKUusa 1 no pyrum
NCNonb3yeMbIM KaHanam).

2. YCTaHOBUTbL MNPOBUMPKNM B HA4YENKM pPeakuMoHHOro moayns
npubopa.
3. 3anyctutb  BbINOMHEHME  MporpaMmbl  amniandukaumm ¢

netekuuen dpnyopecueHTHOro cmrHana.
4. 10 OKOHYaHWKX BLIMOSTHEHMA MPOrpaMmmbl MPUCTYNUTb K aHanNn3y
N MHTepnpeTaunmn pesynbLTaTos.

AHAJIU3 U UHTEPIMNPETALUUA PE3YJIbTATOB

AHann3 pes3ynbTaToB MNOBOOAT C MOMOLLBLIO NPOrpamMmMHOro
obecneyvyeHns wucnonblyemoro npubopa ans nposegeHusa TLIP ¢
aeTekumen B pexume «peanbHoOro BpemMeHu». AHann3npyoT KpuBble
HakonneHna oryopecLeHTHOro curHana no Tpem KaHanam:
- no KaHany ana dnyopodopa FAM pernctpmpyetca curHan,

® nanpumep, Rotor-Gene 3000, Rotor-Gene 6000, Rotor-Gene Q u pekomeHgosaHHble ®BYH

UHAN Onmngemunonornn PocnotpebHans3opa B MeToaudecknx pekomeHpaumsx «WccneposaHue
KnMHMYeckoro matepuana Ha Hanudme OHK Bosbygutenen UMMM n gpyrux uHgekunn opraHos
penpoaykummn metogom lMLUP ¢ rubpmnansaumoHHO-nyopecLeHTHON AeTeKLUNEN».

° nanpumep, iCycler, iQ5, Mx3000P, Mx3000, «[T-96» un pekomeHaoBaHHble ®BYH LIHUW
Onngemmonornn  PocnoTpebHag3opa B MeToOMYeckux pekoMeHpaumsx «KMccnepoBaHue
KnMHMYeckoro matepuana Ha Hanuudmne OHK Bosbygutenen UMMM v gpyrux nHdekunin opraHos
penpogykumm metogom MNLUP ¢ rubpungnsanmoHHO-hyopecueHTHON geTekumeny.
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CBUOETENbCTBYHOLUA O HAKOMMNEHUU MpoayKTa amMnindukaumnm

dparmeHta JHK Trichomonas vaginalis;

- no kaHany ana dnyopodopa JOE perncrpumpyercs curHan,
CBUOETENbCTBYOLUA O HAKOMMNEHUU MpoayKTa amniundukauum
[NHK Neisseria gonorrhoeae;

- no kKaHany gna dnyopodopa ROX peructpupyetca curHan,
CBUOETENbCTBYHOLUA O HAKOMMNEHUU MpoayKTa amMnindukaunm
OHK BKO.

Pe3ynbTatbl WUHTEPNPETUPYIOTCA Ha OCHOBaHUKM Hanuums (Unu
OTCYTCTBMSA) nepecevyeHmns KpmBOM donyopecueHumn C
YCTaAHOBJIEHHON Ha COOTBETCTBYIOLLEM YPOBHE MNMOPOroBOW JIMHUEWN,
4YTO onpenensieT Hanudne (UNn OTCyTCTBME) ANA AaHHOW npobbl
NHK 3HayeHus noporosoro uukrna Ct B cooTBeTCcTBYHOLWWEN rpade B
Tabnuue pesynbTaTos.

[MpHUMN HTepnpeTaumn pesynbTaToB CreayoLnn:

- DOHK Trichomonas vaginalis obHapyXxeHa, ecnu ans AaHHOW
npobbl B Tabnuue pesynbTatoB Mo KaHany ans donyopodopa
FAM onpeneneHo 3HadeHue noporoBoro uukna Ct. Npu aTtom
KpuBasa donyopecueHuMn gaHHOW npobbl OOSMKHaA nepecekaTb
NOPOroByto NUHNIO Ha y4yacTke XapaKkTepHOoro
9KCMOHEHUManbLHOro noabema priyopecueHunm.

- AHK Neisseria gonorrhoeae obHapyxeHa, ecnn ans gaHHOM
npobbl B Tabnuue pes3ynbTaToOB MO KaHany Ans getekuum
donyopodopa JOE onpegeneHo 3Ha4vyeHMe NOPOroBOro LUukna
Ct. lNpun aTom Kpusaga nyopecueHUNn gaHHOW NpoObl AOrKHA
nepecekatb rMOPOroByK JIMHUIO HaA Yy4yaCTKe XapaKTepHOro
9KCMNOHEHUManbLHOro nogabema riyopecueHuUnm.

- BHK Trichomonas vaginalis n Neisseria gonorrhoeae He
OOHapyXeHbl, ecnu gna pgaHHon npobbl B Tabnuue
pe3yribTaToB COOTBETCTBEHHO MO KaHanam ans donyopodopos
FAM u JOE He onpegeneHo (OTCYTCTBYET) 3Ha4eHue
noporosoro umkna Ct (kpuBas dpriyopecueHuumn He nepecekaet
NOPOroByK JMHUIO), @ B Tabnuue pe3ynbTaToB NO KaHany ans
dnyopodgopa ROX onpeneneHo 3HayeHWe MNOpPOroBOro LuMKna
Ct, He npeBbllaloLLee ykazaHHOe (rpaHU4YHOE) 3HaYEHHE.

- PesynbTtaT aHannsa HeBanuAaHbIN, ecnn Ans gaHHoOW nNpobbl He
onpegeneHo (OTCyTCTBYeT) 3HayeHue noporosoro uukna Ct no

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
®dopwma 2: E B65-100-R0,2-FEP, [REF] H-1662-2-2; ®opmat FRT ®dopma 1: |REF| R-B65, [REFA H-1661-1-2;

®opma 2: [REF] R-B65-F(RG,iQ), [REF H-1662-1 / [VER] 15.02.12/ c1p. 26 u3 31




®OPMAT FRT

KaHany ana getekuyum dnyopodopa ROX m no kaHanam angd
dnyopogopoe FAM n JOE. B atom cnyyae Tpebyetcs
nosTopHo nposectn [1LP-nccnenoBaHne cOOTBETCTBYIOLLEIO
KNMMHU4Yeckoro obpasua.

BHUMAHMUE! [paHuyHble 3HadeHma Ct ykasaHbl BO BKNagbllle,
npunaraemom K Habopy peareHToB. CM. Takke MeTogu4veckue
pekomeHgaunn ®bYH UHWN 3Snmngemunonorum PocnotpebHaasopa
«MccnegoBaHne  KnuHWYeckoro martepuarna Ha Hanuume [OHK
Bo3oyantenen UMMM n gpyrnx nMHdEKUuin opraHoB penpoaykumm
metoaom MNUP ¢ rubpnansaunoHHoO-pIyopecueHTHON AeTEKLMEN .

PesynbTtat lLUP-nccnepgoBaHns cumtaetca A[OCTOBEPHbLIM,
ecnum nony4eHbl npaBuUnbHbIE pe3ynbTaThbl ans
NOJIOXXNUTENbHOro " oTpuuaTenbHOro KOHTponen
aMmnnupumkaumMm M oTpULATEeNbHOro KOHTPOJSIA 3KCTPaKuuu
OHK, B cootBetcTBUM C Tabnuuen OLEHKU pe3ynbTaToB
KOHTPOSbHbIX peakuun (Tabn. 4).

Tabnuua 4
Pe3ynbTaTthbl ANna KOHTponeun pa3nnyHbix 3tanos lNLP-
nccnenoBaHus
< 3HavyeHue noporoBoro uukna, Ct
KoHTponupyembin
KoHTponb atan MNUP- no KaHany Aons
no KaHany ansa
nccrnenoBaHus Q)HYOPO(})SEOB FAM, hnyopocbopa ROX
B— kcTpakuma AHK 3Ha4veHne oTcyTCcTBYET OnpepeneHo sHaueHue
MEHbLLE rPaHNYHOro
K- MnupP 3HayeHne oTcyTCTBYET 3HayeHne oTcyTCTBYET
K+ nup OnpepneneHo 3HavyeHne OnpepneneHo 3HaveHne
MEHbLLUE rPaHNYHOro MEHbLLE rPaHNYHOro
BHUMAHUE!

1. Ecnn gna nonoxutenbHoro koHTpona [MUP (K+) 3HayeHue
NOPOroBoOro LuMkra no kaHanam gnsa cgpnyopodgopos FAM n (unum)
JOE, n (nnn) ROX OTCyTCTBYET UMM MpeEBbIWAET rpaHU4YHoe
3HayeHne, HeobxoaMMO NOBTOPUTL amMnnuduKauuio Arns Bcex
obpasuoB, AN KOTOPbIX OTCYTCTBYET 3HadYeHue MOporoBoro
LiKKa, COOTBETCTBEHHO, MO KaHanam gnsa gpnyopodopos FAM un
(vnun) JOE, n (unn) ROX.

®dopmat FEP ®opwma 1: B65-100-R0,5-FEP, JREF] H-1661-2-5;
®dopwma 2: E B65-100-R0,2-FEP, [REF] H-1662-2-2; ®opmat FRT ®dopma 1: |REF| R-B65, [REFA H-1661-1-2;

®opma 2: [REF] R-B65-F(RG,iQ), [REF H-1662-1/ [VER] 15.02.12/ c1p. 27 u 31




®OPMAT FRT

2. Ecnn gnsa otpuudaTtenbHOro KoHTponsa akctpakumu OHK (B-)
nnn/n otpuuatensHoro koHtpona lMNUP (K-) no kaHanam gngd
dnyopodopos FAM wnmm (n) JOE onpeneneHo 3Ha4YeHue
noporogoro uukna Ct, Heobxogumo nosTopuTb [LIP-
nccnegosaHme gnsa Bcex obpasuos, ANs KOTOPbIX onpeaeneHo
3Ha4yeHne NOpPOroBoro Lukna, CoOoOTBETCTBEHHO, MO KaHanam ans
donyopodopos FAM unu (1) JOE.
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CPOK TIOoAoHOCTU. YcnoBuA TPAHCMNOPTUPOBAHUA WU
XPAHEHUA

Cpok rogHoctun. 9 mec. Habop peareHTOB C WUCTEKLWMM CPOKOM
OOHOCTU MPUMEHEHUID He noanexut. Cpok rogHOCTU BCKPbITbIX
peareHToB COOTBETCTBYET CPOKY rOAHOCTU, yKazaHHOMY Ha 3TUKETKax
ONS1 HEBCKPbITbIX peareHToB, eCMn B MHCTPYKLMK HE YKa3aHO MHOE.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNOPTUPOBATb MpuU
Temnepatype oT 2 8o 8 °C He bonee 5 cyT. «[1LP-komnnekT» BapnaHT
FRT-100 F n FRT-1000 F npu nonyyeHun pasykoMnriektoBaTb B
COOTBETCTBUM C YKa3aHHbIMW TeMnepaTypammn XpaHeHns.

XpaHeHue. Komnnekt peareHToB «[HK-cop6-AM», «TpaHCNOpTHYHO
cpeny Ons MaskoBy», « TpaHCMOpPTHYHO cpedy ¢ mykonutukom (TCM)»
XpaHUTb Npu TemnepaTtype ot 2 go 25 °C.

BKO komnnekcHbin, BKO-FL n OKO (13 komnnekta peareHToB «[QHK-
copb6-AM») xpaHutb npu Temnepatype oT 2 go 8 °C. Komnnekr
peareHToB «[MLP-komnnekT» xpaHuTb npu Temnepatype ot 2 go 8 °C.
[MUP-cmecb-1-FL  T.vaginalis / N.gonorrhoeae xpaHntb B
3aLnLEeHHOM oT cBeTa MecTe. [MUP-cmecb-2-FRT n
nonumvepasy (TagF) XxpaHuTb npu  Temnepatype He  Bblwe
MUHYC 16 °C.

YcnoBusa ornycka. [ns nedebHO-NpounakTMyecknx n caHUTapHo-
NPOdOUNaKTUYECKUX YHpEXOEHUMN.

Peknamaumy Ha kadecTBO HaGopa peareHToB «AmnnmCeHc®
T.vaginalis / N.gonorrhoeae-MYNIbTUNMPAUM-FL» Hanpasnstb Ha
npeanpuAaTne-n3rotoBuUTesNb ®bYH LHNA anuaemmornormm
PocnoTtpebHaasopa (111123 r. Mockea, yn. HoBornpeesckasi, 4. 3a) B
oTaen no pabote c peknamauusiMm M opraHmsauum obydeHuna (Tern.
(495) 974-96-46, cpakc (495) 916-18-18, e-mail: products@pcr.ru)™.

°OT3biBbl M MpeanoxeHust 0 NpoAyKuMM «AMANMCEHC» Bbl MOXETE OCTaBUTb, 3arofHUB aHKeTy
notpebutens Ha cante: www.amplisens.ru.
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CUMBOIJbIl, UCNONb3YEMbIE B NEYATHOM NPOOYKLIUU

OcTtopoxHo! ObpartuTtecs K
REF Homep B kaTanore A COMpOBOAUTENBLHOM
[IOKyMeHTauum
MakcmumMarnbHoe Y1Cro
Koo naptum
LOT Anap TecToB
MN3penne gns in vitro
IVD A A Wcnonb3oBaTth A0
ANarHOCTUKK
Ob6paTtutechb K
VER [aTta nameHeHus DE PYKOBOZCTBY MO
aKkcnnyaTauum
%
OrpaHuyeHve e He monyckaTb nonagaHus
TemnepaTypbl { N COIHEYHOro ceeTta

BerHee orpaHmn4yeHune

[laTa nsrotoBneHus
TemnepaTtypbl

£

Mpoussogutens

E——
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